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IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

  

-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                      Opposer, Opposition No. 91226322 
v. 

  

AMPEL, LLC,                  
Applicant.              

------------------------------------------------------x 
 

MOTION FOR SUMMARY JUDGMENT BY OPPOSER 

LUPIN PHARMACEUTICALS, INC. 

 

I. PRELIMINARY STATEMENT 

 

The undisputed facts demonstrate that the educational and support group services covered by 

Applicant’s application to register the mark LuPPiN are offered to the same or similar consumer groups, 

in overlapping channels of trade, as Opposer’s full line of pharmaceutical products sold under Opposer’s 

federally registered mark LUPIN. Taking the facts in the light most favorable to Applicant Ampel, LLC 

(“Ampel” or “Applicant”), there is no genuine issue of material fact that a likelihood of confusion will 

arise from the registration of Applicant’s LuPPiN mark. Accordingly, Opposer Lupin Pharmaceuticals, 

Inc. (“Lupin” or “Opposer”) is entitled to summary judgment pursuant to Fed. R. Civ. P. 56 refusing 

registration of Application Serial No. 86/509,184 under Section 2(d) of the Lanham Act. 

II. STATEMENT OF FACTS 
 

A. Opposer’s Well-Known LUPIN Brand 
 

1. Origins of Opposer’s LUPIN Mark and Entry into the U.S. Market 

 

In 1968, long prior to the actions of the Applicant set forth herein, the predecessor-in-interest of 

Opposer’s ultimate parent company, Lupin Limited, began doing business in India under the name and 

mark LUPIN. See the Affidavit of Dave Berthold (“Berthold Aff.”) at ¶ 3. The mark LUPIN finds its 

origin from the lupin flower. Id. at ¶ 4. A true and correct copy of a dictionary definition of “lupin” is 
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attached as Exhibit A to the Declaration of Thomas H. Curtin (“Curtin Decl.”). Opposer’s mark is 

pronounced “LOO-pin.” Id.; Berthold Aff. at ¶ 3.  

In the 1980s and 1990s, the predecessors-in-interest of Lupin Limited received approval from the 

United States Food and Drug Administration (“FDA”) to allow various manufacturing facilities located 

in India to manufacture pharmaceutical products intended for distribution and sale to U.S. consumers. 

Berthold Aff. at ¶ 5. In the early 2000s, Lupin Limited filed its first of many Abbreviated New Drug 

Applications (“ANDA”) with the FDA. Id. at ¶ 6.1  

On March 28, 2002, Lupin Limited filed an ANDA for the drug ceftriaxone for injection, which 

was approved by the FDA on September 30, 2003. Id. at ¶ 7. In 2003, Lupin Pharmaceuticals, Inc. was 

incorporated in the U.S. and began doing business at its headquarters in Baltimore. Id. at ¶ 11. 

Ceftriaxone for injection eventually became the first drug marketed under the LUPIN trademark in the 

United States, beginning in July 2005. Id. at ¶ 7-9. Since 2005, Lupin’s pharmaceutical products bearing 

the LUPIN mark have been distributed, offered for sale, and sold continuously throughout the United 

States. Id. at ¶ 10. 

2. Opposer’s Valid Federal Registrations for the Mark LUPIN 

 

Opposer is the owner of the following United States Trademark Registrations on the Principal 

Register of the USPTO:  

Reg. No. 4,024,405 for the mark LUPIN, filed on June 24, 2009 and issued on September 13, 

2011 covering a “house mark for full line of pharmaceuticals for medical purposes, but excluding dietary 

supplements and edible flour” in Class 5, claiming a date of first use in United States commerce of July 

1, 2005.  

Reg. No. 4,874,579 for , filed on June 24, 2009 and issued on December 22, 2015 

                                                      
1 ANDAs are applications for approval by the FDA of a generic version of an existing, FDA-approved drug. Id. 
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covering: 

Pharmaceutical preparations for the treatment of infectious and parasitic diseases; 
antibiotics; pharmaceutical preparations for the treatment of diseases and disorders of 
the endocrine and metabolic systems; pharmaceutical preparations for the treatment 
of mental and behavioral conditions and disorders; antidepressants; pharmaceutical 
preparations for the treatment of diseases and disorders of the nervous system; 
pharmaceutical preparations for the treatment of diseases and disorders of the eye and 
adnexa; pharmaceutical preparations for the treatment of diseases and disorders of the 
ear and mastoid process; pharmaceutical preparations for the treatment of diseases 
and disorders of the circulatory system; antihypertensives; pharmaceutical 
preparations for the treatment of diseases and disorders of the respiratory system; 
pharmaceutical preparations for the treatment of diseases and disorders of the 
digestive system; pharmaceutical preparations for the treatment of diseases and 
disorders of the skin and subcutaneous tissue; pharmaceutical preparations for the 
treatment of diseases and disorders of the musculoskeletal system and connective 
tissue; pharmaceutical preparations for the treatment of diseases and conditions of the 
genitourinary system; and pharmaceutical preparations for the treatment of diseases 
and disorders associated with pregnancy, childbirth and the peurperium, namely, 
contraceptives; oral contraceptives; oral hormonal contraceptives; contraceptive 
preparations and substances; hormone replacement therapies; hormonal agents for 
treating disorders and conditions related to women’s health, namely, symptoms and 
conditions associated with menopause, pre-menstruation syndrome and other 
symptoms and conditions associated with menstruation 

 
in Class 5, claiming a date of first use in United States commerce in 2005.  

Opposer’s registered trademarks are referred to herein collectively as “the LUPIN Mark.” Both 

of the foregoing registrations are valid and subsisting and are in full force and effect, and have been 

pleaded in this matter. Reg. No. 4,024,405 has become incontestable by operation of law. 15 U.S.C. § 

1065. True and correct copies of the foregoing certificates of registration and corresponding TSDR 

current status printouts are attached as Exhibits B and C, respectively, to the Curtin Decl. 

3. Opposer’s Sale of a Wide Variety of Pharmaceutical Products  

 

Today, Opposer manufactures, offers for sale, and sells more than 150 types of pharmaceutical 

products for a wide range of indications including, for the treatment of fever; headache; fatigue; 

confusion; chest pain; stiffness; shortness of breath; joint or muscle pain; anemia; swelling in the legs, 

ankles, and feet; joint swelling; and rash, among others. Berthold Aff. at ¶¶ 12, 16. Lupin’s products 

include both branded and generic pharmaceuticals. Id. at ¶ 13. Opposer conducts clinical trials in 
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conjunction with the development of its drug products. Id. at ¶ 17. Opposer is continually expanding its 

pharmaceutical product offerings into new therapeutic areas, such as cardiology, diabetes, women’s 

health, and gastroenterology, among others. Id. at ¶ 18; see also Curtin Decl., Ex. Q at LUP-002911. 

Both Opposer’s branded and generic products are sold in packaging bearing the LUPIN mark. 

Berthold Aff. at ¶ 14. Some of Opposer’s products also bear the LUPIN mark imprinted directly on the 

drug capsule. Id. at ¶ 15. Among the primary consumers of Opposer’s products are women of 

childbearing age. Id. at ¶ 19.  

Opposer sells its products through wholesalers including AmeriSource Bergen, Cardinal, and 

McKesson, which are the three largest pharmaceutical wholesalers in the United States. Id. at ¶ 20. These 

wholesalers, in turn, distribute Opposer’s LUPIN products to independent pharmacies and pharmacy 

chains, which distribute the products to the end consumer through an extensive network of retail 

outlets. Id. Examples of retail outlets where Opposer’s LUPIN products are available to consumers are 

major retail chains such as CVS, Walgreens, and WalMart, as well as grocery store chains such as Giant, 

Harris Teeter, Publix, and Kroger. Id. at ¶ 21. Opposer’s pharmaceuticals are also widely prescribed at 

hospitals throughout the United States. Id. at ¶ 22. In addition, Lupin’s pharmaceutical products are 

offered and sold to various federal government agencies and programs including, without limitation, the 

Department of Veterans Affairs (particularly VA Hospitals), federal prisons, and through the Medicare 

and Medicaid programs. Id. at ¶ 23. 

Lupin also has thousands of agreements,  

 with pharmaceutical and biopharmaceutical companies  

 Id. at ¶ 29. 

4. Opposer’s Extensive Promotion and Advertising of the LUPIN Mark 

 

Since entering the United States market, Opposer has engaged in extensive and widespread 
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marketing, promotional, and advertising efforts featuring the LUPIN Mark. Opposer has spent more than 

 on those promotional efforts in the past ten years alone. See the Affidavit of Jay Liska 

(“Liska Aff.”) at ¶¶ 3-4. 

Opposer advertises its products under the LUPIN Mark through various media including: 

Opposer’s website at lupinpharmaceuticals.com; internet banner ads; internet pop-up ads; infomercials 

on television networks including Lifetime and Oxygen; and advertisements in medical journals and 

pharmaceutical trade journals, pharmaceutical bulletins, and specialty consumer medical publications. Id. 

at ¶ 5. Examples of the wide range of publications in which Opposer advertises its LUPIN products  

include Infectious Disease in Children; Clinical Psychiatry Today; Pharmacy Times; Chain Drug 

Review; Contemporary OB/GYN; American Academy of Pediatrics Newsletter; ADDitude Magazine; 

Asthma & Allergy Today; Ready Set Grow; and Drug Topics, as well as the online outlets of certain of 

these publications and other online sources. Id. at ¶ 6 and Ex. A. Some of these publications are available 

to consumers in doctors’ offices as well as directly to subscribers. Id. To the extent it is able to do so 

under the laws and codes of conduct governing the marketing activities of pharmaceutical 

companies, Lupin distributes a variety of collateral merchandise that features and promotes the 

LUPIN Mark, including such goods as mugs, reusable grocery bags, car air fresheners, memo pads, 

and pens. Id. at ¶ 9 and Ex. B.  

Opposer underwrites and sponsors pharmaceutical and medical seminars, such as regional and 

national meetings of the Society of Maternal Fetal Medicine; American College of Obstetrics & 

Gynecology; Association of Women’s Health, Obstetric and Neonatal Nurses; Society of Obstetrics 

& Gynecological Hospitalists; Maryland Society of Health System Pharmacists; and New Jersey 

Obstetrical & Gynecological Society. Id. at ¶ 7. Lupin also provides financial support to educational 

initiatives,  
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 Id. at ¶ 8. 

Opposer has engaged several advertising agencies and hundreds of vendors in conjunction with the 

promotion, advertising, and marketing of Opposer’s pharmaceutical products under the LUPIN Mark. Id. 

at ¶ 10. 

5. The Resulting Success of the LUPIN Brand 
 

Opposer’s efforts to promote and grow the LUPIN Mark have been extraordinarily successful. 

Since its introduction into the U.S. market, Opposer’s business has grown tremendously in both the 

branded and generic segments. In fiscal year 2017, with a 5.3% market share by prescriptions, Opposer 

was the fourth largest generic company in the United States. Berthold Aff. at ¶ 27; see also Curtin Decl., 

Ex. Q at LUP-002933, LUP-002935 and LUP-002941. In fiscal year 2012, the year before Applicant was 

founded, Opposer recorded U.S. revenues in excess of $500 million. Id. at ¶ 28. By fiscal year 2017, 

Opposer’s revenues had nearly doubled, surpassing the $1 billion mark in the United States. Id. As a 

result of its remarkable growth, Opposer have often been the subject of favorable press. Curtin Decl., Ex. 

Q. 

B. Applicant’s Claimed Mark LuPPiN 
 

On January 21, 2015, Ampel filed an application to register the mark LuPPiN on the Principal 

Register under Section 1(a) of the Trademark Act, 15 U.S.C. § 1051(a). The application claims that the 

mark is in special form, and the description of the mark states, inter alia, that “[t]he word ‘LuPPiN’ has 

capitalized letters ‘L’, ‘P’, ‘P’, and ‘N’.” 

On June 29, 2015, in response to an Office action issued by the assigned Examining Attorney, 

Applicant amended the application’s recitation of services to the following: 

Organizing and conducting support groups for Lupus patients who are undergoing 
treatment and clinical trials, and for the caregivers of Lupus patients who are 
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undergoing treatment and clinical trials, in Class 45, and 
 

Education services, namely, providing seminars and one-on-one mentoring in the 
fields of Lupus, Lupus treatment options and the importance of clinical trials; training 
Lupus patients to teach other Lupus patients about the nature of Lupus, available 
treatments and the importance of clinical trials, in Class 41. 
 

Applicant also submitted the following Miscellaneous Statement: 

LUPPIN has no meaning or significance in the industry in which the services are 
provided and is not a “term of art” within applicant’s industry. Further, LUPPIN is 
not the surname of any person known to the applicant and, to applicant’s knowledge, 
has no meaning in any foreign language. 

 

Applicant claimed a date of first use anywhere and in the United States of at least as early as 

November 17, 2014. Applicant has not asserted any counterclaim for cancellation of Opposer’s pleaded 

registrations, nor has Applicant brought a concurrent use proceeding. Applicant has conceded that 

Opposer used its LUPIN Mark prior to Applicant’s adoption and use of the mark LuPPiN. See Response 

No. 1 of Ampel LLC’s Responses to Opposer’s First Requests for Admission attached as Ex. D to the 

Curtin Decl. Applicant also has admitted that it has no basis to challenge Opposer’s claimed first use 

date. Id. at Nos. 3, 4.  

C. Applicant’s Claimed “Use” of Its Mark 

1. Formation of Applicant Ampel, LLC 

Applicant’s co-founders Dr. Amrie Grammer and Dr. Peter Lipsky formed the Applicant entity in 

2013. See Deposition of Amrie Grammer (“Grammer Depo.”) at 35:3-6, attached as Ex. E to Curtin 

Decl. Applicant’s business model consists of obtaining contracts with pharmaceutical companies, as well 

as obtaining monetary support from voluntary organizations. See Fed. R. Civ. P. 30(b)(6) Deposition of 

Ampel, by its designee, Peter Lipsky, M.D. (“30(b)(6) Depo.”) at 68:12-15, attached as Ex. F to Curtin 

Decl.  Approximately  of Applicant’s funding comes from pharmaceutical companies. Id. at 94:19-

95:7. Dr. Lipsky admitted that “[e]verything in our business is eventually supported by the 

pharmaceutical industry.” See Individual Deposition of Peter Lipsky (“Lipsky Depo.”) at 75:16-22, 
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attached as Ex. G to Curtin Decl.   

2. “Patient Partner” Programs 

While Dr. Lipsky was on the faculty of the University of Texas Southwestern Medical Center 

about thirty years ago, Dr. Lipsky and a rheumatoid arthritis patient began a “patient partner” program. 

Lipsky Depo. at 47:7-23, 68:16-23. According to Dr. Lipsky, the patient partner program paired 

rheumatoid arthritis patients receiving treatment with fellow patients who had been screened and trained, 

called “patient partners” or “patient educators.” Id. The patient partners would communicate with the 

other patients about subjects related to the disease, including the value of clinical trials. Id. 

Eventually, Lipsky partnered with Searle, a pharmaceutical company, which supported training 

for patient partner programs elsewhere in the United States and around the world. Lipsky Depo. at 69:23-

70:4.   

3. Inception of the LuPPiN Program and Adoption of the Mark 

One of Ampel’s chief goals is to offer and provide clinical trial services to pharmaceutical 

companies and others. 30(b)(6) Depo. at 6:7-25. To that end, Applicant hopes to replicate the prior 

success of Dr. Lipsky’s “patient partner” program in the field of rheumatoid arthritis by establishing a 

similar network of and for Lupus patients. 30(b)(6) Depo. at 81:20-82:5. One of the services Applicant 

intends to offer its clients is to train Lupus patients to teach other Lupus patients about clinical trials, and 

allay some fears and misconceptions that may prevent patients from participating in clinical trials. Lipsky 

Depo. at 47:24-48:17. Applicant’s services to be offered under its claimed LuPPiN mark are to be a 

“critical aspect” of patient recruitment as part of Applicant’s services of planning and providing clinical 

trials to its pharmaceutical company clients. Lipsky Depo. at 142:4-16; 38:18-39:12. Dr. Lipsky testified 

“[w]hat we’re trying to do is convince the pharma sponsors that by engaging . . . the LuPPiN network it 

will facilitate enrollment in the [clinical] trial. That’s really the strategy.” 30(b)(6) Depo. at 87:7-14. 
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In 2014, Applicant sought to develop a name for its planned patient educator program. Applicant 

adopted LuPPiN, a coined acronym meaning Lupus Patient Partner Integrator Network. 30(b)(6) Depo. 

at 13:17-14:2. Dr. Lipsky testified that the word, not the claimed stylization, “was the important 

aspect.” Id. at 52:21-53:13. In any event, Applicant has not made extensive use of its claimed mark. 

What limited use Applicant has made has been inconsistent. For example, Applicant used the mark with 

the “I” capitalized in one presentation on November 17, 2014. See, e.g., id. at 35:24-36:7; Curtin Decl., 

Ex. H2 In another presentation made on December 9, 2014, the two “P”s are in italics and the “I” is still 

capitalized. See Curtin Decl., Ex. I.  

Applicant’s LuPPiN mark is pronounced LOO-pin. 30(b)(6) Depo. at 97:24-98:6; Curtin Decl., 

Ex. D at No. 36. Applicant’s LuPPiN mark is identical to Opposer’s LUPIN Mark when spoken or 

heard. Id. at No. 38; Lipsky Depo. at 163:19-25. Aside from the capitalization, the only difference 

between the parties’ respective marks LUPIN and LuPPiN is the additional “p” in Applicant’s mark. 

30(b)(6) Depo. at 98:7-12. That additional “p” is not pronounced, but is silent. Curtin Decl., Ex. D at No. 

34, 35. Further, the capitalization does not affect the pronunciation of Applicant’s mark. Lipsky Depo. at 

62:1-5.  

4. Claimed “First Use” of the LuPPiN Mark 

On November 17, 2014, Dr. Lipsky conducted a presentation during the annual meeting of the 

American College of Rheumatologists (“ACR”), discussing certain efforts Ampel was undertaking to 

develop new treatments for Lupus. 30(b)(6) Depo. at 36:11-37:4; 41:13-15; Lipsky Depo. at 140:16-21; 

Curtin Decl., Ex. H.  Lipsky’s presentation, held at 6:30 in the morning, was attended by approximately 

80 to 120 individuals, mostly rheumatologists as well as trainees and nurses. 30(b)(6) Depo. at 37:17-

                                                      
2 Applicant has admitted that all of the documents Bates labeled with the indication “APB” discussed herein are 
authentic and created and maintained by Applicant in the ordinary course of Applicant’s business. Curtin Decl., Ex. 
D at Nos. 72, 73. 
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38:10, 66:10-17; Lipsky Depo. at 141:8-12. This presentation also marked the launch of Applicant’s 

Lupus Clinical Investigators Network, or LuCIN, a network of approximately 59 clinical investigators at 

academic medical centers in the United States and Canada. 30(b)(6) Depo. at 15:5-20. This network was 

organized to conduct clinical trials for Lupus. Id. Applicant intends to establish its patient partner 

network at these same facilities to aid in recruitment of Lupus patients for clinical trials. Id. 

This presentation, on Applicant’s claimed first use date, was the first time Applicant displayed 

the claimed LuPPiN mark, in any form, to the public. 30(b)(6) Depo. at 39:6-10. As noted earlier, rather 

than the presentation of LuPPiN as covered by the application, the mark was displayed as LuPPIN, with 

the “i” capitalized in the one and only PowerPoint slide that contained Applicant’s Mark. Curtin Decl., 

Ex. H. 

Because the November 17, 2014 presentation was in the “early days” of Applicant’s programs, 

the presentation contained “a lot of aspirational things.” 30(b)(6) Depo. at 39:6-21. No actual educational 

services or support group services for Lupus patients were provided under Applicant’s Mark at the time 

of the November 17, 2014 presentation, nor was Applicant prepared to provide such services at that 

time. Id. at 40:7-41:1; 54:9-21; Curtin Decl., Ex. D at Nos. 7-13, 27-28. Applicant was not aware of any 

Lupus patients in attendance. 30(b)(6) Depo. at 66:18-20. 

Over four months later, on March 31, 2015, Applicant provided a presentation during a meeting 

of the Maryland Biotech Forum. The Maryland Biotech Forum was hosted by the pharmaceutical 

companies MedImmune and AstraZeneca and was sponsored by those and other companies and 

organizations that are part of the biotech sector in Maryland, Virginia, and the Washington, D.C. area, in 

the “so-called 270 corridor.” Lipsky Depo. at 18:8-22, 148:12-149:25. There were approximately 100 to 

200 attendees in the biotech field, mostly scientists or individuals in administrative roles, as well as 

attendees from pharmaceutical companies. 30(b)(6) Depo. at 67:13-18; Lipsky Depo. at 150:14-19.  
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LuPPiN was referenced in a single slide of Dr. Lipsky’s PowerPoint presentation during this 

March 2015 meeting. Lipsky Depo. at 150:25-151:6; Curtin Decl., Ex. J. No one began participating in 

the LuPPiN program as a result of this presentation. Lipsky Depo. at 153:20-24. 

Indeed, Applicant admits that it has never provided services under the LuPPiN mark, but merely 

has developed a draft training manual, which does not even feature the claimed LuPPiN mark. 30(b)(6) 

Depo. at 59:14-60:10; 58:23-59:2, Depo. Ex. 10, attached as Ex. K to the Curtin Decl. Applicant admits 

that it has not provided educational seminars, mentoring, training, or support groups under the LuPPiN 

mark. 30(b)(6) Depo. at 95:11-24. In short, aside from Dr. Lipsky’s three PowerPoint slides at 

professional or fundraising meetings, there has been no use or traditional advertising of the LuPPiN 

mark. 

Since around the time the Notice of Opposition was filed in this matter, Applicant has largely 

stopped referring to its patient partner program by the mark LuPPiN. Dr. Lipsky testified that, if this 

matter is resolved in Applicant’s favor, “[w]e would aggressively market the whole program under the 

LuPPiN name. We would identify patients and then we would start to train them. And we would start to 

provide that service to support clinical trials,” including clinical trials funded by pharmaceutical 

companies. Id. at 79:17-80:3.  

5. The Market for Applicant’s Services 

Certain services identified in the application relate specifically to Lupus patients and Lupus 

caregivers. For example, the application recites “organizing and conducting support groups for Lupus 

patients who are undergoing treatment and clinical trials.” Other services, such as “education services, 

namely, providing seminars and one-on-one mentoring in the fields of Lupus, Lupus treatment options 

and the importance of clinical trials,” do not specify a particular consumer group. Indeed, even where the 

services are intended for Lupus patients, the ultimate beneficiaries of these services are the 
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pharmaceutical companies to whom Applicant offers its network of patients as participants in clinical 

trials for the pharmaceutical companies’ drugs. 30(b)(6) Depo. at 87:7-14. 

 

 

 Id. at 83:2-6. 

  Applicant’s active advertising and marketing efforts consist of its website; presentations to 

rheumatology or biotech professionals; consultations with pharmaceutical companies; and networking 

using Dr. Lipsky’s personal contacts in the pharmaceutical industry. 30(b)(6) Depo. at 61:9-14; 67:24-

68:11; Lipsky Depo. at 40:8-25, 154:1-11. However, as noted above, Applicant voluntarily ceased use of 

the LuPPiN mark around February, 2015 and will not be using the mark until this opposition is resolved. 

D. Symptoms and Treatment of Lupus 

1. Common Signs and Symptoms of Lupus 

Lupus is a chronic autoimmune disease. 30(b)(6) Depo. at 23:24-24:1; Curtin Decl., Ex. D at No. 

49. Lupus affects different patients in different ways, and the symptoms can vary among patients and 

even in the same patient over time. Curtin Decl., Ex. K at APB-00429. Symptoms of Lupus may include 

extreme fatigue; headache; painful or swollen joints; fever; anemia; pleuritis (inflammation of the 

membrane surrounding the lungs); rash on the face and other skin rashes; photosensitivity; hair loss; 

abnormal blood clotting; Raynaud’s Phenomenon (constriction of the blood vessels that may cause 

blanching in the fingers); arthritis; mouth and nose ulcers; kidney involvement; and central and 

peripheral nervous system involvement such as confusion, stroke, seizures, psychosis, decreased 

cognitive function, and peripheral neuropathy (inflammation of the nerves causing loss of motor 

function, loss of sensation, or extreme painful sensation). 30(b)(6) Depo. at 72:3-75:4; Lipsky Depo. at 

107:15-108:6; Curtin Decl., Ex L (Respondent’s Answers to Opposer’s Second Set of Interrogatories), 
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No. 1. Lupus can affect the musculoskeletal system, including through joint or muscle pain and arthritis. 

30(b)(6) Depo. at 74:25-75:4; Curtin Decl., Ex. K at APB-00436; Curtin Decl., Ex. D, Nos. 64-66. It can 

affect the cardiovascular system, the pulmonary system, and the nervous system, as well as skin and 

eyes. Curtin Decl., Ex. K at APB-00429 and APB-00437 – APB-00445. 

2. Demographics of Lupus Patients 

The majority of Lupus patients are women between the ages of 15 and 45. Curtin Decl., Ex. D, 

No. 48. 

3. Current Treatment Options 

There is no known cure for Lupus. 30(b)(6) Depo. at 24:5-7. Only one drug has been approved 

by the FDA specifically for the treatment of Lupus in the past fifty years, and, according to Dr. Lipsky, 

that has had limited efficacy. Id. at 109:2-5; Curtin Decl., Ex. M at APB-00446 – APB-00448. 

Today, Lupus is commonly treated with a combination of drugs. 30(b)(6) Depo. at 26:17-27:5. 

Most of these drugs are immunosuppressants that have been approved for treatment of other diseases, but 

not for Lupus. Lipsky Depo. at 37:8-38:1. Because of the variety of manifestations of the disease and the 

limited options for treatment, the treatment commonly involves taking various drugs to control 

symptoms and/or prevent or slow the damage to organs. Curtin Decl., Ex. K; 30(b)(6) Depo. at 108:6-12. 

Drugs that may be used in the treatment of Lupus include non-steroidal anti-inflammatory drugs 

(“NSAIDs”), acetaminophen (such as Tylenol), corticosteroids, anti-malarial drugs, 

immunosuppressives, intravenous immunoglobulin, monoclonal antibodies, ACE (Angiotensin-

converting enzyme) inhibitors, statins, and anticoagulants. Curtin Decl., Ex. K at APB-00446 – APB-

00448; Curtin Decl., Ex. D, Nos. 42-47. For example, celecoxib is a type of NSAID that may be used to 

treat Lupus, although there are negative side effects. Id., No. 44.  

Opposer offers and sells NSAIDs including celecoxib, corticosteroids, anti-malarials, ACE 
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inhibitors, and other drugs intended for the treatment of arthritis, among numerous types of drugs. 

Berthold Aff. at ¶ 25. 

4. Drug Repurposing 

Much of Applicant’s work has focused upon the repurposing of existing, FDA-approved drugs 

for the treatment of Lupus. Repurposing – also called repositioning – is the practice of taking a drug that 

has been approved by the FDA for treatment of one disease, and using it for the treatment of another, 

different disease. Lipsky Depo. at 38:18-39:12; 30(b)(6) Depo. at 23:20-23, 27:6-19. Repurposing can be 

more economical than developing a new drug because the preliminary safety testing has already been 

conducted. Lipsky Depo. 29:7-30:19. If a drug is identified that already has been approved for another 

disease, with a known side effect profile, that decreases the potential cost and risk to a pharmaceutical 

company in bringing a drug to market for Lupus. Id. at 33:20-34:6. 

In this case, one goal of repurposing in the field of Lupus is to reposition existing 

pharmaceuticals to alleviate the symptoms of the disease. Applicant’s ultimate goal, however, is to find 

and repurpose an existing, FDA-approved drug that would lead to remission of the disease. 30(b)(6) 

Depo. at 24:8-19. 

In 2016, Drs. Grammer and Lipsky, along with several other researchers from Ampel and two 

other researchers, published a paper discussing the results of their research on repurposing drugs for 

treatment of Lupus. The paper highlighted the process Applicant had used to prepare a list of potential 

drugs as candidates for repurposing. This included a review of approximately 1,100 currently available 

FDA-approved drugs as well as other possible treatments such as food supplements. Lipsky Depo. at 

97:4-99:1; Curtin Decl., Ex. M. From hundreds of initial candidates, the list was narrowed to 157 

potential treatments. 30(b)(6) Depo. at 29:1-3; Lipsky Depo. at 98:9-11. 

The narrowed list was then scored by a system Applicant devised. This system provided higher 
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scores based upon benefits to patients and other positive factors and lower scores based upon adverse 

side effects, whether the drug induced Lupus, and other negative factors. Curtin Decl., Ex. M at APB-

00402 – APB-00403. The objective was to find drugs that scored higher than the current standard of care 

drugs for Lupus. Lipsky Depo. at 104:6-23. Drugs that already were commonly used to treat Lupus were 

not scored. Lipsky Depo. 100:12-101:8. 

The list of 157 included the drugs abacavir, lamivudine, statins, and zidovudine, each of which 

are manufactured, either alone or in combination with other pharmaceutical preparations, by Opposer. 

Berthold Aff. at ¶ 26; Curtin Decl., Ex. M at APB-00403, Table 1. Of the drugs that Lupin has provided, 

lamivudine and statins received positive scores, though not as high as the current standard of care. 

There were approximately 20 to 25 treatments of the 157 that Applicant found to be most 

promising, and Applicant approached the pharmaceutical companies that held the patents for those drugs 

about the possibility of conducting clinical trials for repurposing the drugs for treatment of Lupus. 

30(b)(6) Depo. at 29:1-9, 10-12, 30:5-14.  

Applicant has approached more than   pharmaceutical companies for this purpose, 

including : “everyone you can think of, we have 

approached.” Id. at 27:20-28:8.3 

In addition to Applicant’s outreach to pharmaceutical companies as potential customers for 

Applicant’s clinical trial services, pharmaceutical companies also have approached Applicant and shared 

their drug data with Applicant to determine whether that company’s data could reveal a drug that may be 

useful for treating Lupus. Id. at 27:6-19; Lipsky Depo. at 133:7-22.  

The article authored by Drs. Lipsky and Grammer states that, “[d]rug repurposing is not a new 

                                                      
3 Dr. Lipsky testified that he had never heard of Lupin prior to this opposition, although he was familiar with 
Lupin’s main competitors in the field of generic pharmaceuticals, namely, Mylan, Teva, and Sandoz. Lipsky Depo. 
at 42:21-43:7, 64:3-6; Curtin Decl., Ex. Q at LUP-002941. 
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concept.” Curtin Decl., Ex. M at APB-00400. Indeed, Opposer is aware that certain of its drugs can be 

and are “repurposed” by third parties to treat multiple symptoms of diseases other than the diseases 

intended to be treated by such drugs, including Lupus. Berthold Aff. ¶¶ 24-25. 

5. Provision of Educational and Support Group Services by Pharmaceutical 

Companies 
 

The consuming public is accustomed to encountering pharmaceutical companies providing or 

funding educational services and support groups. Records of use-based trademark registrations as well as 

internet evidence demonstrating that pharmaceutical products, on the one hand, and related educational 

and support group services of a type similar to Applicant’s services, on the other, are provided by the 

same companies are attached as Exhibits N and O to the Curtin Decl. Applicant itself has offered to 

provide patient partner programs, including patient education, physician education, and other 

communication, on behalf of pharmaceutical companies. 30(b)(6) Depo. at 70:16-71:11. Opposer itself 

provides information to consumers through its website regarding its products and educational 

information on the treatment of various conditions. Liska Aff. ¶ 12. 

III. LEGAL STANDARD 
 

Summary judgment is appropriate where “the movant shows that there is no genuine dispute as 

to any material fact and the movant is entitled to judgment as a matter of law.” Fed. R. Civ. P. 56(a); 

TBMP § 528.01. “The purpose of the motion is judicial economy, that is, to avoid an unnecessary trial 

where there is no genuine dispute of material fact and more evidence than is already available in 

connection with the summary judgment motion could not reasonably be expected to change the result in 

the case.” TBMP § 528.01. The Board is to view the evidence in the light most favorable to the non-

moving party and draw all justifiable inferences in the non-movant’s favor. Green Spot (Thailand) Ltd. v. 

Vitasoy Int’l Holdings Ltd., 86 U.S.P.Q.2d 1283 (T.T.A.B. 2008). 
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IV. ARGUMENT 
 

A. Opposer Has Standing 

 

A party may demonstrate standing by showing that it has a “real interest” in the case – a direct 

and personal stake in the outcome. Id. at 1285. Here, Opposer has pleaded its registrations for the LUPIN 

Mark for numerous pharmaceutical products, upon which it has based its allegations of likelihood of 

confusion. Opposer has standing to oppose. 

B. Priority Is Not at Issue 

 

The date of first use claimed in Opposer’s registration of the mark LUPIN in standard characters 

is July 1, 2005, and the claimed date of first use of the mark LUPIN (and design) is at least as early as 

2005. Opposer’s first use is supported by the testimony and sales records. Berthold Aff. ¶¶ 8-9. Applicant 

admits that it has no basis to challenge Opposer’s claimed first use date, and Applicant has not 

challenged Opposer’s pleaded registrations. Curtin Decl., Ex. D, Nos. 3-5. Applicant claims a date of 

first use of November 17, 2014, and the filing date of its application is January 21, 2015. Priority, 

therefore, is not an issue in this case. Central Garden & Pet Co. v. Doskocil Manu. Co., 108 U.S.P.Q.2d 

1134, 1139 (T.T.A.B. 2013).  

C. Registration of Applicant’s Mark LuPPiN Would Create a Likelihood of Confusion 

 

Here, the marks are nearly identical, and the parties’ respective goods and services are closely 

related and offered to overlapping consumers in similar channels of trade. Opposer addresses and 

analyzes these and other factors as set forth in the seminal case E.I. DuPont de Nemours & Co., 476 F.2d 

1357 (C.C.P.A. 1973). 

1. The Marks Are Virtually Identical 

 

Applicant’s claimed mark is LuPPiN. Opposer’s mark is LUPIN. The marks are virtually 

identical in sight, sound, and meaning. 

 The so-called stylization claimed in the application consists simply of differences in the 
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capitalization of the letters. Applicant has not claimed a particular font, design elements, or other 

stylization. Indeed, the “stylized” elements of the mark merely incorporate characters within the 

USPTO’s standard character set. TMEP §§ 807.03(a), (b). 

Moreover, Opposer’s Reg. No. 4,024,405 covers the mark LUPIN in standard characters, without 

limitation for any particular stylization or design element. Therefore, Opposer’s registration could cover 

any form, including LuPiN. In re RSI Sys., LLC, 88 U.S.P.Q.2d 1445, 2008 TTAB LEXIS 64, *6-*7 

(T.T.A.B. 2008). Applicant cannot avoid a finding of likelihood of confusion based upon the claimed 

differences in the stylization of the marks. TMEP 1207.01(c)(iii). 

The addition of a single letter “p”, which is not pronounced independently from the remainder of 

the mark, does not comprise a sufficient difference to overcome a likelihood of confusion. See, 

e.g., Apple Computer v. TVNET.net, Inc., 90 U.S.P.Q.2d 1393, 1396 (T.T.A.B. 2007) (“The dominant, 

distinctive portions of the parties’ marks (ITUNES/VTUNES), differ by only one letter . . . .”). 

The marks also are phonetically identical, and both are pronounced LOO-pin. Berthold Aff. ¶ 3; 

30(b)(6) Depo. at 97:24-98:6; Seacret Spa Int’l v. Lee, 2016 WL 880376, *4 (E.D. Va. Mar. 8, 2016). 

The parties’ respective marks, as applied to the parties’ respective goods and services, are 

arbitrary. LUPIN has no meaning specific to pharmaceutical goods. Berthold Aff. at ¶ 4. Similarly, as 

applied to Applicant’s educational and support group services, the word LUPPIN is a coined term, and 

Applicant admitted in its application that the word has no relevant meaning in the industry. See 

Applicant’s June 29, 2016 Response to Office Action. 

There also is no evidence that consumers recognize Applicant’s mark as an acronym, let alone 

understand the meaning of the acronym. Further, the acronym is not claimed by Applicant in its 

application, and, therefore, the Board should consider the mark alone, as it appears in the 

application. See Christian Broad. Network, Inc. v. ABS-CBN Int’l, 84 U.S.P.Q.2d 1560, 1569 (T.T.A.B. 

2007); B.V.D. Licensing Corp. v. Rodriguez, 83 U.S.P.Q.2d 1500, 1508 (T.T.A.B. 2007). In any event, 
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there is scant, if any, evidence that Applicant has even used its mark. Even in the rare instances where 

the mark was displayed, the mark has not been consistently presented. See Curtin Decl. at Exs. H and I. 

Opposer’s use and registration of its mark with a design of a highly-stylized Lupin flower also 

would not significantly differentiate the connotation of Applicant’s mark LuPPiN from Opposer’s 

LUPIN Mark because the word portion of Opposer’s LUPIN Mark is dominant. B.V.D. Licensing Corp., 

83 U.S.P.Q.2d at 1508-1509. 

There is no genuine issue that the sight, sound, and commercial impressions of the parties’ 

respective marks are very similar, if not identical.  

2. The Established Overlap of the Parties’ Trade Channels and Classes of 

Purchasers 
 

a. The Parties Target the Same Classes of Purchasers 

  

As noted above, Opposer’s Reg. No. 4,024,405 covers a “full line” of pharmaceutical products, 

and Reg. No. 4,874,579 covers a wide range of pharmaceutical products, including for the treatment of 

diseases and disorders of the nervous system, circulatory system, respiratory system, skin, 

musculoskeletal system, among various other indications. Opposer’s registrations do not contain any 

limitation as to the channels of trade and classes of purchasers in the specification of goods, and so all 

normal and usual channels of trade and methods of distribution are to be considered. In re Pix of 

America, Inc., 225 U.S.P.Q. 691, 691 (T.T.A.B. 1985). This includes consumers purchasing or using a 

“full line” of pharmaceuticals, which would necessarily include Lupus patients. 

Further, the record demonstrates that, since currently there is no known cure for Lupus, Lupus 

patients are frequently treated with drugs that are not originally intended for the treatment of Lupus, but 

that are repurposed to alleviate the symptoms of Lupus. Opposer offers for sale and sells pharmaceuticals 

under the LUPIN Mark that are capable of treating many common symptoms of Lupus. Berthold Aff. ¶ 

16; Curtin Decl., Ex. K at APB-00429; Curtin Decl., Ex. D, Nos. 50, 55-57, 63-68. Indeed, Opposer 
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offers for sale and sells drugs that are commonly used for treatment of Lupus, including NSAIDs 

(including celecoxib) and corticosteroids. Berthold Aff. ¶ 25: Curtin Decl., Ex. D, Nos. 43-46. 

Opposer’s Reg. No. 4,874,579 specifically covers pharmaceuticals for the treatment of diseases 

and disorders of the musculoskeletal, nervous, and respiratory systems and skin, which can be affected 

by Lupus. Curtin Decl., Ex. D, Nos. 64-68; Curtin Decl., Ex. K at APB-00436 – APB-00445. The trade 

as well as ordinary consumers are accustomed to seeing the LUPIN Mark both on pharmaceutical 

packaging and on the drugs themselves as well as in advertising, including in consumer publications. 

Berthold Aff. ¶¶ 10, 14-15; Liska Decl. ¶¶ 5-6. These same consumers are likely to be confused when 

encountering Applicant’s claimed LuPPiN mark. 

Finally, a major portion of Opposer’s business is directed toward women of childbearing age, 

which is the same group predominantly affected by Lupus. Curtin Decl., Ex. D, No. 48; Berthold Aff. ¶ 

19.  There is no genuine issue of material fact that the parties’ respective customers overlap. 

b. The Channels of Trade Overlap 
 

Applicant has marketed its services under its LuPPiN mark to pharmaceutical companies, and has 

expressed an intent to increase such marketing efforts. 30(b)(6) Depo. at 79:17-80:2. One of Applicant’s 

primary goals is to conduct clinical trials for pharmaceutical companies, including offering its LuPPiN 

program to support such trials. Lipsky Depo. at 142:4-16; 38:18-39:12. To that end, Applicant has 

approached numerous pharmaceutical companies in its efforts to repurpose existing pharmaceutical 

products for use in the treatment of Lupus. Id.; 30(b)(6) Depo. at 29:1-9, 29:22-30:14. Opposer is a 

pharmaceutical company, which also has  contracts with other 

pharmaceutical companies,  

. Berthold Aff. ¶ 29. Applicant’s services under its claimed LuPPiN mark could be 

offered to direct competitors and/or business partners of Opposer.  

Moreover, Opposer and Applicant operate within the same marketing channels. The principals of 
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Applicant publish articles in medical journals; Opposer advertises in medical journals. Applicant appears 

at medical conferences; Opposer provides sponsorship to medical conferences. The same class of 

potential consumers may encounter the parties’ respective marks appearing in the very same or similar 

channels of trade. 

c. The Goods and Services of the Parties Are Closely Related 

 

The parties’ respective channels of trade overlap because the goods and services themselves are 

closely related, such that consumers would expect them to originate from the same source. The goods 

and services need not be similar or competitive, but must be “related in some manner, and/or . . . the 

conditions and activities surrounding the marketing of the goods and/or services are such that they would 

or could be encountered by the same persons under circumstances that could, because of the similarity of 

the marks, give rise to the mistaken belief that they originate from the same source.” Weider  Pubs., 109 

U.S.P.Q.2d  1347, 1359 (T.T.A.B. 2014) (citations omitted). 

Consumers are accustomed to seeing pharmaceuticals and related educational and support group 

services emanating from the same source. Curtin Decl., Exs. N and O.   

Of evidence are third party registrations and websites of pharmaceutical companies that have 

provided or sponsored the same types of services covered by Applicant’s application, including  

 

 Kohler Co. v. Baldwin Hardware  Corp., 82 U.S.P.Q.2d 1100, 1110-1111 (T.T.A.B. 2007). 

For example: 

“The Patient Partnership Program is a global forum made up of a small group of 
members from  teams and patients/carers with personal or professional 
experience in a given disease are whole goal is to learn from each other and co-create 
patient centric medicines and solutions throughout drug development.” Curtin Decl., 
Ex. O at LUP-002949 – LUP-002951. (This program includes Lupus patients.) 

 

Indeed, Opposer itself provides written educational resources to consumers, such as brochures 

providing information for individuals using its products for a particular condition. Liska Aff., Ex. C. 
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Similarly, Applicant “collaborates” with pharmaceutical companies through contractual arrangements to 

provide Ampel’s services. 30(b)(6) Depo. at 96:15-97:7. 

Particularly in view of the virtual identity of the marks, the close relatedness of the parties’ 

respective goods and services weighs heavily in favor of Opposer. See In re Concordia Int’l Forwarding 

Corp., 222 U.S.P.Q. 355, 355 (T.T.A.B. 1983); Kohler Co., 82 U.S.P.Q.2d at 1110. 

3. Opposer’s Mark Is Strong and Entitled to a Broad Scope of Protection 

 

Since establishing its business in the United States, Opposer has experienced great sales success 

and resulting growth of its LUPIN brand in this country. Opposer’s marketing expenditures of 

approximately   over the past ten years for efforts ranging from sponsorship of medical 

conferences to advertising in consumer and professional publications have borne fruit as evidenced by 

Opposer’s sales success. Liska Aff. ¶¶ 3-8.  From $348 million USD in 2010, to over a billion dollars in 

fiscal year 2017, Opposer’s sales of pharmaceuticals under the LUPIN Mark have increased 

exponentially. Berthold Aff. ¶ 28. 

The inherent strength of Opposer’s LUPIN Mark is further established by the arbitrary nature of 

the mark as applied to Opposer’s goods. The word lupin, which refers to a type of flower with no 

medicinal properties, has no inherent connection with, nor does it immediately describe, pharmaceutical 

products. Berthold Aff. ¶ 4; Curtin Decl., Ex. A. Accordingly, the arbitrary name and mark LUPIN is 

entitled to great protection as a strong mark. In re Gina Davia, 110 U.S.P.Q.2d 1810, 1814-1815 

(T.T.A.B. 2014).  

Applicant’s mark, by comparison, has been used inconsistently, has not been used in connection 

with the recited services, and has no recorded sales or customers to date. 30(b)(6) Depo. at 59:14-60:1; 

Curtin Decl., Ex. D, Nos. 7-28. Applicant can only benefit from a false association with Opposer’s Mark. 

This duPont factor strongly favors Opposer. 
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4. There Is No Evidence of Sophistication of the Relevant Consumers 

 

As discussed above, there are multiple relevant consumer groups for the parties’ respective 

goods, including pharmaceutical distributors and pharmacies, pharmaceutical companies, and individual 

consumers of pharmaceuticals, including Lupus patients. Where there is a range of potential purchasers, 

“Board precedent requires the decision to be based ‘on the least sophisticated potential 

purchasers.’” Stone Lion Capital Partners, L.P. v. Lion Capital LLP, 746 F.3d 1317, 1325 (Fed. Cir. 

2014) (quoting Gen. Mills, Inc. v. Fage Dairy Proc. Indus. S.A., 100 U.S.P.Q.2d 1584, 1600 (T.T.A.B. 

2014)).  

Here, those least sophisticated purchasers are ordinary consumers of pharmaceuticals and/or 

Lupus patients. There is no evidence that such consumers are particularly sophisticated. Indeed, one of 

the stated purposes of Applicant’s services is to dispel incorrect information among Lupus patients, 

indicating that such individuals may be susceptible to such misinformation. Lipsky Depo. at 47:23-48:17. 

Although it is possible that consumers will carefully evaluate purchases related to medical 

treatment, it does not follow that such consumers are particularly sophisticated or are not susceptible to 

confusion. Cf. Kos Pharms., Inc. v. Andrx Corp., 369 F.3d 700, 717 (3d Cir. 2004) (“There is no reason 

to believe that medical expertise as to products will obviate confusion as to source or affiliation or other 

factors affecting goodwill.”). Opposer submits that the end consumers of both parties’ goods and services 

are not particularly sophisticated and not able to avoid the likelihood of confusion arising from the 

concurrent use of virtually identical marks in the pharmaceutical field. This factor favors Opposer. 

5. Actual Confusion Is Difficult to Find and Not Required 

 

Opposer is required to demonstrate a likelihood of confusion, not actual confusion. Many courts 

have observed that evidence of actual confusion is notoriously difficult to come by. Time Warner  Enter. 

Co., LP v. Jones, 65 U.S.P.Q.2D  1650, 2002 WL 1628168  at *10 (T.T.A.B.  2002). Here, Applicant has 

not actually provided the services covered by its application. Since there has been no concurrent use of 
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the parties’ respective marks, there has been no opportunity for actual confusion to arise. As such, this 

factor should be given no weight. 

6. A Likelihood of Confusion Would Result in Great Harm to the LUPIN Brand 

 

For more than a decade, Opposer has invested a great deal of time, effort, and money in building 

its LUPIN brand in the United States. Through its efforts, Opposer’s LUPIN brand has enjoyed 

tremendous success as demonstrated by its sales and robust market share for generic prescriptions. 

The potential harm to Opposer should Applicant’s mark proceed to registration is great. In the 

past, Dr. Lipsky succeeded with his prior patient partner program, and Applicant has expressed its intent 

to market its LuPPiN program aggressively. Clinical services and educational programs marketed under 

a colorable imitation of Opposer’s primary mark, supported by a federal trademark registration, would be 

highly detrimental to Opposer. The danger of confusion is even greater in light of the geographic 

proximity of Opposer and Applicant, as Applicant has sought to cultivate its reputation in the “270 

corridor” in the Baltimore and Washington, D.C. area, in close proximity to the location of Opposer’s 

headquarters. Lipsky Depo. at 18:8-22 

In light of the potential harm of confusion in the arena of pharmaceuticals, even greater care 

should be taken to avoid a likelihood of confusion. In re Cook Med. Tech. LLC, 105 U.S.P.Q.2d 1377, 

1381-82 (T.T.A.B. 2012). This factor weighs strongly in Opposer’s favor.    

D. Applicant’s Affirmative Defenses Relate Solely to the Likelihood of Confusion Factors 

and Summary Judgment Is Appropriate in Opposer’s Favor on Those Defenses 

 

In its Answer, Applicant has asserted two “affirmative defenses”4 but these “affirmative 

defenses” are merely amplifications of Applicant’s denials of Opposer’s allegations in the Notice of 

                                                      
4 The affirmative defenses are: 1) “The goods and/or services offered by Applicant under the Mark and the goods 
and/or services offered by Opposer under the LUPIN mark are distinct and marketed to different consumers who 
will not be confused by any alleged similarity between them” and 2) “There is no likelihood of confusion, mistake, 
or deception because, inter alia, the Mark and the Opposer’s marks are not confusing [sic] similar.” 
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Opposition. Humana Inc. v. Humanomics Inc., 3 U.S.P.Q.2d 1696, 1697 n.5 (TTAB 1987). To the 

extent the Board considers these “affirmative defenses,” they are fully addressed in this motion, and do 

not create any issue of fact for trial. 

V. CONCLUSION

Opposer has demonstrated that there is no genuine issue of material fact, and that summary 

judgment should be granted to Opposer on all issues in this case, and Applicant’s application should be 

refused registration. 

Dated: December 29, 2017 By: /Thomas H Curtin/ 

Robert L. Powley 
Thomas H. Curtin 
Suzanna M. M. Morales 
POWLEY & GIBSON, P.C. 
304 Hudson Street, Suite 202 
New York, NY 10013 
Telephone: (212) 226-5054 
Facsimile: (212) 226-5085 

Attorneys for Opposer  
LUPIN PHARMACEUTICALS, INC. 
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Opposer, Opposition No. 91226322

V.

AMPEL, LLC.
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AFFIDAVIT OF DAVE BERTHOLD IN SUPPORT OF MOTION FOR SUMMARY

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC.

STATE OF MARYLAND )

) ss.:

COUNTY OF BALTIMORE 7}

DAVE BERTHOLD, being duly sworn, deposes and says:

1. I am Senior Vice President of Sales and Operations. U.S. Generics, for Lupin

Pharmaceuticals, Inc. (hereinafter “Lupin” or “‘Opposer"). I make this affidavit in support of the

Motion for Summary Judgment brought by Lupin against Applicant Ampel. LLC in the subject

action-

2. I have been employed by Lupin since June 2006 and have held the position of

Senior Vice President of Sales and Operations, U.S. Generics: since 2015. The facts in this

affidavit are based upon my personal knowledge as well as on the records, data, and documents

of Lupin that I have reviewed and/or annexed hereto which are kept by Lupin in the ordinary

course of its business.



3. In 1968. the predecessor-in-interest of Lupin's ultimate corporate parent, Lupin

Limited. began doing business in India under the name and mark LUPIN. The word “LUPIN” is

pronounced LOO-pin.

4. The mark LUPIN was named for the lupin flower. The lupin flower and/or seeds

are not used by Opposer in the manufacture of its pharmaceutical products.

5. In the 19803 and 19903, the predecessors-in—interest of Lupin Limited received

approval from the United States Food and Drug Administration (“FDA“) to allow certain of its

manufacturing facilities located in India to manufacture and distribute pharmaceutical products

intended for US. consumers.

6. In the early 2000s, Lupin Limited filed its first of many Abbreviated New Drug

Applications (“ANDA”) with the FDA. ANDAs are applications for approval by the FDA of a

generic version of an existing, FDA-approved drug.

7. On March 28, 2002, Lupin Limited filed an ANDA for the drug ceftriaxone for

injection. That ANDA was approved by the FDA on September 30, 2003 and eventually became

the first drug marketed under the LUPIN mark in the United States. Attached hereto as Exhibit A

is a true and correct copy of cover letter accompanying the ceftriaxone ANDA.

8. The first sales of pharmaceutical products under the trademark LUPIN (“the

LUPIN Mark") in the United States occurred in July 2005.

9. Attached hereto as Exhibit B is a true and correct copy of a quarterly report for the

third quarter of 2005 reflecting the market share of sales of cefiriaxone of Lupin in comparison to



other pharmaceutical companies. Exhibit B reflects Opposer‘s sales of ceftriaxone under the

LLIPIN Mark in July through September, 2005.

10. Since at least as early as July 2005. pharmaceutical products bearing the LUPIN

Mark have been continuously distributed, offered for sale. and sold throughout the United States.

1 1. In 2003, Lupin Pharmaceuticals. Inc. was incorporated in the US. and began

doing business at its headquarters in Baltimore.

12. Today. Lupin manufactures. offers for sale. and sells more than 150 types of

pharmaceutical products throughout the United States.

13. Lupin‘s products include both branded and generic pharmaceuticals.

14. All of Lupin's branded and generic products are sold in packaging that bears the

LL’PIN mark.

15. Some of Lupin's drug products also bear the LUPIN mark imprinted directly on

the drug capsule itself.

16. Lupin’s pharmaceutical products treat a wide variety ofindications. including.

without limitation. use for the treatment of fever; headache; fatigue: confusion; chest pain:

stiffness; shortness of breath; joint or muscle pain; anemia: swelling in the legs. ankles. and feet;

joint swelling: and rash. among other indications.

17. [CONFIDENTIAL]
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18. Since its introduction to the U.S. market. Lupin has continually expanded its

pharmaceutical product offerings to new and different therapeutic areas of treatment, such as

cardiology, diabetes, women’s health, and gastroenterology.

19. A primary demographic of consumers of Opposer’s drug products are women of

childbearing age.

20. Lupin sells and distributes its products through wholesalers including

AmeriSource Bergen, Cardinal, and McKesson, which are the country’s three largest

pharmaceutical wholesalers. These Wholesalers, in turn, distribute Lupin’s pharmaceutical

products bearing the LUPIN Mark to independent pharmacies, pharmacy chains, and hospitals,

which distribute the products to the end consumer through an extensive network of retail

outlets.

21. Examples of retail outlets where LUPIN products are available to consumers

include major retail chains such as CVS, Walgreens. and WalMart, as well as grocery store

chains such as GIANT, Harris Teeter, Publix, and Kroger.

22. Lupin’s pharmaceuticals are also prescribed at and distributed through hospitals

located throughout the United States.

23. Lupin‘s pharmaceutical products are also offered and sold to various federal

govemment agencies and programs including, without limitation, the Department of Veterans

Affairs (particularly VA Hospitals), federal prisons, and through the Medicare and Medicaid

programs.



24. Lupin is aware that certain of its pharmaceutical products can be and are

“repurposed” by third parties to treat multiple symptoms of diseases other than the diseases

intended to be treated by such drugs.

25. By way ofexample, Lupin is aware that a number of Opposer’s pharmaceutical

products are capable of being used. or repurposed, by third parties, to treat certain common

symptoms of Lupus, including non-steroidal anti-inflammatory drugs (NSAIDs) such as

celecoxib, as well as corticosteroids, anti-malarials, Angiotensin-converting enzyme (ACE)

inhibitors, and drugs intended for the treatment of arthritis, among others. It is my

understanding that such drugs have some efficacy in alleviating symptoms of Lupus.

26. Lupin also manufactures abacavir (antiretroviral agent), lamivudine (antiviral),

statins, and zidovudine (antiretroviral agent), either alone or in combination with other

preparations. It is my understanding that the aforementioned drugs also have efficacy in

alleviating certain common symptoms of Lupus.

27. In fiscal year 2017. Lupin was the fourth largest generic company in the US, with

a 5.3% market share by prescriptions.



28. Lupin‘s sales have grown tremendously since the LlelN brand was first

introduced into the LIS. market in 2005. Since 2010‘ Lupin has recorded the following sales

results (Lupin‘s fiscal year ends March 31 )2

2010: $348 million

2011: $441 million

2012: $507 million

2013: $693 million

2014: $803 million

2015: $890 million

2016: S888 million

2017: $1.214 billion
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IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

 
-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                    Opposer, Opposition No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 

 

EXHIBIT A  
 

TO  

 

AFFIDAVIT OF DAVE BERTHOLD IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 

 
Exhibit A is a true and correct copy of a cover letter accompanying the Abbreviated New Drug 

Application (“ANDA”) submitted to the Food and Drug Administration for the drug ceftriaxone for 

injection. Exhibit A is designated as CONFIDENTIAL – FOR ATTORNEYS’ EYES ONLY under the 

Board’s Standard Protective Order, and filed under seal. 



IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

 
-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                    Opposer, Opposition No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 

 

EXHIBIT B  
 

TO  

 

AFFIDAVIT OF DAVE BERTHOLD IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 

 
Exhibit B is a true and correct copy of a quarterly report for the third quarter of 2005 reflecting 

the market share of sales of ceftriaxone. Exhibit B is designated as CONFIDENTIAL – FOR 

ATTORNEYS’ EYES ONLY under the Board’s Standard Protective Order, and filed under seal. 



IN THE US PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

IBER'iEXEiZXEéEii‘éXL-s—Ziii—c7,hhhhhX

Opposer, Opposition No. 91226322

V.

AMPEL, LLC,

Applicant.
______________________________________________________x

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR

SUMMARY JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC.

1, Thomas H. Curtin, declare the following to be true under penalty of perjury:

l. I am a partner with the firm of Powley & Gibson, P.C. We are the attorneys for

Opposer Lupin Pharmaceuticals, Inc. (“Opposer” or “Lupin”) in the above—captioned action

pending before the Trademark Trial and Appeal Board.

2. I am of legal age, have never been convicted of a felony, have personal

knowledge of the facts stated herein, and am otherwise competent to testify to these matters.

3. A true and correct copy of relevant excerpts from Webster’s Ninth New

Collegiate Dictionary is attached hereto as Exhibit A. The exhibit includes both a pronunciation

guide as well as the dictionary’s definition for the work “lupin” (found after the first entry for

“lupine”).

4. A true and correct copy of United States Trademark Registration No. 4,024,405

issued on September 13, 2011 for the mark LUPIN together with the TSDR status printout for



same is attached hereto as Exhibit B.

5. A true and correct copy of United States Trademark Registration No. 4,874,579

issued on December 22, 2015 for the mark LUPIN and Design together with the TSDR status

printout for same is attached hereto as Exhibit C.

6. A true and correct copy cited portions of Ampel, LLC’s Responses to Opposer’s

First Requests for Admission is attached hereto as Exhibit D.

7. True and correct copies of cited excerpts from the Deposition of Amrie Grammer

(“Grammer Depo.”) taken in the above-captioned action are attached hereto as Exhibit E.

8. True and correct copies of cited excerpts from the Fed. R. Civ. P. 30(b)(6)

Deposition of Applicant, by its designee, Peter Lipsky, M.D. (“30(b)(6) Depo.”), taken in the

above-captioned action are attached hereto as Exhibit F.

9. True and correct copies of cited excerpts of the individual Deposition of Peter

Lipsky, M.D. (“Lipsky Depo.”) taken in the above-captioned action are attached hereto as

Exhibit G.

10. True and correct copies of relevant excerpts of Applicant’s November 17, 2014

presentation at the American College of Rheumatology annual meeting are attached hereto as

Exhibit H. This presentation was produced by Applicant, and introduced as Exhibit 7 during the

course of the Lipsky Depo. Lipsky Depo. at 140:3-21, 141 :20—25.

11. True and correct copies of relevant excerpts ofApplicant’s December 9, 2014

presentation at the Alliance for Lupus Research Board of Directors meeting are attached hereto



as Exhibit I. This presentation was produced by Applicant, and introduced as Exhibit 8 during the

course of the Lipsky Depo. Lipsky Depo. at 14325—25.

12. True and correct copies of relevant excerpts of Applicant’s March 31, 2015

presentation at the Maryland Biotech Forum are attached hereto as Exhibit J. This presentation

was produced by Applicant, and introduced as Exhibit 9 during the course of the Lipsky Depo.

Lipsky Depo. at 148:12—149z25.

13. A true and correct copy of Applicant’s draft patient educator training manual is

attached hereto as Exhibit K. This presentation was produced by Applicant, and introduced as

Exhibit 10 during the course of the Lipsky Depo. Lipsky Depo. at 154212—155z6.

14. A true and correct copy of Respondent’s Answers to Opposer’s Second Set of

Interrogatories, including signed Verification, is attached hereto as Exhibit L.

15. True and correct copies of relevant excerpts of the article Drug repositioning in

SLE: crowd-sourcing, literature-mining and Big Data analysis, written by “PE Lipsky”, “AC

Grammer”, and others, and published in Lupus Volume 25 (2016), pp. 1150-1170 are attached

hereto as Exhibit M. This article was produced by Applicant, and introduced as Exhibit 4 during

the course of the Lipsky Depo. Lipsky Depo. at 88:9—25.

16. True and correct copies of several USPTO registration certificates and the

corresponding TSDR status for same for use-based trademark registrations that cover both

pharmaceutical products and educational services are attached hereto as Exhibit N.

17. True and correct copies of internet printouts, bearing the URL and date accessed,



from third party websites that offer pharmaceutical products and educational and support group

services are attached hereto as Exhibit 0.

18. A true and correct copy of printouts from Applicant’s website as produced by

Applicant in the above-captioned proceeding which were introduced as Exhibit 3 during the

course of the Lipsky Depo. (Lipsky Depo. at 71 :15-7221; Grammer Depo. at 33:18-23) and are

attached hereto as Exhibit P.

19. True and correct copies of unsolicited articles, news items and other media

mentions that refer to Opposer are attached hereto as Exhibit Q. If obtained from the

LexisNexis database, the articles display the publication, date, and page or section number. If

obtained from the Internet, the articles display the URL and date accessed.

I declare under penalty of perjury that the foregoing is true and correct.

a
Executed this g day of December, 2017.

 

THOMAS H. CURTIN



IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 
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LUPIN PHARMACEUTICALS, INC., 
 

                                      Opposer, Opposition  No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 
 

EXHIBIT A 
 

TO 

 

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 
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The name Webster alone is no guarantee of excellence. It is used by a
number of publishers and may serve mainly to mislead an unwary buyer.

A Merriam-Webster® is the registered trademark you should look for
when you consider the purchase 'of dictionaries or other line reference
books. It carries the reputation of a company that has been publishing

ity and authority.since 1831 and is your assurance of qual  

Copyright © 1988 by Merriam-Webster Inc.

Philippines Copyright 1988 byAMerriam-chb'sterInc. L:

Library of Congress Cataloging in Publication Data
Main entry under title:

Webster’s ninth new collegiate dictionary. _ y I"

 Includes index.
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All rights reserved. No part of this book covered by the copyrights
produced or copied in any form or by any means—graphic,
including photocopying, taping, or information storage and
written permission of the publisher.

Made in the United States of America
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Attention is called to the definition of vocabulary entry: in
this book. The term dictionary entry includes all vocabulary
entries as well as all boldface entries in the separate sections
of the back matter headed “Abbreviations and Symbols for
Chemical Elements,” “Foreign Words and Phrases,” “Bio—
graphical Names,” “Geographical Names,” and “Collegesand Universities.”.-' , - ' ' . .

Explanatory Notes

Pronunciation

Pronunciation is indicated between a'pair of reversed virgules
\ \. following the entry word. The symbols used are listed in
the chart printed inside the back cover of this dictionary and
on the page facing the first page (of the dictionary properlvAn
abbreviated list appears at the bottom of the second column
of each right-hand page of the vocabulary. Explanations of
the symbols are given in the Guide to Pronunciation. ' '

S YLLABLES

.A hyphean'used in thejpronunciation, to show syllabic di-
vision. These hyphens sometimes coincide with the centered
dots in"the entry word that indicate end-of-line division;
sometimes they do not:

 

dislcov-er \dis~'ksv-cr\
1rnet-ric \‘me-trik\

STRESS " ‘ i .

A high-set mark \' \ indicates primary (strongest) stress
or accent; a low-set mark \ I\ indicates secondary (medium)stress or accent:

’_ ‘ rdugh-neck \‘raf-.nek\

The stress mark stands at the beginning of the syllable that
receives the"stress.v ‘ > “
‘ "In some cases the pronunciation of a' werd er compound
shows no'p‘iimary stress. One such class of words includes

"those that occur in main entries only as elements of an open
compound. The stress shown for these words is 'the usual
stress in the compound and may be less than primary:

dumber spaniel \.k19m-bsr-\~

In other contexts the word may have primary stress, as in
“Is that spaniela clumber?”

VARVMVNT'PRONUNCIA TIONS ‘
The 'preSence of variant prenunciations indicates that not

all educated speaker's pronounce words the same way. A see-
ond-place variant is not to be regarded as ‘less acceptable
than the pronunciation that is given first. It may, in fact, be
used by as many educated speakers as the first variant, but
the requirements of the printedpage aresuch that one must
precede the other:

~ V apri-cot \‘ap;ra-.k§t,:'a-pr9-\
' foreign \'for-an, 'far-\

A variant that is appreciably less common than the preced-
ing variant is. preceded by the word also: «

col-league \‘k'zil-.Eg also'-.ig\

A variant preceded by sometimes is infrequent, though'it
does occur in educated speech:

in~vei-gle \in-‘va-gal sometimes -'vé-\

Sometimes a regional label precedes a variant:

1great \'grat. Southern also 'gre(a)t\

  
 
  
 
 
  
 

 

 
 

  

 
 

 

 
 
  

 
 
 
 

 

 

 
  
 

 

 
 

 

 
 
  

  

 

 
 
  

 
 
 

 

 

The symbol \ —:—\ is placed before a pronunciation
that occurs in educated speech ‘but 'that is considr
sOme to be unacceptable: ' " ~. » : ‘ ‘ :‘

' bu-po-la \‘kyfiéps-la, '+'-,lo\

This symbol refers only to the immediately following
and not to subsequent variants separated from it by»
ma or a semicolon.

PARENTHESES IN PRONUNCIA'TIONS
Symbols enclosed by parentheses represent eleme

are present in the pronunciation of some speakers but
sent from the pronunciation of other speakers, eleme
are present in some but absent from other utterance
same speaker, or elements .svhose presence or absentcertain:

trap-pen . i . vi. . uhap-pen-ing \‘hap-(a-)nir]\
satisfactory \.sat-as-'fak-t(a-)re'\

re-sponse \ri-‘sp‘an(t)s\

Thus, the parentheses at happening mean that there a
who pronounce the \a\ between \p\ and \n\ an
who do not pronounce it.

PARTIAL ANDVAiBSENTPRONUNCIATIt
When a main entry has less than a full pronuncia

missing part is to be supplied from a pronunciation
ceding entry or within the same pairof reversed virg

cham-pi-on-ship \-.s}'iip\

. Maidei-ra \mo-‘dir-a. -'ders\

The pronunciation of the first‘three syllables of. aha)
, is found at the main entry champion: ;. ..

‘ 1cham-pi-on \'cham<pe-sn\

The hyphens before and after \‘der\ in the pronunr
Madeira indicate that both’the‘first and the last pa:
pronunciation are to be taken from the immediatelj
ing pronunciation. " ‘ * '

Partial. pronunciations are usually‘ shoWn wher.
more variants have apart in common. When a va;
stress is involved, a partial pronunciation may- be tr
at the stress mark which stands at the beginning of.-
not shown: ‘ ' ‘ ‘ - ' '

‘dilverse \di-‘vsrs, da-', ‘di—.\r ' '

.an-cho-vy \ilan-VehB-ve‘, an-.'\ I

In general, no pronunciationis indicated.for 0:
pounds consisting of two or .more ’English‘ words
own-place entry:

kangaroo court n

A pronunciation is ‘shownhhowever, for any elem
open compound that does not have entry at its or
betical place: - . , r . . ,

”a '1 ,_con-ger eel \.k'arJ-gar-\

. sieve of Er-a-tos-the-nes_\_-.er-a-k§s-tha-.néz\

Only the first entry in a seduence of numbei‘i
graphs is given a pronunciation if their pronuncizthe same:

Ire-ward- \ri-‘wo(a)rd\
2rewind :



 
 
  

 
 
  
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 

 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
  

 
 
 
  
 
  

 

  

  

 

34 Guide to ’ Pronunciation

\+'feb-(y)o-.wer-E, 'feb-ro-\,. even though they are the
most frequently heard pronunciations, because some peo‘
ple insist that both r’s should be pronounced. The obelus
applies only to that portion of the transcription which it
immediately precedes and not to any .other variantsfol-
lowing. . . ‘

in unstressed syllables astin banana, collide,
\ 9\ abut. This neutral vowel may be represented or-
thographically by any of.the letters a, e, z', a, u, y, and by
many combinations -of letters. Unstressed \9\ often in-
trudes between a stressed vowel and a following \l\ or
\r\ though it is not represented in the spelling, as in eel‘
\'e(9)l\, wire \'wi(o)r\, corn \-'ko(9)rn\, sour \'sau(9)r\.

\lg, lg\ in stressed syllables as in humdrum, abut.

\9\ immediately preceding \l\, \n\, \m\, \a\,as in battle, cotton, and one pronunciation of
open\'op—=rn\ and of and \°1]\ as in one pronunciation
of the phrase lock and key \,l'ak-=IJ-'ké\. The symbol \=\
preceding these consonants does not itself represent a
sound. It signifies instead that the‘following consonant is
syllabic; that is, the consonant itself forms the. nucleus of

.a syllable that does not contain a vowel. . ~. .
In the pronunciation of some French or French-derived

words \=\ is placed immediately after \l\, \m\, \r\
to indicate one nonsylla‘bic pronunciation of these conso-
nants, as in the French words ,table “table,” prisme
“prism,” and titre “title,” each of which in isolation and
in some contexts is acne-syllable word.

91. , ., as infurther,merger,bird. (See the section on \r\.)\ The anglicized pronunciation of the vowel \o:\

is repr)esented in this book as \9(r)\. (See the section on\CC\. .

I I as in two different pronunciations of
\ 91", 9'r\ hurry. Most U.S. speakers pro-
nounce \'har-é\ with the \or\ representing the same
'sounds as in bird \'b9rd\. Usually: in metropolitan New
York and southern England-and frequently in New En-
gland and the southeastern US. the vowel is much the
same as the vowel of‘hun’z followed by a syllable-initial
variety of \r\. This prontmciatibn of hurry is represented
as \'ho—rE'\ in this book. ‘Both types of‘ pronunciation are
shown for 'words composed of‘a single meaningful “unit
(or marpheme) as in current, hurry, and Worry. In words
such as furry, stirring, and purring in which a vowel or
vowel-initial‘suffix is added to a word ending in r or rr
(as fur, stir, and purr), the'second type of pronunciation
outlined above is heard only occasionally and is not
shown in this dictionary.

\a\ as in man map,“ mad, gag, 'snap, patch, Some. vanatlon in this vowel is occasioned by the con-
sonant that follows it; ‘thus, for some Speakers map, mad,
and gag have noticeably different vowel sounds. There is
a very small number of words, otherwise identical in pro-
nunciation that these speakers may distinguish solely by
variation of this vowel, as in the two words can (put into
cans; be able) in the sentence I“Let’s can'what we can.”

>However‘, this distinction is sufficiently infrequent that
the traditional practice 'of using a» single symbol isfol-lowed in this book. ~

\5 ». as in day, “fade, date, aorta, drape, cape. In. . most English speech-this is actually a diph-

thong. In lowland South Carolina, in coastal Georgia an
Florida; and occasionally elsewhere \a\ is pronounce
as a monophthong. As a diphthong \a\ has a first ele
ment \e\ or monophthongal \a\ and a second elemer.
\-1\. . . - '

" as in bother, cot, and, with most America
\a\ speakers, father, cart. The symbol \a\ repre
sents the vowel of‘ cat, cod, and the stressed vowel of co.
lar in the speech of those who pronounce this vowel dii
ferently from the vowel in caught, cawed, and calla;
represented by \e\. In US. speech \a\ is pronounce
with little or no rounding of the lips, and it is fairly lon
in duration, especially before voiced consonants. In south
ern England \a\ is usually accompanied by some li
rounding and is relatively short in duration. The vow:
\6\ generally has appreciable lip rounding. Some US
speakers (a perhaps growing minority) do not distinguisi
between cot—caught, cod—cawed, and collar—caller, usu
ally- becaUSe they lack-or have less lip rounding in th
words transcribed with \é\.- Though the symbols \a\
and \o\ are used throughout this book to distinguisI
the members of the above pairs and similar words, th
speakers who rhyme these pairswill automatically repro
duce a sound that is consistent with their own speech. .

In words such as card and cart most US. speaker
have a sequence of sounds that we transcribe as \ar\
Most speakers who do not pronounce \r\ beforeanothe
consonant or a pause, however, do not rhyme card wit]
either cod or cawea' and do .not rhyme cart with either co
or caught. The pronunciation ‘of- card and cart by sue]
speakers, although not shown in this dictionary, would b
transcribed as \'kad\ rand \'kat\. Speakers of r-drop
ping dialectS'will automatically substitute \a\ for th.
transcribed \a\. (See the sections on \a\ and \r\.)

' as in father as pronounced by those Who~do no
\a\ rhyme it with bother. The pronunciation of thi:
vowel varies regionally. ‘In eastern New England ant
southern England it is generally pronounced farther for
ward in the mouth than \a\ but not as far forward a:
\a\. In New-York City and the southeastern U.S.. it may
have much the same quality as \a\ but somewhat great»
er duration. ' -

In areas in which \r\ is not pronounced before-anoth-
er«consonant or a pause, \a\ occurs for the sequencr
transcribed in this book as \a\. (See the sections on \a\
and \r\.) In these areas \a\ also occurs withivarying
frequency in a small'group of words in. which a in the
spelling is followed by a consonant letter other, than i

, and is not preceded by w or wh, as in father, calm, palm,
and tomato but not in watch, what, or swap (though \a\
does sometimes occur'in waft). Especially in southern En-
gland and, ‘less consistently, in eastern-New England \a\
occurs in certain words in which \a\ is the usual Ameri-
can vowel and in most of which the vowel is followed by
\f\, \th\, \s\, or by .\n\. and another consonant. The
following words and word elements are among the most
susceptible to the \a\ pronunciation. Where a appears in
the spelling more than once, the vowel that may: be pro-
nounced \a\ is marked with a dot." ' . ' -

advance, advantage, aft, after, aghast, answer; ask, aunt, ava-
lanche, bask, basket, bath, .behalfl blanch,’ blast, branch,
brass, calf; calve, can ’t,'cask, casket, cast, caste, caster,"castle,
castor, chaff; chance, chancel, chancellor, Chancery, chandler,
chant, clasp, class, command, dance, demand, fancy,-fast, fas—
ten, flabbergast, flask, gasp, ghastb}, giraffe, glance, glass,
graft, graph, -graph, grass, grasp, half, halve, lance, last, lath.
laugh, mask, mast, master, nasty, pass, 'past, pastor, path.
plant, plaster, prance, raft, rafter, rascal, rasp, raspberry, re-



  
 

 

 

36 Guide to Pronunciation

moderately rounded as for the vowel \d\. This VOWel is
often anglicized as the \sr\ of bird by those who do not
“drop their r’s” or as the corresponding vowel of bird
used by those who do (see the section on \r\). Where
this anglicization is shown, it is represented as \o(r)\.

-— as in French feu “fire,” German Hiihle “hole.”
\CB\This VOWel, which occurs primarily in, foreign:
derived terms and names, can be approximated by
attempting to pronouncea monophthongal vowel \i\
with the lips fully rounded as for the v0We1 \d\. This
vowel alsowoccurs in Scots and thus is usedin the pro-
nunciation of guidwillie, mainly restricted to‘Scotland.

. ' as in coin, destroy. In some Southern speech,
\01\ especially before a consonant in the same word,
the second element may disappear or be replaced by \s\.
Some utterances of drawing and sawing have a sequence
of vowel sounds identical to that in coin, but because
drawing and sawing are analyzed by many as two-syllable
words they are‘ transcribed with a parenthesized hyphen:
"\'dr<'J(-)i13\, \'sé(-)iIJ\-

\p\ as in pepper, lip.

as in red, rarity, car, beard. In some dialects,
\r\ especially those of the southeastern U.S., east-
ern New England, New York City, and southern En-
gland, \r.\ is not pronounced when another consonant
or a pause follows immediately. This is often, if somewhat
misleadingly, referred to as r-dropping. In these dialects r
is pronounced as a nonsyllabic \s\ when it occurs in
these positions or there maybe no sound corresponding
to the r; thus beard, torn, and assured may be pro-
nounced as \'bied\, \'koan\, and \'e-shuad\ or, usual-
ly with some lengthening of the vowel sound, as \'bid\,
\'k6n\, and \'e—shud\. In car, card, and cart those who
do not pronounce \r\ generally have a vowel which we
would transcribe as \d\, usually pronounced with some
lengthening and without a following \9\. (See the sec-
tions on \i\ and \a\.) The stressed vowel of bird and
hurt in r-dropping speech is similar to the vowel used by
r-keepers in the same wordsgbut without the simultaneous
raising of the center and/or- tip of the tongue. In the US.
most speakers of r-,dropping dialects will pronounce \r\
before consonants in some words or in some contexts. Be-
cause it is determined by the phonetic context, r-dropping
is not explicitly represented in this dictionary; speakers of
r-dropping dialects will automatically substitute the
sounds appropriate to their own speech:

\S\ as in source, less.

\Sh\as in shy, mission, machine,‘special. Actuallythis is a single sound, not two. When the two
sounds \s\ and \h\ occur in sequence, they'are sepa-
rated by a hyphen in this book, as in grasshopper \'gras-
.h'ap-or\.

, \ t\ as in tie, attack, late, later, latter. In some con-texts, as when a stressed or unstressed vowel
precedes and an unstressedvvowel or \°l\ follows, the
sound represented by t or It is pronounced in much
American speech the same as 'the sound represented by d
or dd in similar contexts. Thus, the pairs ladder and lat-
ter, leader and liter, parody and parity are often homo-
phones. In such instances this dictionary shows \d\ at

 

 
 
 
 
 

 
 
 
 
 

 
 

 

 
 
 
 
 
 
 
 

 
  

 
 
 
  
 

 
 
 
 
 

 
 
  

 

 
 
 
 

 
 

of'a syllable for those with t or tt (\"lat-9r\, \'lét-ar\,
\'par-at-é\).. ., . - u -

th as in thin, ether. Actually, this is a single\ \ sound, not two. When thetwo’sounds \t\ and
\h\ occurin sequence they are separated by a hyphen in
this" book, as in knighthood \'nit-.hud\. '

th . as in then, either,‘this. Actually, this is a'single\___\sound, not two. The basic difference between
\th\vand \m\ is that the former is pronounced without
and-the latter with vibration of‘t'he vocal cords.

" as in rule, outh, union \' iin- an ,few \'f ii .
\U\ it my ’y \ Y\

\h\ as in pull; wood, book, curable= \'kyurLQ-bal\,fury \'fyu(a)r-é\.u ~ ~ *

as in German fiillen “to fill,” hiibsch .-“hand-
\m\some.” This vowel, which occurs only in for-
eign-derived terms and names, can be approximated by
attempting to pronounce the vowel \i\ with the lips

, moderately rounded as for the VOWel \d\.

\E as in French rue “street,”.German fiihlen “to\feel.” This vowel, which occurs only in foreign:
derived terms and names, can be approximated by
attempting to pronounce the vowel \E\ with the lips ful-
ly rounded as for the Vowel \ii\. . , ‘

\V\ as in vivid, invite.

\W as in we, away. In some words having fina\\(.)6\, as follow, \(.)yii\, as value, or \(.)ii\
as statue, an unstressed variant \9\ or \ya\ may occur
especially before a consonant or a pause, as in \'fal-ad\
or \'val-y9d\, and a variant \o-w\ or \yo-W\ occun
before vowels, as in \'fal-etwi \ or \'val-yo-win\. ThCSI
variants are transcribed \e(-w \ or. \ya(-w)\' at the en
try word.

\ \ .as in yard, young, cue \'kyii\, curable \'kyure-bel\, few \'fyii\, fury. \'fy‘u(e)r-é\, uniox
\'yiin-yon\. The sequences \1yii\,.\syii\, and .\zyii\ ll
the same syllable, as in lewd, suit, and presume, are com
mon in southern British speech but are rare in America]
speech and only \lii\, \sii\, and \zii\ are shown i]
this dictionary. .

In English \y\ does not occur at the end of a syllabl
after a vowel. In a few words of French origin whose pro
nunciation has not been anglicized,‘ a postvocalic \y\ i
transcribed, as in mille-feuille \mEl-foey\ and in rouill
\'rii-E, F riiy\. The sound represented is the consonanta
\y\ of yard.

indicates that during the articulation of the pre3’
\ \ ceding consonant the tongue has 'substantiall
the position it has for the articulation of the \y\ of yart
as in French digne \dénv\ “worthy.” Thus \i\ does 'nc
itself represent a sound but rather modifies the preeedin
symbol.

\z\ as in zone, raise.

\ h as in vision, azure \'azh-er\. Actually, this isZ \ single sound, not two. When the two sounds \Z‘
the end of a syllable for those words spelled with d or dd and \h\ occur in sequence, they are separated by a‘ 11)
(\'lad-or\, \'led-er\, \'par-ad-E\) and \t\ at the end phen in this book, as in hogshead \'hogz-.hed, 'h'agz-\.





IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

  

-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                      Opposer, Opposition  No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 
 

EXHIBIT B 
 

TO 

 

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 
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LUPIN

Reg. No. 4,024,405 LUPIN PHARMACEUTICALS, INC. (MARYLAND CORPORATION)HARBORPLACE TOWER

Registered Sep. 13, 2011 111 SOUTH CALVERT STREET,2IST FLOOR
BALTIMORE, MD 21202

 

Int. Cl. : 5
FOR HOUSE MARK FOR FULL LINE OF PHARMACEUTICALS FOR MEDICAL PURPOSES,
BUT EXCLUDING DIETARY SUPPLEMENTS AND EDIBLE FLOUR, 1N CLASS 5 (US. CLS.

TRADEMARK 6, 18, 44, 46, 51 AND 52). '

PRINCIPAL REGISTER FIRST USE 7—1—2005; IN COMMERCE 7-1—2005.

THE MARK CONSISTS OF STANDARD CHARACTERS WITHOUT CLAHVI TO ANY PAR-
TICULAR FONT, STYLE, SIZE, OR COLOR.

SER. NOT 77-766,890, FILED 6—24—2009.

RONALD AJKENS, EXANHNING ATTORNEY

 
Direulnr uflhe United States Palzm and Trademark Office



REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED THVIE PERIODS. 

Requirements in the First Ten Years*
What and When to File:

First Filing Deadline: You must file a Declaration of Use (or Excusable Nonuse) between the
5th and 6th years after the registration date. See 15 U.S.C. §§1058, 1141k. Ifthe declaration is
accepted, the registration will continue inforce for the remainder of the tenvyear period, calculated
from the registration date, unless cancelled by an order of the Commissioner for Trademarks or a
federal court.

Second Filing Deadline: You must file a Declaration of Use (or Excusable Nonuse) and an
Application for Renewal between the 9th and 10th years after the registration date.*
See 15 U.S.C. §1059.

Requirements in Successive Ten-Year Periods*
What and When to File:

You must file a Declaration ofUse (orExcusable Nonuse) and an Application for Renewal between
every 9th and 10th-year period, calculated from the registration date.*

Grace Period Filings*

The above documents will be accepted as timely if filed within six months after the deadlines listed above
with the payment of an additional fee.

 
*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder of an international registration with
an extension of protection to the United States under the Madrid Protocol must timely file the Declarations
of Use (or Excusable Nonuse) referenced above directly with the USPTO. The time periods for filing are
based on the US. registration date (not the intemational registration date). The deadlines and grace periods
for the Declarations of Use (or Excusable Nonuse) are identical to those for nationally issued registrations.
See 15 U.S.C. §§ 1058, 11411:. However, owners of international registrations do not file renewal applications
at the USPTO. Instead, the holder must file a renewal of the underlying international registration at the
International Bureau of the World Intellectual Property Organization, under Article 7 of the Madrid Protocol,
before the expiration of each ten—year term of protection, calculated from the date of the international
registration See 15 U.S.C. §1141j. For more information and renewal forms for the international registration,
see http://wwwwipoint/madrid/enl.

NOTE: Fees and requirements for maintaining registrations are subject to change. Please check the
USPTO website for further information. With the exception of renewal applications for registered
extensions of protection, you can file the registration maintenance documents referenced above online
at http://wwwuspto.gov.

Page: 2 / RN # 4,024,405



Generated on: This page was generated by TSDR on 2017-12-13 15:05:44 EST
Mark: LUPIN

US Serial Number: 77766890 Application Filing Jun_ 24, 2009
Date:

US Registration 4024405 Registration Date: Sep. 13, 2011
Number:

Register: Principal

Mark Type: Trademark

Status: A Sections 8 and 15 combined declaration has been accepted and acknowledged.

Status Date: Sep. 02, 2017

Publication Date: Juni2812011
 

Mark Information 

Mark Literal LUPlN
Elements:

Standard Character Yes. The mark consists of standard characters without claim to any particular font style: size, or color.
Claim:

Mark Dravw‘ng 4 » STANDARD CHARACTER MARK
Type: 

Goods and Services

Note: The following symbols indicate that the registrant/owner has amended the goods/services:

o Brackets {..] indicate deleted goods/services;
a Double parenthesis ((..)) identify any goods/services not claimed in a Section 15 affidavit of incontestability: and
e Asterisks ‘3‘ identify additional (new) wording in the goods/services.

For: HOUSE MARK FOR FULL LINE OF PHARMACEUTICALS FOR MEDlCAL PURPOSES, BUT EXCLUDING DIETARY
SUPPLEMENTS AND EDIBLE FLOUR

International 005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
Class(es):

Class Status: ACTIVE

  

 

Basis: 1(a)

First Use: Jul. 01,2005 Use in Commerce: Jul, 01, 2005

mmmmmmmm BaSlS Information gCase Level)

Filed Use: Yes Currently Use: Yes Amended Use: No

Filed ITU: No Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No 

Current Owner! 5! Information

Owner Name: Lupin Pharmaceuticals, Inc.

Owner Address: Harborplace Tower
111 South Calvert Street, 21st Floor
Baltimore, MARYLAND 21202
UNITED STATES

Legal Entity Type: CORPORATION State or Country MARYLAND



Where Organized: 

Attorney/Correspondence Information

 

  

Attorney of Record

Attorney Name: Robert L. Powiey Docket Number: 190.175(US)

Attorney Primary trademarks@gowieygibson.com Attorney Email Yes
Email Address: Authorized:

Correspondent

Correspondent Robert L, Powley
Name/Add ress: Powley & Gibson, PC.

304 Hudson Street
Suite 202
New York, NEW YORK 10013
UNITED STATES

Phone: 212-226-5054 Fax: 212226—5085

Correspondent e- trademarks@powleygibsoncom dbmelnick@gowl Correspondent 9- Yes
mail: eygibsoncom mail Authorized:

.2 _______________________ Domestic Representative - Not Found

Prosecutlon History ,

j “Date. Description j

Sep. 02, 2017 NOTICE OF ACCEPTANCE OF SEC, 8 & 15 - E-MAILED
Sep. 02. 2017 REGISTERED - SEC 8 (6-YR) ACCEPTED & SEC. 15 ACK,

Sep. 02, 2017 CASE ASSIGNED TO POST REGISTRATION PARALEGAL
Jul. 27, 2017 TEAS SECTION 8 & 15 RECEIVED

Apr. 17, 2012 COUNTERCLAIM OPP. NO. 999999

Sep. 13, 2011 REGISTERED—PRINCIPAL REGISTER

Sep. 09, 2011 ATTORNEY/DOMREPREVOKED AND/OR APPOINTED

Sep. 09, 2011 TEAS REVOKE/APP/CHANGE ADDR OF ATTYIDOM REP RECEIVED
June 28, 2011 PUBLISHED FOR OPPOSITION

Jun. 08, 2011 NOTICE OF PUBLICATION

May 25,2011

May 24, 2011

May 24, 2011

LAW OFFICE PUBLICATION REVIEW COMPLETED

APPROVED FOR PUB - PRINCIPAL REGISTER

ASSIGNED TO EXAMINER

Jan. 25, 2011 REPORT COMPLETED SUSPENSION CHECK CASE STILL SUSPENDED

Jan. 25, 2011 ASSIGNED TO LIE

22, 2010 LETTER OF SUSPENSION MAILED

22,2010 SUSPENSION LETTER WRITTEN

Jul.

Jul.

Mar. 17, 2010
Mar.

Mar.

Mar.

Mar.

Sep,

Sep.

Sep,

LETTER OF SUSPENSION MAILED

16, 2010 SUSPENSION LETTER WRITTEN

11,2010 TEAS/EMAIL CORRESPONDENCE ENTERED

11,2010 CORRESPONDENCE RECEIVED IN LAW OFFICE

11,2010 TEAS RESPONSE TO OFFICE ACTION RECEIVED

24, 2009 NON-FINAL ACTION MAILED

23, 2009 NON—FINAL ACTION WRITTEN

23, 2009 ASSIGNED TO EXAMINER

Jun. 29, 2009 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Jun. 27, 2009 NEWAPPLICATION ENTERED IN TRAM i

Affidavit of
Continued Use:

Affidavit of

lncontestability:

 

:7‘1‘Pro'ceedingNumber :

69815

69615

201582

86213

75589

66213

66213

78137

76137

88889

88889

76137

76137

 

Maintenance Filings or Post Registration Information
 

Section 8 - Accepted

Section 15 — Accepted
 



Current Location:

TM Staff and Location Information

TM Staff Information - None
‘ File Location

TMO LAW OFFICE 1 12 Date in Location: Sep. 02,2017 

Proceedings

 

 

Summary , Y 1
Number of 3

Proceedings:

Type of Proceeding: Opposition
Proceeding 91226322 Filing Date: Feb 16, 2016

Number:

Status: Pending Status Date: Feb 16,2016

interlocutory
Attorney:

BENJAMIN U OKEKE

Name: Ampel, LLC

Correspondent
Address:

Correspondent e-
mail:

Associated marks

Mark.
LUPPIN

Name:

Correspondent
Address:

Defendant

PATRICK C: ASPLIN
Lenhart Pettit
530 E MAIN ST, PO BOX 2057
CHARLOTTESVILLE VA , 22902-5336
UNITED STATES

pca@l9law.com , tlg@lplaw.c0m

Application Status , ‘ 1'
Opposition Pending

Plaintiff(s)

Lupin Pharmaceuticals, Inc.
Diane B. Melnick
Powley & Gibson PC
304 HUDSON ST. SUITE 202
NEWYORK NY, 10075
UNITED STATES

Correspondente- thcurtin owle ibson.com
mail:

Associated marks

Mark 3
LUPIN

LUPIN

CD\ICDI'.‘I1-lh(;)l\.)—‘k
11

12

Entry Number :

; " ‘ Application Status 7‘ 7 ,. . V

Section 8 and 15 - Accepted and Acknowledged

Registered

Prosecution History

History Text , " ' '
FILED AND FEE

NOTICE AND TRIAL DATES SENT; ANSWER DUE:

PENDING, INSTITUTED
ANSWER

STIP FOR EXT

EXTENSION OF TIME GRANTED

STIP FOR EXT

EXTENSION OF TIME GRANTED

STIP FOR EXT

EXTENSION OF TIME GRANTED

STIP FOR EXT

EXTENSION OF TIME GRANTED

"Serial: ..
‘ Number

86509184

fivs'er'iaii 7‘ ‘ Number . ‘

77766890

77766816

Date

Feb 16, 2016

Feb 16, 2016

Feb 16,2016

Mar 24, 2016

Sep 23,2016

Sep 23,2016

Nov 22, 2016

Nov 22, 2016

Jan 25, 2017

Jan 25,2017

Mar 31, 2017

Mar 31, 2017

Registration 1. Number‘i

fj, Registration
‘ . Number
4024405

4874579

Due Date ‘

Mar 27, 2016



Type of Proceeding: ngosition

Jun 02, 2017

Jun 02, 2017

Jul 20, 2017

Jul 20, 2017

Sep 25, 2017

Sep 25. 2017

 

13 STIP FOR EXT

14 EXTENSION OF TIME GRANTED

15 STIP FOR EXT

16 EXTENSION OF TIME GRANTED

17 STIP FOR EXT

1B EXTENSION OF TIME GRANTED

Proceeding 91201582
Number:

Status: Terminated

Interlocutory ANDREW P BAXLEY
Attorney:

Name: Guerlaln SIA.

Correspondent DAVID EHRLICH

Filing Date: Sep 12. 2011

Status Date: Apr 22, 2013

Address: FROSS ZELNICK LEHRMAN & ZISSU PC

Correspondent e-
mail:

Associated marks

Mark ‘

ARSENE LUPIN

Name:

Correspondent
Address:

866 UNITED NATIONS PLAZA
NEWYORK NY, 10017—1822
UNITED STATES

dehrlich@lez.com

Lupin Pharmaceuticals, Inc.
ROBERT L POWLEY
POWLEY & GIBSON PC
304 HUDSON STREET, 2ND FLOOR
NEWYORK NY, 10013
UNITED STATES

. Defendant

1. Application Status >‘SerIaI‘Numtzeriri , ‘ Number“: ‘ ,3
Registered 85161714 4475508

Plaintiff(s)

Correspondent e— trademarks@gowleygibsoncom , dbmelnick@gowley9ibson.com
mail:

Associated marks

Mark ’
LU PIN

LU PIN

Entry Number 5, :'

mmxrmm-boaN—x
_t_t_.___t_._.‘_t \ImmAmN—‘O

. ‘H‘istory Text.
FILED AND FEE

NOTICE AND TRIAL DATES SENT;

PENDING, INSTITUTED
D MOT FOR EXT W/ CONSENT

EXTENSION OF TIME GRANTED

D MOT FOR EXT W/ CONSENT

EXTENSION OF TIME GRANTED

D MOT FOR EXT W/ CONSENT

EXTENSION OF TIME GRANTED

‘ Application Status ' , :1

Section 8 and 15 - Accepted and Acknowledged

Registered

Prosecution History

ANSWER DUE:

D MOT TO SUSP W/ CONSENT PEND SETTL NEGOTIATIONS

TRIAL DATES RESET

D MOT FOR EXT W/ CONSENT

EXTENSION OF TIME GRANTED

ANSWER AND COUNTERCLAIM (FEE)
ANSWER TO COUNTERCLAIM DUE 30 DAYS

ANSWER TO COUNTERCLAIM

P MOT FOR EXT W/ CONSENT

, ISeriéI'»

77766890

' Date. '

Sep 12,2011

Sep 13,2011

Sep 13,2011
Oct 20, 2011

Oc120, 2011

Dec 13, 2011

Dec 13, 2011

Jan 04,2012

Jan 04,2012

Feb 17,2012

Feb 17, 2012

Mar 14, 2012

Mar 14, 2012

Apr12, 2012

Apr16, 2012

" '1 Registration
wNumber, -:‘ .

4024405

4874579

 
Number, ' 

77766816

, senate: '

Oct 23, 2011

May16,2012

Jul 16,2012



18 EXTENSION OF TIME GRANTED Jul 17, 2012

 

19 P MOT FOR EXT W/ CONSENT Aug 14, 2012

20 EXTENSION OF TIME GRANTED Aug 14, 2012

21 WIDRAW OF OPPOSITION Apr 18, 2013

22 BD DECISION: DISMISSED W/ PREJ Apr 22, 2013

23 TERMINATED Apr 22, 2013

m._________________________________________Imeetingsgggminggimflaflgnww.MWWWW...............................
Proceeding 92052316 Filing Date: Mar 30, 2010

Number:

Status: Terminated Status Date: Mar 11, 2011

Interlocutory ANN LINNEHAN VOGLER
Attorney:

Defendant

Name: Australis Foods Pty Ltd

Correspondent MICHAEL J. MCCUE
Address: LEWIS AND ROCA LLP

3993 HOWARD HUGHES PARKWAY, SUITE 600
LAS VEGAS NV , 3000

 
 

UNITED STATES

Associated ‘marks .

':Mark ;‘ .. p ; t ‘ I, . . g ‘ ..1V'A‘ppucauonStatush .. “3:12:13” 'ii ,1 :. Sigiitgtion
LUPINS Cancelled - Section 8 77707006 3738119

Plaintiffls)

Name: Lupin Pharmaceuticals, Inc.

Correspondent VASILIOS PEROS
Address: THOMAS & LIBOWITZ, PA.

100 LIGHT STREET, SUITE 1100
BALTIMORE MD , 21202
UNITED STATES

Correspondent e- vgeros@tandliaw.com
mail:

Associated marks

Mark , .y " , ‘ ‘ , V i » ,‘UAPpIicvatiéfi Status 5 33:36, ' ~ 1 .1 'fififlififfim‘
LUPIN Section 8 and 15 - Accepted and Acknowledged 77766890 M

LUPIN Registered 77766816 4874579

Prosecution History -

_ EntryNurnber ’, . HistoryText,‘ ', 1' 1': .1 I Date 3; DueDiatew
1 ,. FILEDANDFEE ,, V , ., . . _, ., ... ,, MUMVéI-Vaoyvzmo
2 NOTICE AND TRIAL DATES SENT; ANSWER DUE: Apr 15, 2010 May 25, 2010

3 PENDING, INSTITUTED Apr 15, 2010

4 STIPULATION FOR AN EXTENSION OF TIME May 25, 2010
5 ANSWER Jun 08, 2010

6 EXTENSION OF TIME GRANTED Jun 21, 2010

7 RS MOT TO SUSP PEND SETLMT NEGOTIATIONS Oct 05, 2010

8 SUSPENDED Nov 03,2010

9 P’S MOTION TO DISMISS Dec 06,2010

10 RESPONSE DUE 30 DAYS (DUE DATE) Jan 19,2011 Feb 16, 2011

11 BOARD‘S DECISION: DISMISSED W/ PREJUDICE Mar 11, 2011

12 . TERMINATED Mar 11, 2011



IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

  

-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                      Opposer, Opposition  No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 
 

EXHIBIT C 
 

TO 

 

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 
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Reg. N0. 4,874,579

‘2‘: 0‘
'W LUPIN

LUPIN PHARMACEUTICALS, INC. (MARYLAND CORPORATION)
HARBORPLACE TOWER

Registered Dec. 22, 2015 111 SOUTH CALVERT STREET, 218T FLOOR

Int. Cl.: 5

TRADEMARK

PRINCIPAL REGISTER

 
Director of the United States
Patent and Trademark Office

BALTIMORE, MD 21202

FOR: PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF INFECTIOUS AND
PARASITIC DISEASES; ANTIBIOTICS; PHARMACEUTICAL PREPARATIONS FOR THE
TREATMENT OF DISEASES AND DISORDERS OF THE ENDOCRINE AND METABOLIC
SYSTEMS; PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF MENTAL
AND BEHAVIORAL CONDITIONS AND DISORDERS; ANT )EPRESSANTS; PHARMA-
CEUTICAL PREPARATIONS FOR THE TREATMENT OF DISEASES AND DISORDERS OF

THE NERVOUS SYSTEM; PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT
OF DISEASES AND DISORDERS OF THE EYE AND ADNEXA; PHARMACEUTICAL PRE-
PARATIONS FOR THE TREATMENT OF DISEASES AND DISORDERS OF THE EAR AND

MASTO ) PROCESS; PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF
DISEASES AND DISORDERS OF THE CIRCULATORY SYSTEM; ANTIIIYPERTENSIVES;
PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF DISEASES AND DIS—

ORDERS OF THE RESPIRATORY SYSTEM; PHARMACEUTICAL PREPARATIONS FOR
THE TREATMENT OF DISEASES AND DISORDERS OF THE DIGESTIVE SYSTEM;
PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF DISEASES AND DIS-

ORDERS OF THE SKIN AND SUBCUTANEOUS TISSUE; PHARMACEUTICAL PREPARA-
TIONS FORTHE TREATMENT OF DISEASESAND DISORDERS OF THE MUSCULOSKELET—
AL SYSTEM AND CONNECTIVE TIS SUE; PHARMACEUTICAL PREPARATIONS FOR THE
TREATMENT OF DISEASES AND CONDITIONS OF THE GENITOURINARY SYSTEM;
AND PHARMACEUTICAL PREPARATIONS FOR THE TREATMENT OF DISEASES AND

DISORDERS ASSOCIATED WITH PREGNANCY, CHILDBIRTH AND THE PEURPERIUM,
NAMELY, CONTRACEPTIVES; ORAL CONTRACEPTIVES', ORAL HORMONAL CONTRA-
CEPTIVES; CONTRACEPTIVE PREPARATIONS AND SUBS TANCES; HORMONE REPLACE-
MENT TIIERAPIES; HORMONALAGENTS FOR TREATING DISORDERS AND CONDITIONS
RELATED TO WOMEN‘S HEALTH, NAMELY, SYNIPTOMS AND CONDITIONS ASSOCI-
ATED WITH MENOPAUSE, PRE-MENS TRUATION SYNDRONIE AND OTHER SYNIPTOMS
AND CONDITIONS ASSOCIATED WITH MENSTRUATION, IN CLASS 5 (US. CLS. 6, 18,
44, 46, 51 AND 52).

 
  
 

 
   

FIRST USE 0-0-2005; IN COMIVIERCE 0-0-2005,

THE MARK CONSISTS OF THE WORD "LUPIN" AND A FLOWER SHAPED DESIGN. 



Reg. No. 4,874,579 SN 77-766,816, FILED 6-24~2009.

RONALD AIKENS, EXAMJNING ATTORNEY
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REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION  

 WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS.

Requirements in the First Ten Years"
What and When to File:

First Filing Deadline: You must file a Declaration of Use (or Excusable Nonuse) between the
5th and 6th years after the registration date. See 15 U.S.C. §§1058, 1141k. Ifthe declaration is
accepted, the registration will continue in force for the remainder ofthe ten-year period, calculated
from the registration date, unless cancelled by an order of the Commissioner for Trademarks or a
federal court.

Second Filing Deadline: You rnust file a Declaration of Use (or Excusable Nonuse) and an
Application for Renewal between the 9th and 10th years after the registration date.*
See 15 U.S.C. §1059.

Requirements in Successive Ten-Year Periods"
What and When to File:

You must file a Declaration ofUse (orExcusable Nonuse) and anApplication for Renewal between
every 9th and 10th-year period, calculated from the registration date.*

Grace Period Filings"

The above documents will be accepted as timely if filed within six months after the deadlines listed above
with the payment of an additional fee.

*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder of an international registration with

an extension of protection to the United States under the Madrid Protocol must timely file the Declarations
of Use (or Excusable Nonuse) referenced above direcfly with the United States Patent and Trademark Office
(USPTO). The time periods for filing are based on the U. S. registration date (not the international registration
date). The deadlines and grace periods for the Declarations of Use (or Excusable Nonuse) are identical to
those for nationally issued registrations. See 15 U.S.C. §§1058, 1141k. However, owners of international
registrations do not file renewal applications at the USPTO. Instead, the holder must file a renewal of the
underlying international registration atthe International Bureau ofthe World IntellectualProperty Organization,
under Article 7 of the Madrid Protocol, before the expiration of each ten—year term of protection, calculated
from the date of the international registration. See 15 U.S.C. §1141j4 For more information and renewal
forms for the international registration, see http://wwwwipo.int/madrid/en/.

NOTE: Fees and requirements for maintaining registrations are subject to change. Please check the
USPTO website for further information. With the exception of renewal applications for registered
extensions of protection, you can file the registration maintenance documents referenced above online
at http://wwwuspto.gov.

NOTE: A courtesy e—mail reminder of USPTO maintenance filing deadlines will be sent to trademark
owners/holders who authorize e—mail communication and maintain a current e-mail address with the

USPTO. To ensure that e-mail is authorized and your address is current, please use the Trademark
Electronic Application System (TEAS) Correspondence Address and Change of Owner Address Forms
available at http://wwwuspto.gov.

Page: 3 /RN # 4,874,579



Generated on:

Mark:

US Serial Number:

US Registration
Number:

Register:

Mark Type:

Status:

Status Date:

Publication Date:

This page was generated by TSDR on 2017-12-13 15:06:30 EST
LUPlN

{‘5
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s? lLlJPITl

77766816 Application Filing Jun. 24, 2009
Date:

4874579 Registration Date: Dec. 22, 2015

Principal

Trademark

Registered The registration date is used to determine when post-registration maintenance documents are due.

Dec.22,2015 A

Feb. 28, 2012 Notice of Apr. 24, 2012
Allowance Date:

  

Mark Information 

Mark Literal
Elements:

Standard Character
Claim:

Mark Drawing
Type:

Description of
Mark:

Color(s) Claimed:

Design Search
Code(s):

LUPIN

No

3 — AN ILLUSTRATION DRAWING WHICH INCLUDES WORD(S)/ LEiTER(S)/NUMBER(S)

The mark consists of the word "Lupin" and a flower shaped design.

Color is not claimed as a feature of the mark.

05.03.08 - More than one leaf, including scattered leaves, bunches of leaves not attached to branches
05.03.25 — Leaf, single; Other leaves
05.05.25 - Daffodils; Iris (flower); Other flowers 

Goods and Services 

Note: The following symbols indicate that the registrant/owner has amended the goods/services:

e Brackets [..1 indicate deleted goods/services;
6 Double parenthesis ((..)) identify any goods/services not claimed in a Section 15 affidavit ofincontestability; and
a Asterisks *,.* identify additional (new) wording in the goods/services.

For:

international

Class(es):
Class Status:

Basis:

First Use:

Pharmaceutical preparations for the treatment of infectious and parasitic diseases; antibiotics; pharmaceutical preparations for the
treatment of diseases and disorders of the endocrine and metabolic systems; pharmaceutical preparations for the treatment of mental
and behavioral conditions and disorders; antidepressants; pharmaceutical preparations for the treatment of diseases and disorders of
the nervous system; pharmaceutical preparations for the treatment of diseases and disorders ofthe eye and adnexa; pharmaceutical
preparations for the treatment of diseases and disorders ofthe ear and mastoid process; pharmaceutical preparations for the treatment
of diseases and disorders of the circulatory system; antihypertensives; pharmaceutical preparations for the treatment of diseases and
disorders of the respiratory system; pharmaceutical preparations for the treatment of diseases and disorders ofthe digestive system;
pharmaceutical preparations forthe treatment of diseases and disorders of the skin and subcutaneous tissue; pharmaceutical
preparations for the treatment of diseases and disorders of the musculoskeletal system and connective tissue; pharmaceutical
preparations for the treatment of diseases and conditions ofthe genitourinary system; and pharmaceutical preparations for the
treatment of diseases and disorders associated with pregnancy, childbirth and the peurperium, namely, contraceptives; oral
contraceptives; oral hormonal contraceptives; contraceptive preparations and substances; hormone replacement therapies; hormonal
agents for treating disorders and conditions related to women‘s health, namely, symptoms and conditions associated with menopause,
pre—menstruation syndrome and other symptoms and conditions associated with menstruation

005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052

ACTlVE

1(a)

2005 Use in Commerce: 2005



Basis Information (Case Level)  

Filed Use: Yes Currently Use: Yes Amended Use: No

Filed ITU: No Currently ITU: No Amended ITU: No

Filed 440: No Currently 440: No Amended 440: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis:

mwwwww Current OwnergNs! Information
 

Owner Name: Lupin Pharmaceuticais, Inc.

Owner Address: Harborplace Tower
111 South Calvert Street, 21st Floor
Baltimore, MARYLAND 21202
UNITED STATES

Legal Entity Type: CORPORATION State or Country MARYLAND
Where Organized: 

Attorney/Correspondence Information
  

Attorney of Record

Attorney Name: Robert L‘ Powley Docket Number: 190,176(US)

Attorney Primary trademarks@gowleygibson.com Attorney Email Yes
Email Address: Authorized:

Correspondent

Correspondent Robert L. Powley
Name/Address: Powley & Gibson, RC.

304 Hudson Street, 2nd Floor
New York, NEW YORK 10013
UNITED STATES

Phone: 212—226-5054 Fax: 212-226—5085

Correspondent e- trademarks owle ibsoncom Correspondent e- Yes
mail: mail Authorized:

Domestic Representative - Not Found
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Date, ,‘ 1:. Desc‘rlption‘rlll _ 12 >V, . ', 1 5 3“ .1: ..t . Number.‘

Dec. 22, 2015 REGISTERED-PRINCIPAL REGISTER

Nov. 19, 2015 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

Nov‘ 18, 2015 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Nov, 18, 2015 DATA MODIFICATION COMPLETED 77312

Nov. 14, 2015 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Nov 13, 2015 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889
Nov, 13, 2015 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jun, 01, 2015 NOTIFICATION OF NON-FINAL ACTION E—MAILED

Jun. 01, 2015 NON-FINAL ACTION E-MAILED

Jun. 01, 2015 SU - NON—FINAL ACTION - WRITTEN 75589

May 02, 2015 STATEMENT OF USE PROCESSING COMPLETE 66530

Apr. 23,2015 USE AMENDMENT FILED 66530

Apr. 23, 2015 TEAS STATEMENT OF USE RECEIVED

Oct. 22, 2014 NOTICE OF APPROVAL OF EXTENSION REQUEST E<MAILED

Oct. 21, 2014 EXTENSION 5 GRANTED 66530

Oct. 16,2014 EXTENSION 5 FILED 66530
Oct. 16, 2014 TEAS EXTENSION RECEIVED

Apr, 26, 2014 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED



Apr. 25, 2014 EXTENSION 4 GRANTED 66530

Apr. 21, 2014 EXTENSION 4 FILED 66530
Apr. 21, 2014 TEAS EXTENSION RECEIVED

Oct. 24, 2013 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Oct. 23, 2013 EXTENSION 3 GRANTED 66530

Oct. 16, 2013 EXTENSION 3 FILED 66530

Oct. 16, 2013 TEAS EXTENSION RECEIVED

Apr. 26, 2013 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Apr. 25, 2013 EXTENSION 2 GRANTED 66530

Apr. 23, 2013 EXTENSION 2 FILED 66530

Apr. 23, 2013 TEAS EXTENSION RECEIVED

Nov. 03, 2012 NOTICE OF APPROVAL OF EXTENSION REQUEST MAILED

Oct. 30, 2012 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Oct. 29, 2012 EXTENSION 1 GRANTED 66530

Oct. 24, 2012 EXTENSION 1 FILED 66530

OCt. 29, 2012 CASE ASSIGNED TO INTENT TO USE PARALEGAL 66530
Oct. 24, 2012 TEAS EXTENSION RECEIVED

Apr. 24, 2012 NOA E-MAILED — SOU REQUIRED FROM APPLICANT
Feb. 28, 2012 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E—MAILED

Feb. 28, 2012 PUBLISHED FOR OPPOSITION I
Feb. 08, 2012 NOTIFICATION OF NOTICE OF PUBLICATION E—MAILED

Jan. 26,2012 LAW OFFICE PUBLICATION REVIEW COMPLETED 77312
Jan. 24, 2012 APPROVED FOR PUB - PRINCIPAL REGISTER

Jan. 23,2012 AMENDMENT FROM APPLICANT ENTERED 77312

Jan. 23, 2012 CORRESPONDENCE RECEIVED IN LAW OFFICE 77312
Jan. 17,2012 PAPER RECEIVED

Sep. 09, 2011 ATTORNEY/DOM.REP.REVOKED AND/OR APPOINTED

Sep. 09, 2011 TEAS REVOKE/APP/CHANGE ADDR OF ATTY/DOM REP RECEIVED
Jul. 12,2011 NON—FINAL ACTION MAILED

Jul. 12, 2011 NON-FINAL ACTION WRITTEN 75589
Jul. 12, 2011 PREVIOUS ALLOWANCE COUNT WITHDRAWN

Jun. 13,2011 WITHDRAWN FROM PUB - OG REVIEW QUERY 76621

Jun. 01, 2011 LAW OFFICE PUBLICATION REVIEW COMPLETED 77312

May 31,2011 ASSIGNED TO LIE 77312

May 24, 2011 APPROVED FOR PUB - PRINCIPAL REGISTER

May 24,2011 ASSIGNED TO EXAMINER 75589
Jan. 07, 2011 REPORT COMPLETED SUSPENSION CHECK CASE STILL SUSPENDED

Dec. 20, 2010 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Dec. 20, 2010 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Dec. 20, 2010 TEAS RESPONSE TO SUSPENSION INQUIRY RECEIVED

Jul. 07, 2010 LETTER OF SUSPENSION MAILED

Jul. 06, 2010 SUSPENSION LETTER WRITTEN 76137
Jan. 14,2010 NON—FINAL ACTION MAILED

Jan. 14, 2010 NON-FINAL ACTION WRITTEN 76137

Dec. 21, 2009 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Dec. 21, 2009 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Dec. 21, 2009 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Sep. 24, 2009 NON-FINAL ACTION MAILED

Sep. 23, 2009 NON—FINAL ACTION WRITTEN 76137

Sep. 23, 2009 ASSIGNED TO EXAMINER 76137
Jun. 30,2009 NOTICE OF DESIGN SEARCH CODE MAILED

Jun. 29, 2009 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Jun. 27, 2009 NEW APPLICATION ENTERED IN TRAM 
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TM Staff Information - None
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 
 
 

LUPIN PHARMACEUTICALS, INC., 
 
  Opposer, 
       Proceeding No. 91226322 
v.       Application Serial No. 86/509184  
       Mark: LuPPiN 
 
AMPEL, LLC, 
 
  Respondent. 
 
 

AMPEL LLC’S RESPONSES TO OPPOSER’S FIRST SET  

OF REQUESTS FOR ADMISSION 

 

Respondent/Applicant, Ampel, LLC (“Ampel”), by counsel and pursuant to the 

applicable provisions of 37 C.F.R. 2.120 and Rules 33, 34 and 36 of the Federal Rules of Civil 

Procedure (“FRCP”), hereby responds as follows to Opposer Lupin Pharmaceutical, Inc.’s 

(“Lupin”) First Set of Requests for Admission:   

GENERAL OBJECTIONS 

1. Ampel objects to all Requests for Admission to the extent that they seek 

information or documents prepared in anticipation of litigation. 

2. Ampel objects to all Requests for Admission to the extent that they seek 

information protected by the attorney-client privilege and/or any other applicable privilege or 

doctrine, including the work product doctrine and the privilege extending to work undertaken 

and information obtained in anticipation of litigation.  These objections also encompass all 

privileged communications, including related and associated documents and other information, 

between and among Ampel’s attorneys and any investigators, consultants, experts, agents or 

other representatives of Ampel relating to, or pertaining in, any way to this proceeding.  
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3. Ampel objects to all Requests for Admission to the extent that they seek materials 

and documents that are not in its possession, custody or control. 

4. Ampel objects to all Requests for Admission to the extent that they seek 

information, documents and materials that are equally or more easily available to, or accessible 

by, Lupin.   

5. Ampel objects to all Requests for Admission to the extent that they seek 

information that is irrelevant, immaterial and not reasonably calculated to lead to the discovery 

of admissible evidence. 

6. Ampel objects to all Requests for Admission to the extent that they are overly 

broad, vague, ambiguous, subject to multiple interpretations, oppressive, unduly burdensome, 

harassing and/or beyond the scope of permissible discovery under the applicable provisions of 

the Rules of Practice in Trademark Cases (37 C.F.R. §§ 2.1-2.209) and the Federal Rules of Civil 

Procedure (collectively, the “Rules”). 

7. Ampel objects to all Requests for Admission to the extent that its investigation 

and analysis of the matters in dispute are continuing.  Ampel reserves its right to supplement its 

responses and answers to any of the Requests for Admission.      

Subject to the foregoing objections, which are incorporated into each specific answer, 

and without waiver thereof, Ampel specifically objects and responds to Lupin’s First Set of 

Requests for Admission in correspondingly-numbered paragraphs as set forth below. 

SPECIFIC OBJECTIONS AND RESPONSES TO REQUESTS FOR ADMISSION: 

1. Admit that Opposer’s use of Opposer’s Trademarks was earlier in time than 
Applicant’s adoption and use of Applicant’s Trademark. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, Applicant admits that Opposer has used the mark “Lupin” prior to Applicant’s 
use of the mark “LuPPiN.”  Applicant lacks sufficient information or knowledge to admit 
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or deny matters relating to the goods or services on which Opposer has used the mark 
“Lupin” prior to Opposer’s use of the mark “LuPPiN” other than those listed in 
Opposer’s federal registrations for the “Lupin” mark.    
 

 
2. Admit that, prior to November 17, 2014, you had knowledge of the use by 

Opposer of Opposer’s Trademarks. 
 
RESPONSE: Denied. 
 

 
3. Admit that you are aware of no facts or evidence that contravene Opposer’s claim 

that Opposer commenced use of Opposer’s Trademark LUPIN as covered by Reg. No. 4,024,405 
on or around July 1, 2005. 

 
RESPONSE: Admitted. Such admission does not relate to any facts or evidence which 
may subsequently be disclosed during discovery.  
 

 
4. Admit that you are aware of no facts or evidence that contravene Opposer’s claim 

that Opposer commenced use of Opposer’s Trademark LUPIN (and Design) as covered by Reg. 
No. 4,874,579 in or around 2005. 

 
RESPONSE: Admitted. Such admission does not relate to any facts or evidence which 
may subsequently be disclosed during discovery.  
 

 
5. Admit that you are aware of no facts or evidence that contravene Opposer’s claim 

that Opposer commenced use of Opposer’s Trademarks prior to November 17, 2014. 
 
RESPONSE: Admitted. Such admission does not relate to any facts or evidence which 
may subsequently be disclosed during discovery.  
 

 
6. Admit that you are of aware of no facts or evidence that contravene Opposer’s 

claim that Opposer used Opposer’s Trademarks continuously in commerce since at least prior to 
November 17, 2014 through to the date the Notice of Opposition in this matter was filed. 

 
RESPONSE: Admitted. Such admission does not relate to any facts or evidence which 
may subsequently be disclosed during discovery.  
 
7. Admit that you did not provide seminars in the fields of Lupus, Lupus treatment 

options and the importance of clinical trials under Applicant’s Trademark as of November 17, 
2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
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Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence.  Without waiving such objection, Applicant admits that no such seminars had 
been actually conducted as of November 17, 2014 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of November 17, 2014.  

 
8. Admit that you did not provide one-on-one mentoring in the fields of Lupus, 

Lupus treatment options and the importance of clinical trials under Applicant’s Trademark as of 
November 17, 2014, in commerce that may be regulated by the U.S. Congress. 

 
 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such one-on-one 
mentoring had been actually provided as of November 17, 2014 under Applicant’s 
Trademark, but denies that Applicant had not used Applicant’s Trademark in commerce 
in connection with such services as of November 17, 2014.  
 

 
9. Admit that you did not provide training to Lupus patients to teach other Lupus 

patients about the nature of Lupus, available treatments and the importance of clinical trials 
under Applicant’s Trademark as of November 17, 2014, in commerce that may be regulated by 
the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such training had 
been actually provided as of November 17, 2014 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of November 17, 2014.  
 
 
10. Admit that you did not organize support groups for Lupus patients who are 

undergoing treatment and clinical trials under Applicant’s Trademark as of November 17, 2014, 
in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually organized as of November 17, 2014 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of November 17, 2014.  
 
 
11. Admit that you did not conduct support groups for Lupus patients who are 

undergoing treatment and clinical trials under Applicant’s Trademark as of November 17, 2014, 
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in commerce that may be regulated by the U.S. Congress. 
 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually conducted as of November 17, 2014 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of November 17, 2014.  
 

 
12. Admit that you did not organize support groups for the caregivers of Lupus 

patients who are undergoing treatment and clinical trials under Applicant’s Trademark as of 
November 17, 2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually organized as of November 17, 2014 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of November 17, 2014.  
 

 
13. Admit that you did not conduct support groups for the caregivers of Lupus 

patients who are undergoing treatment and clinical trials under Applicant’s Trademark as of 
November 17, 2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually conducted as of November 17, 2014 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of November 17, 2014.  
 
14. Admit that you did not provide one-on-one mentoring in the fields of Lupus, 

Lupus treatment options and the importance of clinical trials under Applicant’s Trademark prior 
to November 17, 2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: See response to Request No. 8 above. 

 
15. Admit that you did not provide training to Lupus patients to teach other Lupus 

patients about the nature of Lupus, available treatments and the importance of clinical trials 
under Applicant’s Trademark prior to November 17, 2014, in commerce that may be regulated 
by the U.S. Congress. 

 
RESPONSE: See response to Request No. 9 above.  
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16. Admit that you did not organize support groups for Lupus patients who are 

undergoing treatment and clinical trials under Applicant’s Trademark prior to November 17, 
2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: See response to Request No. 10 above.  
 

 
17. Admit that you did not conduct support groups for Lupus patients who are 

undergoing treatment and clinical trials under Applicant’s Trademark prior to November 17, 
2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: See response to Request No. 11 above. 

 

18. Admit that you did not organize support groups for the caregivers of Lupus 
patients who are undergoing treatment and clinical trials under Applicant’s Trademark prior to 
November 17, 2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: See response to Request No. 12 above. 
 

 
19. Admit that you did not conduct support groups for the caregivers of Lupus 

patients who are undergoing treatment and clinical trials under Applicant’s Trademark prior to 
November 17, 2014, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: See response to Request No. 13 above. 
 
 
20. Admit that you did not provide seminars in the fields of Lupus, Lupus treatment 

options and the importance of clinical trials under Applicant’s Trademark as of January 21, 2015, 
in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such seminars had 
been actually provided as of January 21, 2015 under Applicant’s Trademark, but denies 
that Applicant had not used Applicant’s Trademark in commerce in connection with such 
services as of January 21, 2015.  
 

 
21. Admit that you did not provide one-on-one mentoring in the fields of Lupus, 

Lupus treatment options and the importance of clinical trials under Applicant’s Trademark as of 
January 21, 2015, in commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
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Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such one-on-one 
mentoring had been actually provided as of January 21, 2015 under Applicant’s 
Trademark, but denies that Applicant had not used Applicant’s Trademark in commerce 
in connection with such services as of January 21, 2015.  
 

 
22. Admit that you did not provide training to Lupus patients to teach other Lupus 

patients about the nature of Lupus, available treatments and the importance of clinical trials 
under Applicant’s Trademark as of January 21, 2015, in commerce that may be regulated by the 
U.S. Congress. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such training had 
been actually provided as of January 21, 2015 under Applicant’s Trademark, but denies 
that Applicant had not used Applicant’s Trademark in commerce in connection with such 
services as of January 21, 2015.  

 

 
23. Admit that you did not organize support groups for Lupus patients who are 

undergoing treatment and clinical trials under Applicant’s Trademark as of January 21, 2015, in 
commerce that may be regulated by the U.S. Congress. 

 
RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually organized as of January 21, 2015 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of January 21, 2015.  
 
 
24. Admit that you did not conduct support groups for Lupus patients who are 

undergoing treatment and clinical trials under Applicant’s Trademark as of January 21, 2015, in 
commerce that may be regulated by the U.S. Congress. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually conducted as of January 21, 2015 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of January 21, 2015.  
 

 
25. Admit that you did not organize support groups for the caregivers of Lupus 

patients who are undergoing treatment and clinical trials under Applicant’s Trademark as of 
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January 21, 2015, in commerce that may be regulated by the U.S. Congress. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually organized as of January 21, 2015 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of January 21, 2015.  
 

 
26. Admit that you did not conduct support groups for the caregivers of Lupus 

patients who are undergoing treatment and clinical trials under Applicant’s Trademark as of 
January 21, 2015, in commerce that may be regulated by the U.S. Congress. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no such support groups 
had been actually conducted as of January 21, 2015 under Applicant’s Trademark, but 
denies that Applicant had not used Applicant’s Trademark in commerce in connection 
with such services as of January 21, 2015.  
 

 
27. Admit that no Lupus patients were enrolled in the LUPPIN program as of 

November 17, 2014. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no Lupus patients were 
enrolled in the LUPPIN program as of November 17, 2014. 

 
 

28. Admit that no Lupus caregivers were enrolled in the LUPPIN program as of 
November 17, 2014. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that no Lupus caregivers 
were enrolled in the LUPPIN program as of November 17, 2014. 
  

 
29. Admit that the document produced at APB-00422-APB000467 was created by 

Applicant and is for use to train participants in the LUPPIN program. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, this is admitted with the caveat that this 
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document is a draft and not a final version of the training manual. 
 
 

30. Admit that the document produced at APB-00422-APB000467 does not display 
Applicant’s Trademark. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, this is admitted. 

 

 
31. Admit that Applicant does not provide training materials bearing Applicant’s 

Trademark to participants in the LUPPIN program. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, this is admitted because Applicant has limited 
its use of Applicant’s Trademark in light of the uncertainty posed by this Opposition.   
  
32. Admit that LUPIN and LUPPIN are similar in appearance. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted.   

 

 
33. Admit that LUPPIN is similar to LUPIN with the exception of an additional letter 

“P”. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied on the ground that Applicant’s Trademark is LuPPiN and not 
LUPPIN, which further distinguishes it from LUPIN.     
 

 
34. Admit that the additional letter “P” in Applicant’s word mark LUPPIN is not 

separately pronounced. 
 

RESPONSE:   Objection.  This request is vague and overly broad.  Without waiving 
such objection, this is admitted.   

 

 
35. Admit that the additional letter “P” in Applicant’s word mark LUPPIN is silent. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted.   

 
36. Admit that Applicant’s Trademark may be pronounced as LOO-pin. 
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RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted.   
 

 
37. Admit that Opposer’s Trademark and the Applicant’s Trademark are phonetically 

similar. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted.   

 
38. Admit that Opposer’s Trademark and Applicant’s Trademark are identical when 

spoken or heard. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted.   
 

 
39. Admit that Applicant displays an image of a wolf on its website at 

http://ampelbiosolutions.com/lrxl-stat/. 
 

RESPONSE:    Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, Applicant admits that the following logo is 
displayed at such webpage:  

  
 

 
40. Admit that Ampel does not charge Lupus patients for participation in Applicant’s 

LUPPIN program. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, this is admitted.  

 

 
41. Admit that Ampel participates in initiatives to repurpose existing pharmaceutical 

products for use in the treatment of Lupus. 
 

RESPONSE: Objection.  This request is irrelevant to the issues in dispute in this 
Opposition and is not reasonably calculated to lead to the discovery of admissible 
evidence. Without waiving such objection, this is admitted.  

 
42. Admit that anti-malarial medications may be used in the treatment of Lupus. 
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RESPONSE:  Denied with respect to the United States, although Applicant believes that 
such medications may be used to treat Lupus in other countries.    
 

 
43. Admit that nonsteroidal anti-inflammatory drugs (NSAIDs) may be used in the 

treatment of Lupus. 
 

RESPONSE: Admitted, although such use is generally not recommended in light of the 
side effects of NSAIDs. 

 

 
44. Admit that celecoxib is a type of NSAID that may be used to treat Lupus. 

 
RESPONSE: Admitted, although such use is generally not recommended in light of the 
side effects of NSAIDs. 
 

 
45. Admit that corticosteroids may be used in the treatment of Lupus. 

 
RESPONSE: Admitted. 

 

 
46. Admit that statins may be used in the treatment of Lupus. 

 
RESPONSE: Admitted. 

 

 
47. Admit that ACE inhibitors may be used in the treatment of Lupus. 

 
RESPONSE: Admitted. 

 

 
48. Admit that the majority of Lupus patients are women between the ages of 15 and 

45. 
 

RESPONSE: Admitted. 
 
 

49. Admit that Lupus is an autoimmune disease. 
 

RESPONSE: Admitted. 
 

 
50. Admit that headache is a common symptom of Lupus. 
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RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted.  

 
 

51. Admit that shortness of breath is a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 
 

52. Admit that confusion is a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 

 
53. Admit that chest pain is a common symptom of Lupus. 

 
RESPONSE: . Objection.  This request is vague and overly broad.  Without waiving 
such objection, this is denied.  

 
 

54. Admit that skin rashes are a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 
 

55. Admit that joint pain is a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 

 
56. Admit that joint stiffness is a common symptom of Lupus. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 
 

57. Admit that joint swelling is a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 
58. Admit that anemia is a common symptom of Lupus. 
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RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 
59. Admit that light sensitivity is a common symptom of Lupus. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 

 
60. Admit that fever is a common symptom of Lupus. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 
 

61. Admit that kidney problems are a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 
 

62. Admit that edema is a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 

 
63. Admit that fatigue is a common symptom of Lupus. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 
 

64. Admit that muscle aches are a common symptom of Lupus. 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 

 
65. Admit that muscle pain is a common symptom of Lupus. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

66. Admit that muscle weakness is a common symptom of Lupus. 
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RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 

 
67. Admit that Lupus may affect the nervous system. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 
 

68. Admit that most Lupus patients will experience some type of “skin involvement” 
during the course of the disease (see Doc No. APB-00443). 
 

RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is admitted. 

 

 
69. Admit that Lupus patients may experience symptoms involving their eyes. 

 
RESPONSE: Objection.  This request is vague and overly broad.  Without waiving such 
objection, this is denied.  

 

 
70. Admit that Opposer’s Trademark LUPIN is a strong mark as applied to the goods 

covered by Reg. Nos. 4,024,405 and 4,874,579. 
 

RESPONSE: Objection.  This request is vague and overly broad and calls for a legal 
conclusion.  Without waiving such objection, Applicant lacks sufficient knowledge to 
admit or deny this request.  

 
71. Admit that Opposer’s Trademark LUPIN is a distinctive mark as applied to the 

goods covered by Reg. Nos. 4,024,405 and 4,874,579. 
 

RESPONSE: Objection.  This request is vague and overly broad and calls for a legal 
conclusion.  Without waiving such objection, Applicant lacks sufficient knowledge to 
admit or deny this request.  
  

 
72. Admit that documents Bates Numbered documents APB-00001 – APB-00124 and 

APB-00400 – APB-00467 produced by Applicant in this proceeding are authentic for purposes 
of admission during the testimony period in this matter. If denied, specify which documents 
cannot be authenticated pursuant to 37 C.F.R. § 2.120. 
 

RESPONSE: Admitted. 
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73. Admit that documents Bates Numbered documents APB-00001 – APB-00124 and 

APB-00400 – APB-00467 produced by Applicant in this proceeding were created and 
maintained by Applicant in the ordinary course of business. If denied, specify which documents 
were not created and maintained by Applicant in the ordinary course of business. 
 

RESPONSE: Admitted.  
 

 
 
 
AMPEL, LLC 

        Respondent 
 
 
 
/s/ Patrick C. Asplin     
PATRICK C. ASPLIN (VSB #46620) 
ANDREW B. STOCKMENT (VSB #79112)  
Of Lenhart Pettit 
530 East Main Street 
PO Box 2057 
Charlottesville, Virginia 22902 
(434) 979-1400  
(434) 977-5109 (Fax)  
Counsel for Applicant/Respondent 
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CERTIFICATE OF SERVICE 

 I hereby certify that on October 16, 2017, I forwarded the foregoing Responses to 

Opposer’s First Set of Requests for Admission to the Opposer’s attorneys by email to the email 
address listed below:    

 
Thomas H. Curtin, Esq. 
Powley & Gibson, P.C. 
304 Hudson Street, 2nd Floor 
New York, NY 10013 

     thcurtin@powleygibson.com    

Counsel for Opposer 
   
  
 
     /s/ Patrick C. Asplin     

Counsel for Applicant/Respondent  
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 :ration. We're in the process or

 
trying to update the websi'

Q Okay. And what

 

:e.

was the company that made the

website in the first place?

 
 

  A I don't remember exactly. The :irst part 0: it

was Blue, and it was right

   County. L don't remember.

across the border in Greene

fit was several years ago. 

Q Okay. And you don't work with them any longer?

   A I don't. I'm sure you can find it in Google.

They were advertising that they made our website, so ——

Q Okay. So they —— the company is a web design

company?

A Yes.

Q Okay. So is it

they do any other types or
 

—— is it any —— any other —— do

marketing?

A They're a web design company.

Q Only. Okay. All right.

 Okay. I'll go ahead and show you what was

 marked yesterday as Exhibit 3. You can go ahead and give

the reporter ——

A Okay. Sure.

 

 

That looks like

Atkinson-B

All right. Do you recognize what that is?

 it looks like part or our website.

Take your time and look through there.

 our website. Is that correct?
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A So there's registering 0" the name and actually 

creating the website. Which are you asking me about?

 
Q Let's Start with when the domain was registered,

if you know. 

  A I'm pretty sure that was shortly after we

  founded, which was in the summer of 2013.

 Q Okay. And do you know when the website first

went active?

 

 

A I think it was about a year later.

Q Okay. So that was like summer 2014 ——

A Summer or fall ——

Q -- approximately?

A —— 2014.

Q Okay.

A I don't remember exactly when it was launched,

  but certainly it was in preparation for some time, so ——

 Q Okay. And did it look generally like Exhibit 3

when it launched?

 A I think the content here was on the website, but

  
"erenL than a  obviously a printout is going to look very di
 

 website format, so ——

Q Okay. So the same —— the content hasn't changed

dramatically?

A Our content is always changing on the website.

 We have a news blog. We're updating it all the time. So I

35

Atkinson-Baker Court Reporters

WWW.depo.com

 



 

Amrie Grammer, Ph.D. - Confidential

September 27, 2017

 

RG N to wit:  COMMONWEALTH OF V  
 

A AT LARGE,

1, Cheryl McGrory,
 for the  Notary Public

Commonwealth o: Virginia at large, whose commission expires

do cerLi_y

  .hat a- 10:07 a.m. July 31, 2019, on September

  at 530  27, 2017, East Main Street, Charlottesville,

 
Virginia, with al] parties being present, the

and was  aforementioned appeared before me, was sworn by me,

thereupon examined by counsel, that the deposition was
  -ranscribed via taken down stenographically and thereafter

 

      
 
 

 

computer—aided transcription under my direCtion and -ha-

-he foregoing is a true, correct, and "ull -ranscrip- 0"

-he -esLimony adduced.
  

I)
 review or Refore completion of the deposition,

 

the transcript was requested. _
   requested, any changes

 

made by the deponent (and provided to the reporter) during

the period allowcd arc appcndcd hcreto.

 

fy that f
 am neither related to   further certi
 

nor otherwise associated with any counsel or party to this

  proceeding, nor otherwise interested in the event thereof.

   

have hereunto sw    N W  TNfiSS WHfiRfiOE,
  

 

21

22

23

24

25

 hand this 7th day or 2017. October,

  aria/13797:" éf’bfiX/
Cheryl McGrory,
Commonwealth o:

Notary Registration No.

 

Atkinson-Baker Court Reporters

WWW.dep0.com

Notary Public

Virginia at Large
7131870

139

 



IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 

                                      Opposer, Opposition  No. 91226322 
v.

AMPEL, LLC, 
Applicant.

------------------------------------------------------x 

EXHIBIT F 

TO

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 



30(b)(6): Peter Lipsky, M.D. - CONFIDENTIAL
September 28, 2017

www.depo.com
Atkinson-Baker Court Reporters

1

1 IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

2 BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

3

4 In the matter of Application Serial No. 86509184

For the Mark: LUPPIN
5 Published in the Official Gazette on August 18, 2015

6 - - - - - - - - - - - - - - - x

:

7 LUPIN PHARMACEUTICALS, INC., :

:

8 Opposer, :

:
9 v. : Opposition No. 91226322

:

10 AMPEL, LLC, :

:

11 Applicant. :

:
12 - - - - - - - - - - - - - - - x

13

14

15 CONFIDENTIAL

16 30(b)(6) DEPOSITION OF PETER LIPSKY, M.D.

17 THURSDAY, SEPTEMBER 28, 2017

18 CHARLOTTESVILLE, VIRGINIA

19

20

21

22 ATKINSON-BAKER, INC.

COURT REPORTERS

23 Telephone: 1-800-288-3376

Website: www.depo.com
24

REPORTED BY: Cheryl McGrory

25 FILE NO.: AB09E52



30(b)(6): Peter Lipsky, M.D. - CONFIDENTIAL
September 28, 2017

www.depo.com
Atkinson-Baker Court Reporters

6

1 Q And that's -- and you're the co-founder, also,

2 of the applicant, AMPEL, LLC?

3 A Correct. They're the same entities.

4 Q And in addition to your title as Chief Executive

5 Officer, you're also Chief Medical Officer of --

6 A Correct.

7 Q And can you tell me what the difference is

8 between the Chief Medical Officer and the Chief Scientific

9 Officer officer at AMPEL?

10 A Well, the Chief Executive Officer is really

11 involved with all -- overseeing all aspects of the company,

12 especially with regard to fundraising. The Chief Medical

13 Officer specifically has responsibilities related to the

14 clinical trials, as one of our activities relates to

15 functioning as a kind of boutique CRO that runs clinical

16 trials in lupus, and that requires specific medical

17 knowledge and medical input. So the Chief Medical Officer

18 primarily is involved in providing that expertise in the

19 clinical trial arena.

20 Q Now, you use the acronym CRO. Can you --

21 A Clinical Research Organization. It's an

22 organization that is primarily involved in planning and

23 carrying out clinical trials. We do that in the lupus

24 space and also in a few other areas, but predominantly in

25 lupus.
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1 Q And to the best of your knowledge, has AMPEL

2 produced every document in its possession, custody and

3 control that are responsive to these --

4 A Yes.

5 Q -- document requests?

6 A Okay. Just for -- for the sake of a clear

7 record, let me finish my question before you answer.

8 Thanks.

9 Now, turning to mark -- AMPEL's mark LuPPiN, and

10 that's before -- I'll try to clarify when I'm talking about

11 your company's mark and the Lupin mark of the opposer,

12 Lupin Pharmaceuticals. If you get confused, let me know

13 and I'll try to rephrase the question. Who was primarily

14 responsible for coming up with the name LuPPiN for AMPEL?

15 A I was, with the help from and discussions with

16 Amrie Grammer.

17 Q Okay. And LuPPiN is an acronym; correct?

18 A Correct.

19 Q Okay. And an acronym being the L-U standing for

20 lupus?

21 A Correct.

22 Q And the P-P standing for patient partner?

23 A Correct.

24 Q The I standing for integrator?

25 A Correct.
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1 Q And N standing for network?

2 A Correct.

3 Q Okay. What is the significance of the term

4 "integrator"?

5 A Basically, it's a way to imply that the patient

6 partners would function as a go-between, if you would,

7 between other patients and the healthcare group, the

8 healthcare provider group, in a clinical site to try to

9 communicate the importance, value and safety of

10 participating in clinical trials.

11 Q And why did you also choose the word "network"

12 instead of, say, the word "program"?

13 A Because we were establishing a group of patient

14 partners in different academic sites. So it was a network,

15 and the idea of network was that they would continue to

16 communicate with the central organizers. Initially they

17 would have -- participate in a training program. They

18 would become educated, but they would still continue to

19 communicate with the central group to provide them support,

20 education, information. So it became really a living

21 network of people.

22 Q And basically LuPPiN is -- uses a mark by AMPEL

23 to identify a patient partner network; is that it?

24 A Correct.

25 Q Okay. Now, you mentioned that the network
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1 itself would have as its loci basic academic centers. Is

2 that --

3 A Correct.

4 Q -- correct?

5 Which academic centers are participating in this

6 network currently?

7 A We have -- we work with a network of 59 academic

8 centers in the United States and Canada. That network goes

9 under the name of LuCIN, Lupus Clinical Investigators

10 Network. And they -- they're all centered in academic

11 medical centers in the United States or Canada. And the

12 idea is that they've been organized in order to do specific

13 clinical trials in lupus. And such clinical trials are now

14 being carried out in these centers. The idea was that

15 patients would be recruited from these academic sites,

16 would be educated about the purposes of the patient partner

17 program, would learn something about lupus, would learn

18 something about clinical trials and then would be able to

19 function in those academic centers in order to aid in

20 recruitment for clinical trials.

21 Q Turning back to the mark -- we'll follow up on

22 some of what you talked about later, but I'm trying to

23 focus on the mark now. Who decided -- did you decide on

24 the lower case u and the lower case i in the presentation

25 of the mark?
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1 MR. ASPLIN: Again, any discussions between --

2 THE WITNESS: Right.

3 MR. ASPLIN: -- with respect to a formal written

4 legal opinion.

5 THE WITNESS: All right.

6 I had full confidence in my counsel.

7 BY MR. CURTIN:

8 Q Okay. Well, I'm trying to get into whether or

9 not your counsel -- well, let's back it up. Did you ever

10 request an opinion from counsel as to the availability of

11 the right to register the mark?

12 A Yes.

13 Q Okay. You did. And did you also request an

14 opinion from your attorney regarding the right to use the

15 mark LuPPiN?

16 A Yes. We discussed that.

17 MR. CURTIN: Just off the record for a second.

18 (Discussion off the record.)

19 BY MR. CURTIN.

20 Q Is it true that part of AMPEL's stated goals as

21 a company is to try to repurpose existing FDA-approved

22 pharmaceuticals to treat lupus?

23 A Correct.

24 Q Okay. Is it true that lupus is a chronic

25 disease?
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1 A Yes.

2 Q And that one has it basically for their entire

3 life?

4 A Yes.

5 Q Okay. And is it true at this point in time that

6 there's no cure -- no known cure for lupus?

7 A Correct.

8 Q Okay. So the purpose of repurposing of existing

9 pharmaceuticals is to alleviate the symptoms suffered by

10 lupus patients; correct?

11 A Well, that could be one goal. The goal we're

12 more interested in is finding the molecular pathways that

13 drive this disease and finding drugs that deal with the

14 underlying abnormalities and, as a result of that, cause

15 the entire disease to become quiescent, although we

16 don't -- you know, a cure was sort of a grandiose term. We

17 think that something which would actually lead to remission

18 in disease activity is much more possible and something

19 that we would be looking for.

20 Q Well, you know, in terms of making lupus

21 quiescent or remission of the disease, isn't that exhibited

22 through lack of existence of symptoms in a patient?

23 A Yes. But, for example, patients may have -- may

24 experience headache related to lupus cerebritis. One could

25 treat the headache with analgesics, with opioids. Some do.
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1 trying to deduce which pathways are abnormal in lupus.

2 Some of those have genetic abnormalities, and we can deduce

3 from the genes that seem to be associated with lupus what

4 the pathogenesis relates to, but we don't have the luxury

5 of being able to target a causative agent because we don't

6 know what the causative agent is. But there are large

7 numbers of molecular pathways that seem to be abnormal in

8 lupus. And by interfering with those or blocking those or

9 amplifying them, depending upon what we're talking about,

10 we expect that the inflammation that causes tissue damage

11 will be ameliorated and, as a result of that, the signs and

12 symptoms will get better.

13 Q And the only way to do this is through clinical

14 trials using different drugs?

15 A Is to identify the drugs and then to do clinical

16 trials to show they're effective.

17 Q Is it possible that a combination of drugs would

18 work?

19 A It's -- I mean, nowadays lupus is treated with a

20 combination of drugs. Most patients are on three or four

21 drugs, and most clinical trials, for ethical reasons,

22 require adding a new compound onto what's called standard

23 of care. So most of the trials involve taking patients who

24 have active disease on standard of care, which could be two

25 or three drugs, and adding either placebo or the test drug
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1 on top of standard of care. So you're always in the

2 situation where there are multiple drugs on board and

3 you're trying to discern whether or not there's benefit

4 from the additional drug compared to additional placebo on

5 top of standard of care.

6 Q Now, AMPEL works with pharmaceutical companies

7 to identify existing pharmaceuticals that can hopefully be

8 repurposed for lupus; is that correct?

9 A AMPEL does the bioinformatic analysis to

10 identify potential drugs that could be useful lupus and

11 then approaches the pharmaceutical companies about -- with

12 evidence about the potential utility of a compound they own

13 or have a patent on and then tries to persuade them of the

14 value of carrying out a clinical trial in lupus. In some

15 circumstances, more recently, companies have come to us to

16 analyze some of their data to see whether or not we can

17 discern that a drug they own may be useful. But that's

18 less common. More often, we do the work and then approach

19 them.

20 Q Okay. Can you, as you sit here today, name the

21 various pharmaceutical companies that you have approached

22 with the results of your analysis?

23 A ,

24 many others. So just -- that's just right off the top

25 of my head.
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1 Q

2

3 A

4 Q

5 A

6 , but every --

7 Q Okay.

8 A -- one you can think of, we have approached.

9 Q Okay. And these are both domestic and

10 foreign-based pharmaceutical companies, I take it.

11 A Well, that's a distinction without a meaning.

12 They all have U.S. affiliates, so --

13 Q But like, for instance, you mentioned the

14 other day, the --

15 A , we work with. We work with , which is

16 in We've worked with , which

17 largely is in . But all of them have U.S.-based --

18 Q Okay.

19 A -- companies. But we've been to both U.S. and

20 foreign companies to talk about it.

21 Q And you -- I believe you testified the other day

22 that you yourself go to Europe for some conventions --

23 correct? -- for rheumatology.

24 A Both conventions and to visit drug companies.

25 Yes.
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1 Q And in the end, I mean, AMPEL has identified

2 about 157 potential --

3 A That we have scored, yes.

4 Q Scored.

5 A And at that period of time. We're talking 2014.

6 Now it's up to probably 280 or so. And of that, probably

7 20 or 25 have looked very promising. And we pursued them

8 with the pharma companies that hold intellectual property

9 on those drugs.

10 Q And when you say intellectual property, are you

11 talking about patents on --

12 A Patents.

13 Q -- on the compounds?

14 A Correct. Those horrible things that these

15 companies survive on.

16 Q I could have sworn you were an owner of some

17 patents. Are you?

18 A As I told you, my patents are a sad story that I

19 even pay no attention to.

20 Q Just wandering children?

21 A Right.

22 Q So you have -- well, now -- originally had 157

23 back in 2014 --

24 A Right.

25 Q -- and now you have up to about 280.
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1 A Right.

2 Q And then from there you -- you scored them and

3 then --

4 A It narrows it down to perhaps 20, 25.

5 Q And you've identified the makers of those --

6 A Yes.

7 Q -- pharmaceutical preparations?

8 A Yes, when there was a maker.

9 Q Okay. When there was a maker. Okay.

10 Some are generic?

11 A Some are generic. Some are no longer in the

12 Orange Book. So there are a variety of different

13 compounds, yes. Some are food supplements, all kinds of

14 different things we've identified.

15 Q Interesting.

16 Does the Orange Book list the maker of an

17 FDA-approved drug?

18 It does?

19 MR. ASPLIN: You have to say yes or no.

20 BY MR. CURTIN:

21 Q If the --

22 A Yes.

23 Q Okay. Has to be an audible answer.

24 A And you have to be careful. You asked me does

25 it list those who are marketing the drug. Who makes the
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1 Q But I'm looking at the first page, at the very

2 top there.

3 A Correct.

4 Q That researchers with the wolf at the top there?

5 A Right.

6 Q So that's -- this is when you're using wolf

7 imagery?

8 A Right, just there.

9 Q Okay.

10 A It's not anything we use repetitively. It was

11 put on the website.

12 Q Okay.

13 A This one is our image for the -- this LRxL --

14 Q Referring to the image on page 3 of the --

15 A Correct.

16 Q -- exhibit? Okay.

17 Now, let's turn back to the word mark LuPPiN.

18 Now, has AMPEL always used the mark with the lower case u

19 and the lower case i, or were there different variations

20 and times?

21 A It's always been with the lower case u. The i

22 there, it -- I would imagine sometimes during the early

23 development, but the final version had a lower case i.

24 Q So, for instance, let's look at Exhibit 7.

25 (Document handed to the witness.)
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1 BY MR. CURTIN:

2 Q I'm looking specifically at page 114, at the

3 last bullet.

4 A Um-hmm.

5 Q So that's an instance where the I was uppercase;

6 is that correct?

7 A Right.

8 Q And this is a -- this is the initial launch --

9 correct? -- in Boston?

10 A The initial discussion of it, yes.

11 Q Okay. And this in front -- could you state for

12 the record who this was -- what the meeting was that you --

13 where you launched --

14 A This was a meeting of investigators from the

15 LuCIN network, the network that is carrying out clinical

16 trials in lupus.

17 Q This wasn't held at -- this presentation wasn't

18 made at the American College of Rheumatology?

19 A Correct.

20 Q It was or wasn't?

21 A Yes, it was.

22 Q It was. Okay. And investigators are part of

23 the American College of Rheumatology?

24 A Most attend the meeting. The meeting is an open

25 meeting for rheumatologists, and many of the LuCIN
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1 investigators attend that meeting. So this was in Boston

2 at 6:30 in the morning. And this was the -- a meeting

3 for -- the first meeting for the LuCIN investigators to get

4 together.

5 Q Now, relating to LuCIN, when did you launch

6 LuCIN?

7 A LuCIN was -- this was basically the launch

8 meeting.

9 Q For all your --

10 A Right. But --

11 Q For --

12 A -- it really took another two years for it to

13 get operational.

14 Q Okay.

15 A But this was the first meeting to discuss the

16 concept.

17 Q Why 6:30 in the morning?

18 A Has to do with rules of the American College of

19 Rheumatology, that they only give you meeting room -- they

20 control all the hotels and they don't want anything to

21 compete with their scheduled events. So you can meet at

22 7:00 at night, which means you're competing with large

23 amounts of alcohol being given out at other meetings, or

24 you can meet at 6:30 in the morning with the assumption

25 that everybody's looking for some coffee. So that's the
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1 reason.

2 Q And I don't -- sorry to re-plow the ground from

3 your testimony the other day, but how many people were

4 present when you gave this presentation in Boston,

5 November --

6 A Somewhere between 80 and 120, I would guess. I

7 mean I tried to look it up. Unfortunately, I really don't

8 have much records back from these days. But it's

9 somewhere -- my recollection, it was probably 80 to 120

10 people, somewhere in that range.

11 Q And most of these were the investigators?

12 A Investigators. They're clinical coordinators.

13 Some of their trainees who work as sub-investigators.

14 There were --

15 Q So this is kind of like --

16 A -- a lot of people.

17 Q Sorry. I didn't mean to talk over you, but

18 LuCIN is kind of like -- it was a crowd-sourcing? These

19 investigators --

20 A No, no, no. These -- this is a -- a network of

21 investigators that are committed doing clinical trials in

22 lupus.

23 Q Okay.

24 A Crowd-sourcing we did with the LinkedIn site,

25 which involved some lupus -- some LuCIN investigators and
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1 some people who had no connection even with clinical trials

2 but were interested in LuCIN -- in lupus. These were

3 people who are interested in participating and doing

4 clinical trials as a network in order to develop new

5 treatments for lupus.

6 Q Okay. Now -- all right. So turning back to

7 114, this was the first time that the LuPPiN mark was used

8 before the general public, I guess. And in this instance

9 only the -- only the -- the u was lower case; correct?

10 A It was, but I'd also point out that this was

11 very early days in all of this. For example, the logo for

12 LuCIN itself is not what wound up as the official logo.

13 The -- the face of the phone -- for the LuPRO phone app is

14 not anything at all that looks like what the -- what the

15 final product looked like. I -- you know, I think that

16 there are a lot of aspirational things in here, and it's

17 difficult for me to pick out the case of the I and to say

18 that it's more important than the fact that the entire

19 LuCIN logo is totally different, for example. I like this

20 one, but it was voted down. I thought this was kind of

21 nice. Don't you like that?

22 MR. CURTIN: Witness is referring to the --

23 THE WITNESS: With the butterfly?

24 MR. CURTIN: -- logo on the first page.

25 THE WITNESS: Kind of pretty. Don't you like
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1 that? Anyway, it was voted down. So -- so there -- this

2 was a very -- meeting at a very early time.

3 BY MR. CURTIN:

4 Q Okay.

5 A And the purpose was more to present the overall

6 vision than the specific details.

7 Q You didn't have any -- well, I'm saying product,

8 but here we're talking about services. You didn't have any

9 services that you were going to be offering that day,

10 though?

11 A Correct. We did not have services we were

12 offering that day, but we did have the commitment to start

13 work on developing these various things. And that, again,

14 includes the phone app, which is here, identified on page

15 118, which looks again very nice, but it doesn't have

16 anything to do with what ours finally evolved. LuPIN was

17 one of those offerings. And, again, we had an aspirational

18 governing structure, which really turned out to be

19 different than the governing structure that's on page 116.

20 We had a number of drugs listed here, which were, we

21 thought, of interest, but many of them never evolved. For

22 example, we have quinacrine here. That turned out to be

23 impossible. We had some discussions with . We

24 had -- many of these things were really aspirational at

25 that time and to determine the level of enthusiasm of the
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1 investigators for the entire concept.

2 Q Okay.

3 A

4

5 . This was November 2014

6 when we had discussions about that and had enough

7 information to present that. So, as I said, this entire

8 document indicates the scope of what we were beginning to

9 work on, plan, et cetera, et cetera, but I think there are

10 many aspects of it that when finally developed turned out

11 to be somewhat different than the details that are put in

12 here.

13 Q Okay. Now, you made this presentation, I take

14 it.

15 A Correct.

16 Q And you went through every single slide?

17 A At 6:30 in the morning I went through every

18 single slide.

19 Q How many people were awake during this

20 presentation?

21 A They were excited, actually, and we fed them a

22 lot of really high carbohydrate muffins and things. So

23 they were all having a sugar high that crashed at 7:30 in

24 the morning, but I was done by then.

25 Q I counted slides, and there are about 42 slides
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1 stylistic P's other than the fact it made it hard to print

2 it in the application.

3 Q Turning back to the application, then, it's

4 accurate to say that the LuPPiN mark as depicted in your

5 application, which alleges a date of first use of November

6 17th, 2014, doesn't align with the actual use of the mark

7 in the -- in the PowerPoint that was done in Boston on --

8 on that same date.

9 MR. ASPLIN: Let me object to the form.

10 Go ahead.

11 THE WITNESS: You'd have to ask that question in

12 a little bit more simplified way. I'm not quite sure I

13 understand what --

14 BY MR. CURTIN:

15 Q Okay.

16 A -- you're asking me.

17 Q Okay. Use some visual -- I have in front of me

18 Exhibit 7. And I'm turning to page 114, which I refer you

19 to.

20 A Um-hmm.

21 Q So my question is, you are aware that you --

22 you've testified that you filed -- your -- AMPEL filed an

23 application on January 1st, 2015, for the mark LuPPiN in a

24 stylish form, which included the lower case u and a lower

25 case i. My question is, then, it's accurate to say that
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1 your application alleges a date of first use of November

2 17th, 2014, but, looking at page 114, you were not using

3 the mark in the same style as -- that -- as it appears in

4 your application?

5 MR. ASPLIN: Let me just state my objection to

6 the form.

7 Go ahead.

8 THE WITNESS: It was -- the word was the

9 important aspect. In our minds, it was LUPPIN. It is

10 correct that there is a capital I in the -- in the

11 presentation in 2014, but we were still working on

12 developing the concept of LUPPIN under the name of LUPPIN

13 with two P's.

14 BY MR. CURTIN:

15 Q Okay. Well, regardless of the presentation of

16 the mark, this is -- this piece, the November 17th, 2014 --

17 A Right.

18 Q -- was largely an aspirational document meant to

19 get the word out about --

20 A Correct.

21 Q -- your program; correct?

22 A Correct.

23 Q And -- but at that point, to confirm, you -- you

24 were not at that point -- AMPEL, at that point, was not

25 prepared to offer service -- actual services --
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1 A But AMPEL --

2 Q -- under that mark?

3 A AMPEL --

4 MR. ASPLIN: Let me state my objection.

5 Object to the form.

6 Go ahead.

7 THE WITNESS: AMPEL was developing the concept.

8 BY MR. CURTIN:

9 Q Okay. Just to be clear, though, when you were

10 in Boston on November 17th, 2014, you or anyone else at

11 AMPEL did not provide any educational services or training

12 of lupus patients?

13 A We did not offer the training because we're

14 still developing the concept and working on eventually

15 developing the training manual.

16 Q And similarly --

17 A That's correct.

18 Q -- in Boston, as of November 17th, 2014, AMPEL

19 did not provide any -- did not organize or conduct any

20 support groups for lupus patients?

21 A That is correct.

22 MR. CURTIN: Okay.

23 Why don't we take a break? We've been going

24 about an hour.

25 MR. ASPLIN: Okay.
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1 Q So -- and -- and that was all in connection --

2 and you had to complete that manual before you actually did

3 the actual service of organizing and conducting the actual

4 support groups?

5 MR. ASPLIN: Object to the form.

6 Go ahead.

7 THE WITNESS: Yes. I mean, the program was a

8 process in which patients were identified and then brought

9 into a central place in order to receive the training in

10 order to carry out the activity. And so the first step was

11 to create the training manual. And I would guess that

12 was -- probably took two months prior to -- started

13 probably January or so, the planning of that meeting. And

14 then subsequently was the work to complete the manual. So

15 that occupied a good part of 2016.

16 BY MR. CURTIN:

17 Q Okay. Now, let's -- let's look at Exhibit 10,

18 which is the manual.

19 A Um-hmm.

20 (Document handed to the witness.)

21 THE WITNESS: Um-hmm.

22 BY MR. CURTIN:

23 Q And you helped create that manual; correct?

24 A Correct.

25 Q And can you tell me whether the mark LuPPiN
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1 appears anywhere within that document?

2 A Does not.

3 Q You understand that your application covers

4 services only at this point in time? Has AMPEL ever

5 offered or sold any goods under the LuPPiN mark?

6 A Goods.

7 Q Physical objects.

8 A We don't -- we don't sell goods.

9 Q You just -- the services that are --

10 A Services.

11 Q -- listed in the --

12 A Correct.

13 Q -- in the application? Okay.

14 Now, do you -- aside from the develop- -- the

15 activities that you were -- you testified about in terms of

16 developing the Class 41 and Class 45 services under the

17 LuPPiN mark, did you ever -- you being AMPEL -- ever

18 actually conclude a transactional sale of those services?

19 A No, we did not.

20 Q Okay. Did you ever provide those services free

21 of charge under the LuPPiN mark?

22 A No, we did not.

23 Q And as a result of -- it's -- it's true that you

24 never generated any revenues from the sale or distribution

25 of those services --
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1 A Correct.

2 Q -- under the LuPPiN mark?

3 Have you ever sold anything of -- ever provided

4 those services under the patient partner mark?

5 A No. As I said, we just developed the training

6 manual --

7 Q Okay.

8 A -- and are in a position to initiate

9 identification of patients, but, again, that requires

10 support.

11 Q Now, turning back to your -- you being

12 AMPEL's -- efforts to promote and advertise the LuPPiN

13 brand, isn't it -- there are no documents, to your

14 knowledge, that would reflect any annual budget for such

15 expenses to promote and advertise the LuPPiN brand?

16 A It's part of our website. That's basically the

17 way we market all of our services. So there is a budget to

18 support the website, and LuPPiN is on the website, but we

19 don't specifically market ourselves in any other regard.

20 So we don't have a marketing budget. We don't have a

21 marketing department. We have a communications person who

22 maintains our website, and LuPPiN is on the website.

23 Q And could you just confirm that you've never

24 done any radio ads that featured the LuPPiN mark?

25 A We don't do any radio ads, we do no advertising
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1 and we don't market any of our services, not specifically

2 LuPPiN but any of our services.

3 Q Okay. So that -- that includes no television

4 ads and no ads in any --

5 A No television --

6 Q -- print magazines?

7 A -- ads, no internet ads, no ads on billboards.

8 AMPEL does not advertise services.

9 Q Okay. Your advertising promotion really is

10 basically your presentations before --

11 A Our presentations, our consulting with pharma

12 and our website. That is basically how the world knows us.

13 Q Okay. And also through your personal contacts?

14 A Correct, and my personal contacts.

15 Q Does AMPEL keep track of the Web traffic on its

16 website?

17 A We actually do not.

18 Q Okay. So you have no idea how many people

19 visited your website at any time?

20 A We do not.

21 Q Okay. The website you've mentioned is one area

22 where you promote -- strike -- strike that.

23 You use the LuPPiN mark on your website today;

24 is that correct?

25 A Still on the website, yes.
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1 you, and the interaction wouldn't necessarily be focused on

2 my joints are in bad shape. So that was really the

3 discussion. And the patients are -- we really wanted a --

4 the patient input, and we didn't want them to think that

5 this whole thing was already prepared. And so we really

6 just wanted to explain to them what had happened in

7 rheumatoid arthritis as a basis so then they could provide

8 us with really unbiased input into how it could work in

9 lupus.

10 Q Okay. We talked about the website and the

11 brochure and we were talking about the conferences. The

12 Boston conference where you launched, that was mostly

13 professionals in attendance --

14 A Correct.

15 Q -- mainly rheumatologists; correct?

16 A Rheumatologists, some trainees and some nurses

17 who act as clinical coordinators for clinical trials.

18 Q Okay. To your knowledge, were there any lupus

19 patients present?

20 A Not to my knowledge.

21 Q Okay. And then the -- the New York presentation

22 before the Board of Directors, there was about a dozen

23 potential sponsors there?

24 A A dozen members of the Board of Directors of

25 this organization. The organization was a potential
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1 sponsor.

2 Q Right. And I believe you testified that certain

3 individuals there had relatives who suffered from lupus.

4 But, to your knowledge, were any lupus patients present at

5 your --

6 A They're all --

7 Q -- presentation?

8 A -- members of the Board who have lupus. I

9 cannot tell you whether or not they were present or not.

10 Q Okay. But other members who were present, they

11 have relatives who are affected with it?

12 A Correct.

13 Q Okay. And then the Gaithersburg conference,

14 there were about a hundred to two hundred professionals,

15 again, in the pharma field and in biotech?

16 A Most of them were in the biotech field, and most

17 of them were either scientists or administrative people in

18 biotech companies.

19 Q Do you have any idea whether any LuPPiN patients

20 were present? I mean --

21 A We didn't specific- --

22 Q -- lupus present -- lupus patients.

23 A We didn't specifically ask, so I don't know.

24 Q Okay. So looking at the ways you've

25 communicated your LuPPiN mark before you switched over to
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1 patient partner due to the opposition, whether the website

2 or the brochure or the conferences, your -- your efforts at

3 promoting and advertising LuPPiN were predominantly

4 directed at professionals in the rheumatology field or in

5 biotech and/or, you know, potential trainees, you know,

6 such as UVA --

7 A Correct.

8 Q -- students?

9 A Or pharma, in personal conversations, but not --

10 we don't market to pharma. We interact with them in the

11 ways that I discussed with you.

12 Q Now, how does AMPEL make money?

13 A Well, we print it in the basement. We make

14 money by being supported by either grants or by contracts

15 with pharma or support by voluntary organizations.

16 Q Okay. Now, the first one is grants. Is that

17 like grants from the NIH?

18 A Mostly from private foundations.

19 Q Okay. Any grants from pharmaceutical companies?

20 A We have contracts with pharmaceutical companies

21 and we do have one or two grants from pharmaceutical

22 companies.

23 Q Okay. And usually when you have these contracts

24 or grants from pharmaceutical companies, it relates to a

25 drug of theirs that you're trying to develop to --
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1 useful recruitment strategy for us because, as with all

2 modern universities, have a lot of smart kids with

3 basically no direction.

4 Q And you have quite a few interns?

5 A We have intern program and we bring in a lot of

6 interns. And we have a fair number of permanent employees

7 that started out as either interns or recruited for other

8 purposes from the local schools. And UVA is one of the

9 ones that we work with a lot.

10 Q You get up to Johns Hopkins?

11 A We haven't been to Hopkins. They're a little

12 bit less open, but we have been to George Mason, GW, VCU.

13 We're going out to Virginia Tech in March. So we've really

14 done a fairly extensive job because we're always looking

15 for talent.

16 Q Okay. Going back to the contracts you've had

17 with the pharmaceutical companies or the grants you had

18 with pharmaceutical companies, have you ever offered to

19 provide patient partner programs on behalf of these

20 pharmaceutical companies?

21 A We have.

22 Q You had of them, I believe you've

23 testified. Is that correct?

24 A Yeah. We have a number of companies, as we --

25 we've done two or three different approaches, which we --
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1 which -- all of which are going on at the moment, but we've

2 not yet wound up with a contract for the patient partner

3 program. But there are some trials that we do with

4 industry where basically we work as a contract research

5 organization. We do everything. That may include holding

6 even the investigated drug application, so the IND. There

7 are others where we take on some part of the program. And

8 that may involve patient education, may involve physician

9 education, may involve communication. And in that context,

10 we've offered the LuPPiN program. And so far we haven't

11 gotten a successful contract, but we continue to try.

12 Q Now, when you said -- you said LuPPiN program.

13 Have you actually marketed to the pharmaceutical companies

14 under the LuPPiN name for these services you --

15 A We offer the service, yes, as a patient partner.

16 Q Oh, as a patient partner. Okay.

17 A Correct.

18 Q So anything from basically -- roughly March 2016

19 forward --

20 A Right.

21 Q -- is a patient partner?

22 A Correct. Pharma companies employ a lot of

23 lawyers. It's a mistake to go there with something which

24 isn't absolutely clear.

25 Q Okay.
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1 A You may know that.

2 Q I've heard rumors.

3 Rather than test your memory, I'm just going to

4 ask you whether you agree that the following are symptoms

5 of lupus so we can have at least a baseline as to what

6 symptoms exhibit themselves to those afflicted by lupus.

7 So I have extreme fatigue. Is that --

8 A Yes.

9 Q Headache?

10 A Yes.

11 Q Painful or swollen joints?

12 A Yes.

13 Q Fever?

14 A Yes.

15 Q Anemia?

16 A Yes.

17 Q Swelling in the feet, legs, hand and/or eyes?

18 A Swelling in the feet, hands, legs or eyes.

19 Um...

20 Q How about swelling?

21 A Possibly.

22 Q Possibly? Okay.

23 A Possibly.

24 Q Pleurisy?

25 A Pleuritis, yes.
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1 Q Pleuritis. Can you explain for the record what

2 pleuritis is?

3 A Inflammation of the membrane that surrounds the

4 lung. Pleurisy is kind of a lay term that describe the

5 symptoms related to pleuritis, but we don't really use it

6 very much.

7 Q Okay.

8 A In -- in lupus you wouldn't use it. It's mostly

9 thought to be related to infectious disease. So it's

10 pleuritis, but yes.

11 Q Rash on the face?

12 A Yes.

13 Q Photosensitivity?

14 A Yes.

15 Q Hair loss?

16 A Yes.

17 Q Abnormal blood clotting?

18 A Possibly.

19 Q Raynaud's disease?

20 A Phenomenon, yes.

21 Q Could you explain for the record what Raynaud's

22 disease is?

23 A When you're exposed to the cold, the tips of

24 your fingers and sometimes your toes, even your ears, the

25 vessels constrict and you get decreased blood flow through
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1 here and really the fingers blanch. And it's very painful.

2 So these individuals who have it -- and most of them don't

3 have lupus, but there can be some that have lupus that also

4 have it -- wind up having to wear gloves all the time and

5 can actually develop necrosis of the tissue on the tip of

6 the fingers. It's not pleasant.

7 Q Mouth and nose ulcers?

8 A Yes.

9 Q Can you think of any others off the top of your

10 head?

11 A You forgot kidney involvement.

12 Q Kidneys. Also mental confusion?

13 A Yes. Central center system and peripheral

14 nervous system involvement: confusion, stroke, seizures,

15 psychosis, peripheral neuropathy, lots of things.

16 Q Could you define what peripheral neurothapy

17 [sic] means?

18 A Neuropathy.

19 Q Neuropathy.

20 A P-A-T-H-Y. N-E-U-R-O-P-A-T-H-Y. Basically, you

21 get inflammation around the nerves, and depending upon what

22 the nerve is, you could either get loss of motor function

23 or loss in sensation or can get extreme sensation of pain

24 if the nerve is irritated.

25 Q Does lupus have an adverse effect on the
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1 musculoskeletal system?

2 A Well, it causes arthritis. So it certainly is a

3 cause of arthritis. And I imagine -- we don't usually call

4 that an adverse event but it is a cause of arthritis.

5 Q You mentioned that we had -- you narrowed it

6 down to 157 drugs from the Orange Book that --

7 A Right.

8 Q -- might be possibly effective to treat lupus,

9 and then I think you said --

10 A Right.

11 Q -- actually the number is up to 280.

12 A Right.

13 Q But you -- I think you've narrowed it down to

14 20-some-odd.

15 A We scored all of those compounds, and then the

16 ones that had reasonably high scores were the ones that we

17 were interested in advancing into clinical trials.

18 Q Okay. Can you name what the 20 or 25 are?

19 A Right off the top of my head?

20 Q Well, I mean, you can try. I can leave a blank

21 in the transcript, if that's easier.

22 A So the leading -- actually, you have it. You

23 have a list of it in the paper we discussed two --

24 Q Is this --

25 A -- days ago.
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1 Q Okay. And to the best of your knowledge, those

2 answers are correct?

3 A Correct.

4 Q Okay. Turning to the issue of actual confusion,

5 has anyone either internally at AMPEL or any third party

6 ever exhibited any confusion or mistake arising between

7 AMPEL's LuPPiN mark and the Lupin mark of Lupin

8 Pharmaceuticals?

9 A No.

10 Q Okay. Has anyone ever remarked about any

11 similarity between the parties' respective marks?

12 A No.

13 Q Has anyone ever remarked or inquired about any

14 association or affiliation or sponsorship between AMPEL and

15 Lupin Pharmaceuticals?

16 A No.

17 Q Okay. If you're allowed to move forward with

18 use -- registration of LuPPiN, what would be -- what plans

19 do you have if you can start using the mark LuPPiN again?

20 A We would aggressively market the whole program

21 under the LuPPiN name. We would identify patients and then

22 we would start to train them. And we would start to

23 provide that service to support clinical trials.

24 Q Okay. And the clinical trials basically would

25 be underwritten or funded by the pharmaceutical companies
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1 that have the compounds that might --

2 A Some would.

3 Q -- treat lupus?

4 A Some would perhaps be supported by grants. Some

5 would be supported by voluntary organizations that are

6 interested in developing new compounds. One of the major

7 problems in -- I think we talked about this two days ago --

8 in clinical trials is recruiting patients. And there's a

9 real problem with recruiting patients. Patients just are

10 unaware or not interested or afraid to enter into clinical

11 trials. And this becomes a significantly greater problem

12 when one is dealing with minority individuals, either

13 African-American, Hispanic or Asian, in the United States.

14 So the goal is to use the patient partner program, the

15 LuPPiN program in order to demystify clinical trials, both

16 for white patients as well as African-Americans, Hispanics

17 and Asians, and to hopefully increase the enrollment in

18 clinical trials so these trials can get done quickly and

19 patients can be given access to these drugs.

20 Q You mentioned earlier in your testimony from a

21 couple days ago, but there are about, what, 500 to 1.5

22 million --

23 A Somewhere --

24 Q -- folks afflicted --

25 A Somewhere --
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1 Q -- with lupus?

2 A -- between 180 thousand and 1.5 million in the

3 United States.

4 Q Okay. And they're predominantly

5 African-American women?

6 A No. They're predominantly Caucasian women

7 because there are more Caucasian women in the United States

8 than there are African-American women. But the prevalence

9 is much higher in African-Americans.

10 Q So, per capita, they're -- they're the

11 highest --

12 A Right. So the prevalence is fourfold higher in

13 African-American women, but only 12 percent of the

14 population is African-American. So, overall, there are

15 still more white women that have the disease, but

16 predominantly the disease affects African-Americans more

17 and the disease is much more aggressive.

18 Q Do men get lupus?

19 A One out of ten patients is a male.

20 Q So your plan with LuPPiN, if you proceed with

21 it, is basically -- is it to replicate the success you had

22 down with rheumatology in --

23 A Correct.

24 Q -- Texas?

25 A But specifically focused on recruitment for
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1 clinical trials. And that's really the focus of this

2 program, is to develop a cadre of patients who are

3 comfortable talking about lupus and talking to other

4 patients about the value of participating in clinical

5 trials.

6 Q How are you going to meet these patients?

7 A They're referred by the principal investigators

8 at the various sites that I mentioned, the LuCIN sites.

9 Q Are you speaking about the academic sites?

10 A Correct. They'll all be from academic sites and

11 they'll all have certain characteristics: ability to learn

12 complicated material, ability to interact with other

13 patients, interest in providing educational material to

14 other patients, a variety of characteristics. So it'll be

15 a very limiting group of individuals.

16 Q Okay. Now, you said that you have conducted

17 some clinical trials --

18 A Correct.

19 Q -- albeit not under the LuPPiN name; is that

20 correct?

21 A Correct.

22 Q I had number , where you said it was less than

23 that.

24 A Well, we have going on

25 right at the moment, starting in beginning of
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1 next year.

2 Q Okay. And of those , they're all

3 involving -- are they all

4

5 A

6

7 Q

8

9 A

10 Q Okay. It's kind of like any of these autism

11 groups or whatnot?

12 A Autism, cancer. In our group it's the -- we

13 have the same kind of organizations.

14 Q Okay. Now, would the clinical trial -- is it

15 conducted at the academic sites?

16 A Correct.

17 Q Okay.

18 A So they're all multi-center trials which involve

19 anywhere from 8 to 25 different sites. They all follow a

20 very strict protocol. All the data gets collected in a

21 very regimented way. Many of them are regulated by the

22 FDA, some not, but they're all carried out in the same

23 style as though they were regulated by the FDA.

24 Q So you follow FDA protocols when you're doing

25 these?
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1 a position where their cadre of lawyers, which is way

2 bigger than yours, feels comfortable that what we're

3 telling them can actually be done. And they do lots of due

4 diligence. I mean, there's no privacy in this world when

5 you're actually trying to sign a contract with a large

6 pharma company.

7 Q Now, to get the word out, I mean are you going

8 to be using the LuPPiN mark in terms of, you know, trying

9 to directly target potential participants in these clinical

10 trials?

11 A What we're trying to do is to convince the

12 pharma sponsors that by engaging the lupus -- the LuPPiN

13 network it will facilitate enrollment in the trial. That's

14 really the strategy.

15 Q But -- okay. Just back up, then. Who's

16 recruiting for you? Is it the academic sites --

17 A The academic sites are -- we engage in the

18 academic -- with the academic sites. The academic sites

19 engage -- recruit the patients. In this discipline,

20 unfortunately they're not as active as we would like them

21 to be. We know everything about them. We know how many

22 patients are in their sites. We know how many have lupus,

23 et cetera et cetera. And we know their performance is not

24 as wonderful as they think it is. So we would -- one of

25 our tasks is to increase enrollment because, as I said, you
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1

2 Q

3 A

4 Q

5 A

6

7

8

9 Q

10

11

12

13

14

15 Q Now, you mentioned the pharmaceutical company's

16 contract with you, private foundation's contract with you,

17 and you also need grants.

18 A Right.

19 Q What percentage of the revenue that AMPEL

20 derives from all its activities are directly related to

21 pharmaceutical companies?

22 A Directly related. You mean --

23 Q Well, that -- you know, that you -- you --

24 whether it's a grant or a contract from a pharmaceutical

25 company vis-à-vis, you know, as -- as opposed a grant from
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1 the government as opposed to a grant or a contract with a,

2 you know, a lupus foundation or volunteer organization?

3 A I mean, I'd have to look at the books to be

4 specific, but I would guess probably, I don't know,

5 of it comes from pharma, something like that.

6 But I would have to look at my records to be precise about

7 that.

8 Q Is it split fairly evenly between pharma, the

9 government grants and the private foundations?

10 A Pretty much.

11 Q Okay. Have you ever conducted -- you being

12 AMPEL -- ever conducted educational seminars under the

13 LuPPiN mark?

14 A No.

15 Q Have you ever provided mentoring under the

16 LuPPiN mark?

17 A No.

18 Q Have you ever provided training under the LuPPiN

19 mark?

20 A No.

21 Q Have you ever organized and conducted support

22 groups under the LuPPiN mark?

23 A No. That was easy. Got rid of a whole page

24 there.

25 Q I know. I had all these follow-up questions and
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1 you -- let's look at Exhibit 3, please, which is your

2 website.

3 A Um-hmm.

4 Q And I just direct your attention to pages

5 APB-0007 to 8.

6 A Um-hmm. Here you go.

7 Q And just for the record, Janssen, Kadmon, Pfizer

8 and GSK are all pharmaceutical companies; is that accurate?

9 A Kadmon is a biotech startup. Janssen is a

10 pharmaceutical company. Who are the others?

11 Q Pfizer and --

12 A Pfizer and GSK --

13 Q GlaxoSmithKline?

14 A -- yes. Yes.

15 Q Okay. And is it accurate to say, then, that

16 Janssen and Pfizer and GlaxoSmithKline are all, quote,

17 clients and collaborators of AMPEL?

18 A

19

20 Q

21

22 A

23 Q

24 A

25
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1 Q Okay. So in other words, if you're doing trials

2 with them, they would --

3 A If we have an active contract with them, then we

4 would list them here. We -- the website, we're being very,

5 uh, very grand here. So we would --

6

7

8 Q Okay. Just looking at the marks themselves,

9 would you agree with me that both parties' respective marks

10 consist of two syllables?

11 A Which two marks are you talking about?

12 Q I'm talking about --

13 A Lupin and LuPPiN?

14 Q -- well -- yeah. Well, yeah, our -- our mark --

15 A Lupin and LuPPiN --

16 Q -- being the --

17 A -- are both --

18 Q -- opposer's mark --

19 A Okay.

20 Q -- and your mark.

21 A Okay. Just to be specific --

22 Q Okay.

23 A -- yes, they both have two syllables.

24 Q Okay. And in connection with AMPEL's mark, you

25 pronounce the second P. It's not Lup-pin, it's Loo-pin; is
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letters in

Aside from

agree with
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It's Loo-pin.

As in Lou Costello, and pin as in ——

Correct.

—— pins and needles. Okay.

Correct. Lou Costello and pins and needles?

Now, just looking at the marks in terms of the

the marks, the literal element of the mark.

the lowercasing of the u and the i, would you

me that the only difference between the parties'

marks is that your mark has an additional P?

Correct.

Okay. We talked about the - trials going on
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1 Q Who else helped you, helped -- I mean, the seven

2 rheumatologists and the -- and the --

3 A And the patients.

4 Q And the patients? Okay.

5 A Correct.

6 Q And to your -- to your knowledge, are the -- are

7 the -- are the therapies here, listed in 446 through 448,

8 are they fairly inclusive of a list of the drugs that

9 will -- that can relieve the symptoms of lupus?

10 A These are the drugs that are used to treat

11 lupus. Yes. Not all of them are approved for lupus but

12 they're used to treat lupus.

13 Q Right. So this -- these are examples of drug

14 repurposing?

15 A No. No. These are drugs that are currently

16 part of the regimen that's used to lupus patients.

17 Q Oh, okay. Now, you when -- when you say

18 regimen, do you mean like more than one drug or just one

19 drug --

20 A Most patients with lupus are treated by

21 multiple -- with multiple drugs. And in general, it's

22 quite common for people to be on corticosteroids, an

23 antimalarial drug and often one of these immunosuppressant

24 drugs. So that's a common regimen. Some of them are

25 treated with this BENLYSTA®, the last drug, the last drug
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1 listed.

2 Q How has BENLYSTA® done in terms of its efficacy

3 in treating lupus?

4 A It was efficacious enough to get approved but

5 not thought to be very efficacious by the community.

6 Q And I notice the first one is antiinflammatory

7 drugs.

8 A Correct.

9 Q Ibuprofen, that's like Advil, right?

10 A Correct.

11 Q And naproxen, that's like Aleve?

12 A Correct.

13 Q And then there's cel- -- what is CELEBREX®,

14 anyway? What is that usually intended for?

15 A It's, again, used as a nonspecific analgesic or

16 a way to reduce inflammation.

17 Q Okay.

18 A We don't encourage those drugs to be used for

19 lupus because they can have an adverse effect on the

20 kidney; however, these drugs, as you mentioned, are widely

21 available over the counter and are used broadly by many,

22 many doctors for anything that ails a patient. And so

23 although the specialists don't encourage them and

24 frequently try to remove them from patients, they are still

25 widely used.
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1 encompass?  Is that just the entire state of Virginia or

2 what -- what geographic areas?

3 A  The governor is very interested in the entire

4 state of Virginia.  There are universities in Blacksburg,

5 in Charlottesville, in Northern Virginia and also in

6 Richmond.

7 Q  Um-hmm.

8 A  And there are -- is interest among all of those

9 to grow something.  There's one large pharmaceutical

10 company in the region.  It's in Maryland --

11 Q  Um-hmm.

12 A  -- which is AstraZeneca.  So they have interest

13 in growing the biotech arena both in Maryland and Virginia.

14 So there's a fair amount of interest throughout the state

15 in trying to develop a more developed biotech activity.

16 Q  Okay.  And that also includes like the

17 Baltimore/D.C. kind of corridor?

18 A  Well, the NIH is there.  There's a so-called 270

19 corridor, which is -- goes up from -- from Bethesda,

20 actually, north into Maryland.  And there are a number of

21 biotech companies that are there, mostly developed out of

22 either Johns Hopkins or the NIH.

23 Q  Okay.  All right.  So have you been involved in

24 organizations specifically related to lupus?

25 A  I've been involved with one of the
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1 A  Correct.

2 Q  All right.  And so you are a co-founder of

3 AMPEL?

4 A  Correct.

5 Q  And when was AMPEL founded?

6 A  Four years and six weeks ago.

7 Q  And why was AMPEL founded?

8 A  Well, as I mentioned, I had been doing

9 consulting for the pharmaceutical industry, and to a

10 certain degree it was sort of frustrating because in the

11 area that we were particularly interested in lupus there

12 was not very much going on.  And we recognized that there

13 were certain problems with developing drugs in lupus.  And

14 after a considerable amount of discussion with my

15 co-founder, we thought that we might be able to develop

16 some solutions to those problems.  So we created a company.

17 And one of the initial things that we thought would be a

18 reasonable approach would be to develop activities in

19 what's called drug repositioning.  And what that

20 essentially means is to identify a drug that's already been

21 approved for human use.  And by understanding its mechanism

22 of action and the derangements in particular diseases, one

23 could match an approved drug with a new indication.  And so

24 we began that, and it was relatively successful.  And,

25 again, it sort of stimulated certain activity in the
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1 pharmaceutical industry which had become really quite

2 stagnant because of business considerations.  Because of

3 early failed trials, it looked like it was an

4 insurmountable disease problem and there were other ways

5 that companies could make substantial sums of money.  And

6 so lupus sort of got left off the table of consideration.

7 So our goal was to stimulate interest.  And by doing that,

8 by, again, pushing this repositioning effort, understanding

9 that when a drug has been approved for human use, it's

10 passed a number of hurdles, including toxicology, which is

11 a major reason that drugs fail, because they turn out to be

12 toxic.  So a drug that's been approved has already

13 demonstrated to be safe.  And that means that the pathway

14 to approval is much quicker because you don't have to do

15 all the exposure data, you don't have to do a lot of the

16 toxicology study, just a question now of whether or not the

17 drug is active.  And so we were able to convince a number

18 of companies that it would be worth looking at some of

19 their products in lupus.

20 Q  Okay.  All right.  Now, just to go back and

21 define for the -- those of us who aren't in the medical

22 field a couple of the terms that you've used now, now you

23 mentioned mechanism of action for a particular drug.

24 What --

25 A  Right.
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1 introduce it into humans, you have to do animal studies,

2 two species usually -- rats and dogs, sometimes monkeys --

3 in order to show that there's no immediate lethal toxicity

4 of the drug.  That's before the drug goes into people.  But

5 realistically you don't really know what the side effect

6 profile is until it gets into people.  And so in drug

7 development, the first stage, so-called Phase I is putting

8 the drug usually into normal individuals to see whether or

9 not there are immediate side effects.  And many drugs don't

10 make it through that because there are unacceptable side

11 effects.  But then as the drug is developed -- is being

12 developed, the -- the -- the -- many more patients are

13 exposed to the drug and then you get a full analysis of

14 what the side effect profile really is.  And many drugs

15 don't make it through those clinical phases because the

16 side effect profile is just unacceptable, especially if the

17 efficacy, or the effectiveness, is not great.  So every

18 drug company does whatever they can to de-risk their

19 product, but, quite honestly, there's no predicting adverse

20 events.  However, when you start with a drug that's already

21 approved for human use, all of that analysis of its

22 potential side effects has already been carried out.  So

23 you know the drug can be given to people with a certain

24 safety profile.  So it makes it much less risky to start at

25 that point and to say, well, this drug is already approved
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1 for disease X, here's the side effect profile, we think

2 that side effect profile is okay, it's not perfect but it's

3 not so bad that we wouldn't even think about using it for a

4 chronic disease.  And then you've passed that step.  Now

5 you just have to show that the drug is actually effective

6 in the disease.

7 Q  And what -- what is a chronic disease?

8 A  Chronic diseases -- many of the diseases we deal

9 with in rheumatology, rheumatoid arthritis, lupus, these

10 are diseases that basically appear to be lifelong.  Once

11 you get them, you have them for the rest of your life.  And

12 you can manage them.  Sometimes you can get into very good

13 stages where the disease is not very active.  But in most

14 circumstances it's thought that without medicine the

15 diseases will come back.  So these are chronic diseases.

16 Other examples are Alzheimer's disease, a variety of other

17 diseases that don't seem to be capable of being cured by

18 current medicine and without treatment basically will last

19 you, to some degree, for the rest of your life.

20 Q  And stepping back just a little bit, what -- in

21 general, can you describe what you mean by the field of

22 rheumatology?

23 A  Rheumatology is a field that's -- deals with a

24 number of chronic autoimmune diseases:  rheumatoid

25 arthritis, psoriatic arthritis, lupus, scleroderma, a
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1 A  So one of the real problems, basically, the

2 standard of care is not approved by the FDA.  There are

3 three drugs that have been approved, the latest of which

4 is -- was approved just a few years ago but is thought not

5 to be very effective.  So the bulk of drugs that are

6 approved are not the ones that are used for treatment.  So

7 that's a real problem in drug development.

8 Q  And what are the ones that have been approved?

9 A  So aspirin has been approved, steroids have been

10 approved, a drug called hydroxychloroquine have been

11 approved.  And the last drug was approved just a few years

12 ago, which is a monoclonalantibody called belimumab.  But

13 all the standard of care is basically immunosuppressant

14 drugs of various sorts, and none of them have been approved

15 for lupus but they've been approved for other things.

16 Q  Okay.  So can you combine a number of drugs that

17 have been approved for something else and use them for

18 treatment of --

19 A  That's what the --

20 Q  -- certain symptoms?

21 A  -- community does, in general.  They use a

22 number of immunosuppressive drugs that have been approved

23 for other indications to treat these individuals.

24 Q  What do you mean by the community?

25 A  The practicing community of rheumatologists who
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1 takes care of most of these patients.

2 Q  And how does someone contract lupus in the first

3 place?

4 A  I don't think you can contract it.  It's a

5 genetic component.

6 Q  Okay.

7 A  It's strong.

8 Q  Sure.

9 A  And there's also some sort of environmental

10 stimulus that we don't really understand very well.  And

11 the combination seems to make a person more likely to

12 develop lupus.  But it's not as though you catch an

13 infection or a cold or a virus.  It's some combination of a

14 genetic predisposition and an environmental challenge that

15 we don't understand very well.

16 Q  Okay.  Is AMPEL a for-profit company?

17 A  Yes.

18 Q  And what -- in general, what's sort of the

19 business model and how you're making money?

20 A  We have two large components.  The first is to

21 take available information, analyze it and generate

22 potential candidate drugs that treat the disease.  And that

23 generates us both grants, support from voluntary

24 organizations and, to some level, contracts with

25 pharmaceutical companies about analyzing drugs and finding



39

1 drugs that will -- could be useful.  That's one whole

2 aspect, involves perhaps eight or nine people and is

3 largely involved in what you might call bioinformatics or

4 big data analysis of available information.

5 The second part involves actually organizing and

6 carrying out clinical trials.  So once we identify a

7 candidate drug and persuade a pharmaceutical company that

8 it would be a wise thing to do to test this drug in lupus,

9 we have an entire clinical operations group that can carry

10 out clinical trials in accordance with all FDA regulations.

11 So that's another nine people or so, ten people.  And that

12 also generates revenue for carrying out the trials.

13 Q  And so how -- do you propose what the trials

14 would be, or does someone come to you and say we think we

15 want a trial --

16 A  In general, we propose.  We're very proactive in

17 going to companies, meeting with companies, explaining to

18 them where their product is -- has a high likelihood of

19 success in lupus and then offering the opportunity to carry

20 out the clinical trials at a cost that's much reduced

21 compared to what a standard research organization could do.

22 Q  Okay.  And how do you -- how do you keep the

23 costs more manageable?

24 A  We're really efficient and we're really small.

25 Q  How many people are employed?
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1 A  Nine.  Nine in the clinical operations group and

2 another nine or ten or so -- the numbers change depending

3 upon the seasons -- in the -- in the bioinformatics group.

4 Q  Okay.  And those are all -- are those full-time

5 employees?

6 A  Most of them are either full-time employees --

7 we do -- we have a lot of interns from UVA as well.

8 Q  Sure.  So can you describe what it is you talked

9 about going out and, you know, sort of pitching your

10 trials?  Can you describe sort of the marketing efforts for

11 AMPEL generally?

12 A  You're looking at the marketing effort.  I've

13 worked for many years, as I mentioned earlier, as a

14 consultant for the pharmaceutical company.  And I've

15 fortunately been right more than I've been wrong.  And I've

16 established relationships with key people in most of the

17 large companies.  So the companies are willing to listen to

18 me now.  Remarkable.  So I have the opportunity, when we

19 have the data, to meet with them at a relatively high level

20 in order to introduce a proposal.  And because of their

21 experience with me and us now, they tend to listen more

22 than they would to just anybody walking in off the street.

23 So because many of these discussions really are an ongoing

24 dialogue that's gone on for years with some of these

25 companies, they tend to listen.  And, you know, there's
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1 also intracompany politics where sometimes they have a

2 similar idea and need support for that idea and, in

3 addition, because the cost of doing clinical trials is

4 prohibitively expensive.  So to do a relatively small trial

5 of a new product might cost a company, I don't know,

6 anywhere between 25 and a hundred million dollars.  So that

7 decision is not made lightly.  We provide an alternative

8 where we can get the information, comparable information,

9 probably of higher quality, in the range of five to ten

10 million.  So it gets their attention, and we've been

11 relatively successful in identifying these kinds of

12 activities and convincing some of the companies that

13 they -- this would be a way to pursue a drug of interest

14 without necessarily having a cost which became unrealistic.

15 Q  So how are you, in the first place, getting in

16 front of them?  Are you meeting them in --

17 A  Well, we --

18 Q  -- conferences?

19 A  -- know that.  I mean, you know, as I said, I've

20 been doing this for such a long period of time.  I mean, I

21 have trainees who are in the pharmaceutical industry.  I

22 have people I've worked with before I went to the NIH that

23 are in the pharmaceutical industry.  I have people who I

24 knew in -- three companies ago and are now at a company.

25 So -- and we meet them in meetings.  We meet them on a
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1 phone call.  They always want to know what I think about

2 what they want to do, so it's pretty easy to turn the

3 conversation over to what we want to do.  And since they

4 know it's -- there's a higher likelihood that we're right

5 than they're right, they frequently listen.

6 Q  Okay.

7 A  So it's a combination of things, really.

8 Q  Okay.  Do you send them any kind of written

9 materials?

10 A  Only if solicited.  Mostly it's all by phone

11 conversation.

12 Q  Okay.

13 A  And, if they want, we'll make a synopsis of a

14 protocol, things like that.  We've done that a number of

15 times for them.  But, in general, we don't like to spend a

16 lot of time preparing proposals if there's really no

17 interest.

18 Q  And do you work with any makers of generic

19 pharmaceuticals?

20 A  No, not directly.

21 Q  Okay.  Are you familiar with makers of generic

22 pharmaceuticals?

23 A  How can you not be?

24 Q  What are some of the -- some of the ones that

25 you're most familiar with?
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Peter Lipsky, MD.

A Well, the big players are Teva, Mylan and ——

what's the one —— Sandoz. Those are the three big ones

that we —— that I know of. But I only know them because

Teva had a —— has one pharmaceutical, one proper

pharmaceutical, other than a generic. And I know Mylan.

And I have never had any contact with Sandoz since they

became Sandoz.

Q And would you -— would it surprise you to learn

that Lupin is the fourth largest generic pharmaceutical in

the 0.3., by prescriptions?

A I —— I have no ——

MR. ASPLIN: Let me just state an objection to

the form.

Go ahead. You can answer.

THE WITNESS: Yeah. I mean, I have no

information about -— I do not follow generic companies at

all. I don't know very much about them.

BY MS. MORALES:

Q And how many clinical trials have been conducted

by AMPEL or coordinated by AMPEL?

A Currently we have —— I think we're conducting

-at the moment, and — -are coming up in the
next few months.

Q All right. Do you have a title at AMPEL?

A I have a —- CEO ——

43
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1 Studies show that 50 percent of patients never even heard

2 of what a -- what a clinical trial is, and then there's a

3 lot of problems in recruiting patients.  So how do you go

4 about recruiting patients in the United States, where

5 patients have many choices for health care, they don't

6 necessarily think about a clinical trial and they have

7 misperceptions.  So years ago, when we were working in

8 rheumatoid arthritis, we faced the same kinds of problems.

9 And one of the things we discovered was that patients

10 became the best advocates for participation in clinical

11 trials if they understood what they were.  So what we did

12 in those days was recruit -- this is almost 30 years ago

13 now -- was recruit a group of individuals with rheumatoid

14 arthritis who had certain characteristics.  And we trained

15 them.  And we -- they got the name "patient educators" or

16 "patient partners" and we trained them to interact with

17 other patients and to talk about a number of things with

18 the disease but also to talk about the value of clinical

19 trials.  And they became very effective because it was

20 peer-to-peer discussion.  They understood much better than

21 we did what the pressures a patient was living under.  And

22 they could relate much better to all of the misperceptions

23 about clinical trials.  So ramp up 30 years and now we're

24 in the problem with lupus.  We really need to do these

25 trials in the U.S., but there's this huge amount of
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1 misperception about what a trial is, what the risks are,

2 what the protections are and just, you know, why bother.

3 You know, life is hard.  I don't want a -- don't need

4 another clinical trial.  So we have developed many, many

5 different programs to try to encourage recruitment into

6 lupus clinical trials because we can't recruit, we can't do

7 trials here.  And one of them was to develop a program much

8 like what we had developed in the rheumatoid arthritis

9 space of patients with lupus who would be educated about

10 lupus and would work basically in different academic

11 centers to basically explain what clinical trials were and

12 to try to allay some of the fears that the patients had

13 about trials and to try to deal with some of the

14 misunderstandings and basically to work almost as part of

15 the healthcare team specifically to communicate with

16 patients about the value of clinical trials.  And that's

17 really the genesis of the LuPPiN program.

18 MS. MORALES:  We've been going for about an

19 hour.  Seems like now might be a good time to take a break.

20 THE WITNESS:  Sure.

21 MS. MORALES:  And if you're --

22 THE WITNESS:  No problem.

23 MS. MORALES:  Again, throughout the whole

24 process, if you're -- you know, need a break at any point,

25 let us know.
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1 Q  Okay.  And does that -- I mean, does the

2 capitalization make any difference to the pronunciation?

3 A  I'm not sure that you pronounce a letter

4 differently if it's capitalized or not, but we certainty

5 didn't think about that.  It just looks prettier, that's

6 all.  In -- in LuCIN, the I is investigator.  All right?

7 So we certainly didn't want to in any way diminish the

8 investigators, which was the big thing.  Here, it didn't

9 really matter because patient partner was important.  So it

10 just looked prettier, that's all, not -- not a particularly

11 tremendously thought out strategic decision.

12 Q  And you said LUP was maybe considered.  Were

13 there any other -- any other names that were considered at

14 that time?

15 A  Yeah.  I can't remember exactly what they were,

16 but we'd play with all kinds of different combinations of

17 letters, all of which started with L-U.  And we tried a

18 variety of other things.  But this one wound up being the

19 one that kind of captured the essence of the program the

20 best we thought.

21 Q  Okay.  What was wrong with some of the others?

22 A  Either sounded funny or we would -- we were

23 really making up words that -- including letters in the

24 acronym that really didn't describe what the program was

25 about.
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1 A  Reimagine, R-I, Lupus Investigation Treatment

2 and Education.  We're being into acronyms.

3 Q  All right.  Now, at the time that -- around

4 2014, when the LuPPiN name was selected, had you heard of

5 Lupin Pharmaceuticals?

6 A  No.

7 Q  And so the -- I guess, do you recognize the only

8 difference between the two marks is an extra P in your

9 company's mark?

10 MR. ASPLIN:  I'm going to object to the form.

11 Go ahead and answer.

12 THE WITNESS:  You know, I haven't studied Lupin

13 Pharmaceuticals that carefully.  I don't know.  Do they

14 capitalize their P and their N as well?  I don't know.  I

15 don't know.

16 BY MS. MORALES:

17 Q  But there's only one letter difference; is that

18 correct?

19 A  Well, but the form looks -- I would guess the

20 capital P is in the middle, and the capital N makes it look

21 different to me, but --

22 Q  All right.  So stepping back again, you said --

23 you know, as you mentioned, there's, you know, a ton of

24 patient partner programs, apparently, that are existing.

25 Can you -- well, first of all, what -- what -- what do you
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1 background, more than you want to know.  So there's a

2 fundamental problem with all of our diseases, and that is

3 that there's very little training in medical school about

4 any of the rheumatic diseases.  We had -- we did surveys in

5 those days, and we discovered that for all of

6 musculoskeletal problems, everything, in the entire four

7 years of medicine there's an average of about 15 hours of

8 exposure.  So the net result was that docs really were

9 uncomfortable, especially primary care doctors, dealing

10 with any of these diseases and were involved then in

11 working on the curriculum of the medical school and what

12 could we do to change this.  And one of the things that we

13 discovered was that if we could offer a program where

14 medical students would learn how to do a musculoskeletal

15 exam, would provide us another few hours of exposure to

16 talk about rheumatoid arthritis and other diseases.  And at

17 that time there had been some patients trained in how to

18 teach a joint exam at the University of Arizona, and we

19 were fortunate enough that one of them moved to Dallas.

20 And so around that woman we developed this entire program,

21 where we highly selected patients because they had to

22 basically be in a role where they would educate medical

23 students.  And, you know, one of the major courses of

24 medical school that they teach you is arrogance.  So you

25 need to try to train people -- is really a very tough role
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1 to stick patients into a training program of professionals

2 and have them listen to the patient and grade the student.

3 So we had very high standards of who we recruited.  We

4 recruited a number of patients, and they really became a

5 fantastic group of people.  In fact, it still is

6 operational in Dallas now.  And that was the beginning of

7 it.  And we expanded that.  We actually trained the

8 residents.  We trained, actually, rheumatologists.  We

9 actually used this group to train international

10 rheumatologists on how to do a joint exam for major

11 clinical trials of drugs that were -- been approved.  And

12 then we had the group, and then we began to think of other

13 things that this group could be used for because they're

14 highly intelligent, very good at interacting with people

15 and supportive and they were able to accomplish the initial

16 task with great success.  So we then began to actually have

17 them work in the clinic, interact with other patients,

18 actually take questionnaire information from patients.  And

19 we wrote papers on this.  You could read them if you have

20 nothing better to do.  And then we also begin, in the late

21 '80s, to involve them in recruitment for clinical trials

22 because we began doing a lot of clinical trials toward the

23 end of the '80s.  So that's how the program developed, and

24 we had a huge amount of experience with it.  And a program

25 was eventually supported by a pharmaceutical company at
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1 that time called Searle that doesn't exist anymore.  And

2 Searle supported actually training of patient partner

3 programs in a variety of places in the U.S. and then all

4 over the world.  So these folks wound up traveling to some

5 pretty exotic places teaching other patients how to do the

6 joint exams and how to do many of the other things.  So we

7 had a model of about 20 years of experience on what worked,

8 what didn't work, et cetera, et cetera, with that.  And

9 that was the original patient partner program.  And the

10 concept of patient partner was what they really wanted

11 because they didn't want to be thought of as an advocate.

12 They weren't advocating for anything other than a good

13 joint exam or a good experience in a clinic or to explain

14 what a clinical trial was about.  And they wanted to be

15 felt -- wanted to be thought of by other patients as more

16 of a partner in the process.  So that's where the name came

17 from.

18 Q  And do you remember that first patient that you

19 had worked with --

20 A  Yes.

21 Q  -- in Texas?

22 What was her name?

23 A  Valerie Branch.  Unfortunately, she passed away

24 about four years ago, but she's known all over the world

25 based on her activities in this arena.  And she had



71

1 devastating rheumatoid arthritis.  I actually don't have

2 any idea how she got out of bed every day.  But she

3 shlepped around the entire world meeting people in England,

4 in France and got to South Africa, I mean, teaching this

5 program and -- and educating people about what it was like

6 to have this disease and how by working with other patients

7 she could make it better for them.  If you Google Valerie

8 Branch, you will see all of this is actually pretty moving.

9 Q  And then --

10 A  I'm giving you a lot of Google homework.

11 Q  They call it Dr. Google, I think.

12 All right.  Did the Texas program ever include a

13 lupus component?

14 A  No.

15 (Lupin Exhibit No. 3 was

16 marked for identification.)

17 BY MS. MORALES:

18 Q  Another document for you.

19 A  Oh, my goodness.

20 Q  Can you tell us what that is?

21 A  I imagine it's a xerox of something from our

22 website, I guess.  I don't know.  Is that about what it is?

23 Q  You produced it.

24 A  Well, actually, not me personally, but it was

25 produced for us.  It looks like probably something from --
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1 maybe from our website.

2 Q  Okay.  And do you know about what time that

3 might have been, what time frame that might have been up?

4 A  I guess would be sometime around 2/14, something

5 like that.  I don't know when it was made.  Wasn't very

6 much -- wasn't updated very much after that, but I think it

7 was around that time.

8 Q  Okay.

9 A  2015.  I don't know.

10 Q  Did you have a role in creating AMPEL's website?

11 A  I mean, in terms of discussing the general

12 content, certainly yes, but I'm certainly not able to do

13 this kind of work.  I'm not a -- I'm not a web designer.

14 Q  Do you know who wrote the content?

15 A  I would imagine this was probably a group

16 effort.  We have a person who does this for us.  I'm sure

17 Amrie contributed.  I'm sure I contributed.  But I'm --

18 I -- I really don't have any specific knowledge of when

19 this particular content was prepared.

20 Q  You said you have a person who does that.  Is

21 that someone internal at --

22 A  Yes.

23 Q  -- AMPEL?

24 Okay.  Do you have a formal marketing

25 department?
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1 A  Except for the RA program, which is still going

2 on, I'm not aware of anything that is comparable.

3 Q  Okay.  So if I go and Google patient partners,

4 what -- what sorts of programs am I going to find?

5 MR. ASPLIN:  I'm going to object to the form.

6 Go ahead.

7 THE WITNESS:  Well, I mean, I can tell you what

8 happened when I Goggled it, but it was a couple of years

9 ago.  I found a variety of programs, some of which would

10 fall into what you call advocacy programs.  Some fall into

11 the realm of concierge programs, some fall into the realm

12 of making some effort to make sure these people actually

13 have health insurance, a variety of different kinds of

14 programs that were quite different than this but mostly

15 involved in providing some kind of help to a patient.

16 Q  Do you know whether any of these so-called

17 patient partner programs are sponsored by pharmaceutical

18 companies?

19 A  I would imagine some are, but I haven't really

20 explored it that -- in that detail.  Everything in our

21 business is eventually supported by the pharmaceutical

22 industry.

23 Q  All right.  So in your experience, then, with

24 the patient partner programs, you mentioned, you know,

25 certain ideal criteria for what -- what an individual who
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1 A  We've spoken to them in -- in general terms

2 about patient partner programs, yes, but we haven't --

3 again, opposition, we haven't used the word "LuPPiN"

4 because we wanted that clarified.  They have lawyers, too.

5 MS. MORALES:  It's been about another hour and I

6 don't know how hungry anyone else is, but now is a good

7 time the go off record and take lunch.

8 (Off the record, and a lunch recess was taken.)

9 (Lupin Exhibit No. 4 was

10 marked for identification.)

11 BY MS. MORALES:

12 Q  I'll hand you what's marked as Exhibit 4.  Once

13 you've had a chance to look through there, let me know.

14 A  A long article.

15 Q  All right.  So are you familiar with this

16 document?

17 A  I sure am.

18 Q  Hope so.  Can you tell us what it is?

19 A  It's just a review article about drug

20 repositioning and various other things that we do at AMPEL.

21 Q  And was this published?

22 A  Yes, in this special issue of Lupus last year.

23 Q  And it looks like you're listed as a coauthor;

24 correct?

25 A  I am.
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1 A  It's just a chemical entity, basically a

2 chemical which is a drug or could be the beginning of a

3 drug, just a chemical that might be useful for lupus.

4 Q  All right.  So going back to the sentence, it

5 says that LRxL-STAT initiative was to examine all compounds

6 approved by the FDA for any indication, approximately 11

7 hundred compounds per 68 hundred indications.

8 A  Um-hmm.

9 Q  And it talks about the process for narrowing

10 down that list.  Can you explain to us what -- what that

11 process was for reviewing and narrowing the --

12 A  So this --

13 Q  -- 11 hundred?

14 A  When this started, basically the FDA had -- they

15 had what's called the Orange Book, a secret book.  And this

16 is a list of all the drugs that have ever been approved for

17 human use in the United States minus the drugs that are no

18 longer being marketed.  So a lot of drugs, basically, when

19 they become generic, nobody is interested in selling them

20 anymore.  So the -- the Orange Book addressed the drugs

21 that are approved and basically actively being marketed by

22 somebody.  So that, in those days, was about 11 hundred

23 different chemical entities.  And each one of those is

24 approved for multiple indications.  So there are 11 hundred

25 chemical entities approved for about 68 hundred indications
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1 when this all began.  And then, fundamentally, you know, a

2 lot of them have nothing to do with lupus whatsoever.

3 They're drugs for hypertension.  They're drugs -- they're

4 antibiotics.  They're drugs for all kinds of stuff.  So

5 it's easy to screen those.  And then you get back to about

6 a few hundred.  And then each of those was examined in

7 terms of what it actually did and whether or not there was

8 any indication that that action might be useful in lupus.

9 So at the end of the day when all was said and done, we

10 wound up with about 157 FDA-approved drugs that conceivably

11 could be useful to treat lupus.

12 Q  Are -- are the drugs that are in the Orange

13 Book, are those all under patent?

14 A  No.  It just means that they're -- somebody's

15 marketing them.

16 Q  Okay.

17 A  So, you know, patents are variable lengths of

18 time these days, but many of them are not -- not being

19 marketed by their original -- by the innovator company but

20 by a generic company and usually multiple generic

21 companies.  But that's everything that was being sold at

22 that time for human use as a drug.  There are other

23 things -- food supplements, a variety of other things --

24 that we -- we did score some of them, but mostly this

25 relates to chemical entities that are approved by the FDA
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1 for human use.

2 Q  Okay.  And in that same paragraph down in the --

3 top of the next page -- so that's 1152, Bates APB-00402 --

4 it mentioned in consideration of 71 new drugs approved by

5 the FDA in 2014 and 2015.

6 A  Correct.

7 Q  Now, since -- since that time in 2015, have

8 additional compounds been reviewed for the list?

9 A  Yes.

10 Q  Okay.

11 A  It's an ongoing process.  We keep doing it.  As

12 drugs are approved or as we become aware of new compounds,

13 they -- it's an ongoing list.

14 Q  Okay.  How do you -- how do they come -- the new

15 drugs come to your attention?

16 A  Well, a variety of ways.  We're continuously

17 looking at these pathways that are back here that are

18 suggested from gene expression and other kinds of analyses.

19 And then from that we find either chemicals or drugs that

20 they suggest, which we then go explore.  In addition, the

21 FDA is actively approving drugs, and we still get

22 suggestions from the outside.  So they're still pretty much

23 the same pathways of getting to new chemical entities.

24 Q  Okay.  And is -- is there a list of the drugs

25 that have been approved since the time that this article
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1 was written?

2 A  Yeah.

3 Q  Okay.

4 A  It comes out actually from the FDA.  But we --

5 we -- we monitor that fairly carefully as they approve

6 them.

7 Q  Okay.  So if I go to the FDA website, I can

8 find --

9 A  Um-hmm.

10 Q  -- what's been approved?

11 A  Um-hmm.

12 Q  Okay.  All right.  And continuing on that same

13 paragraph on the top of 1152, it says -- do you see where

14 it says excluded from the literature search for all drugs,

15 widely used for SLE, whether approved or not, as well as

16 drugs known to be --

17 A  Um-hmm.

18 Q  -- in development?

19 A  Right.  So we were basically looking for new

20 opportunities, new treatments.  And we were not looking to

21 reduplicate what pharma was doing.  As I mentioned earlier,

22 many of the treatments for lupus have not been approved.

23 Some of them failed in clinical trials.  Some of them were

24 just -- have been used for such a long time, they've never

25 been -- they have no patent life, et cetera, et cetera.  So
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1 there are a fair number of drugs that are actually used for

2 lupus routinely that we didn't bother scoring.  No sense

3 scoring a drug that's already used.  And if we knew that a

4 pharmaceutical company was developing a Phase III program,

5 basically a big commitment of money to develop a drug,

6 there was no sense for us to spend our time determining

7 whether or not the drug could be useful.  It was already

8 going to be tested.  So we excluded all that.

9 Q  And can you name any of those specific drugs

10 that were excluded?

11 A  Well, there were many, many, many of them, you

12 know.  We didn't look at any of the drugs that, for

13 example, were being developed targeting interferon.  So

14 there's a -- an antibody called anifrolumab that targets

15 the interferon receptor being developed initially by

16 MedImmune and AstraZeneca.  It's in a Phase III program.

17 We weren't interested in doing that.  They're already doing

18 it.  There are a number of others that have moved forward

19 into Phase II or Phase III that pharma was obviously

20 interested in, and we weren't going to pursue them at all.

21 Q  What -- what is -- what are interferons or what

22 is interferon?

23 A  All right.  So when you get a cold, on the way

24 from -- home tonight from -- well, in two days from

25 LaGuardia, you're going to get the sniffles because you
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1 Phillies score.  We rejected that.

2         Q  So your lowercase letter, so you aren't as

3 interested in, then, looks like.

4         A  Yeah.  Combined is, you know, C-o, so we didn't

5 like that.  Like Lupus, capital L, small u.

6         Q  All right.  So then it says score was focused on

7 76 FDA-approved or generally recognized as safe therapies

8 that scored higher than commonly used SOC lupus --

9         A  Right.

10         Q  -- medication.  So SOC is --

11         A  Standard of care.

12         Q  -- standard of care?  Um-hmm.

13            So there were standard of care lupus medications

14 that didn't end up --

15         A  We scored --

16         Q  -- on your list?

17         A  Well, see, we -- the way we validated the

18 scoring system was to score drugs that are part of the

19 standard of care.  So we wound up with a score, using

20 CoLTs, of the drugs that are commonly used.  And then we

21 were looking for drugs that scored higher than those drugs.

22 Scored lower, it's no advance.  Right?  Scored better,

23 that's terrific.

24         Q  Okay.  So the standard of care drugs were your

25 baseline, clinic?
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1 of genes that are abnormally expressed and basically group

2 them together by using basically the world's literature

3 that's known about interactions between these genes and

4 come up with pathways that may -- that are abnormally

5 expressed in lupus and may be contributing to disease

6 pathology.

7 Q  And so when these pathways are abnormally

8 expressed, does that -- does that then lead to specific

9 symptoms?

10 A  That's what we think, yes.

11 Q  Okay.

12 A  And then, basically -- but for this exercise,

13 more importantly, you can find the checkpoints in these

14 pathways and use drugs to inhibit the whole pathway.

15 Q  And what are some of the common symptoms of

16 lupus?

17 A  Predominantly they have skin rash, arthritis,

18 kidney involvement, progressive central nervous system

19 involvement, a lot of fatigue.  And then less frequently

20 are involvement of other organs as well, but those are the

21 main ones we worry about.

22 Q  Okay.  Involvement, is that a defined term in

23 the --

24 A  Well, various kinds of skin rashes, sometimes

25 actually scarring, rashes of the skin, hair loss, things of
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1 that nature.  Kidney, you wind up with kidney failure.

2 Arthritis of course can be -- can interfere with your

3 ability to do your activities of life.  And they have

4 involvement of the central nervous system with

5 everywhere -- everything from seizures to psychosis to

6 decreased cognitive function.  Bad disease.  Nasty disease.

7 Q  All right.  So getting back to the lupus

8 treatment list, I'll flip back to where we were, around

9 page 1152.  Let's go the top of 1153.  That's Bates 00403.

10 A  1153.  You know, you're probably the only person

11 that's ever read this.  Somehow I don't think you're

12 interested in the science, though, but --

13 Q  All right.  So can you tell us what this Table 1

14 is?

15 A  So Table 1, this is basically the candidate

16 genes.  Right?  These are the candidate drugs that we

17 started with.  So they're all kinds of different things

18 that we started with.  And these are the ones that we

19 scored.  So there's probably -- I don't know what the final

20 number is, a hundred and something, and all of these things

21 are drugs.  And the little superscript is the number that

22 they got as a result of the CoLT score.  So the ones with

23 the higher numbers did better; the ones with the lower

24 scores did worse.

25 Q  Okay.  And so --
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sent in stuff. We never tracked who they were.

Q Okay. They —— did they put their names on the

LinkedIn site when they -—

A Some do. But, you know, LinkedIn is a

complicated business. We just weren't monitoring who they

were. We were just looking for suggestions.

Q Sure. All right. And then the last —— last

bullet in that same section, it says that 15 pharma and

biotech companies have inquired about sponsoring trials.

Do you ——

A Correct.

Q -— know who any of -— can you recall who any of

those were?

A Mostly small biotech companies. I can't

precisely remember. Most of them were biotech companies.

Let me think about who they were. -Iwas one, no

longer in existence. I think-was one. But most of
them were small —— smaller companies. A couple of

representatives of big pharma called, but mostly those were

groups that were looking for some kind of social support

within a company that lupus was important. So I can

remember a few, but not that many.

Q Okay.

A This was June 2014.

Q All right. Have any trials taken place as a

133
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1 Q  Okay.

2 A  Add them to the list.

3 (Lupin Exhibit No. 7 was

4 marked for identification.)

5 BY MS. MORALES:

6 Q  All right.  I'm going to hand you what we've

7 marked as Exhibit 7.

8 A  Yep.

9 Q  All right.  And just let me know when you've had

10 a chance to look through that.

11 A  It looks familiar.

12 Q  What is it?

13 A  Basically, slides from the meeting in 2014.

14 Q  Is that a presentation that you gave?

15 A  Yes.

16 Q  Okay.  What was the purpose of the presentation?

17 A  Basically, we were organizing this network of

18 investigators and this was sort of a kick-off meeting to

19 tell them what we had been doing and what we expected to do

20 in the future with regard to identifying drugs for

21 treatment of lupus.

22 Q  Is that the -- is the -- that the entire

23 presentation?

24 A  It was my presentation.  There were other

25 discussions about other matters that really weren't
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1 relevant here, but there are -- this was the discussion

2 that I presented.

3 Q  Okay.  And are all those -- are all those slides

4 an accurate representation of the presentation as you gave

5 it?

6 A  Well, it was 6:30 in the morning, so I think it

7 was.  I think it's accurate.

8 Q  You don't know what you said.  Okay.  Do you

9 remember how many -- approximately how many people attended

10 presentation?

11 A  I would guess a hundred or so.  6:30 in the

12 morning, is pretty good.

13 Q  That's not bad.

14 And you said it was part of a larger -- larger

15 program?

16 A  Yeah.  There were other discussions about what

17 would happen with regard to organizing this network and how

18 it might operate and things of that nature, mostly

19 administrative stuff.

20 Q  And was it part of a conference?

21 A  This was held at -- it was a breakfast meeting

22 at the annual meeting of the American College of

23 Rheumatology --

24 Q  Okay.

25 A  -- in Boston.
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1 Q  Was your -- was your presentation advertised in

2 any way?

3 A  It was closed.  So it was by invitation only.

4 Q  Okay.  And the LuPPiN program was discussed

5 during this presentation?

6 A  Yeah, it was.  I think there are some slides

7 here somewhere, but yes, it was, because that was going to

8 be an important aspect of this program.

9 Q  And what was discussed about it?

10 A  About how we were going to utilize the LuPPiN

11 network to accentuate trial recruitment.  Everybody agrees

12 that trial recruitment is -- patient recruitment is the

13 hardest thing to -- to accomplish in the United States.

14 And we were discussing a number of ways to increase patient

15 recruitment.  And LuPPiN was a critical aspect of that,

16 which was embraced by this group.

17 Q  And do you have -- do you have a list of

18 attendees of your presentation?

19 A  You know, I don't know that I can get hold of

20 that.  I could try, but I -- honestly, those days, at 6:30

21 in the morning, we weren't so great at recordkeeping and

22 attendance-keeping and things like that.  And it was a long

23 time ago.  So I can't guaranty you I could find that group

24 of people.

25 Q  Okay.  To the extent that it exists, we ask that
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1 it would be produced to us.

2 And the audience was medical professionals

3 and --

4 A  Correct.  Rheumatologists.  Correct.

5 Q  All right.  We're going to move on to the next

6 presentation.  This is Exhibit 8.

7 (Lupin Exhibit No. 8 was

8 marked for identification.)

9 THE WITNESS:  Okay.  The graphics just keep

10 getting better and better.

11 BY MS. MORALES:

12 Q  All right.  So once you've had a chance to look

13 through that, can you --

14 A  Right.

15 Q  Can you tell us what this is?

16 A  Yeah.  This is a presentation to the Board of

17 Directors of the then Alliance for Lupus Research.

18 Q  Which is now -- can you --

19 A  Lupus Research Alliance.

20 Q  Okay.

21 A  So these guys were interested in funding this

22 activity and subsequently did fund it.  So that was the

23 reason to go talk with them.

24 Q  And did you give this presentation?

25 A  Yes, ma'am.
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1 Q  Okay.  And you mentioned that some of them had

2 relatives who were lupus patients?

3 A  Right.

4 Q  Now, were -- did any of those end up working

5 with the LuPPiN program?

6 A  No.

7 MS. MORALES:  Okay.  All right.  So it looks --

8 we're going to take a break and hopefully not be too much

9 longer after this.

10 (Brief recess.)

11 BY MS. MORALES:

12 Q  I'm handing you what we're marking as Exhibit 9.

13 (Lupin Exhibit No. 9 was

14 marked for identification.)

15 BY MS. MORALES:

16 Q  Take a minute to read that, and when you've had

17 a chance to review it, let me know.

18 A  Yep.

19 Q  And what is the document?

20 A  A set of slides that I showed at a biotech forum

21 at MedImmune in 2015.  Sort of summarized what we were

22 doing.

23 Q  And what was the purpose of giving the

24 presentation?

25 A  Basically to advertise who we were.
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1 Q  Advertise to who?

2 A  The rest of the biotech community in the

3 Maryland-Virginia area.

4 Q  What do you mean by the biotech community?

5 A  There's a meeting that's put on every year

6 hosted by MedImmune AstraZeneca where they invite many of

7 the smaller either biotech or pharmaceutical companies in

8 the region to come together for this meeting to kind of

9 think about common problems, most of which are funding.

10 But that's really the purpose of it.  And this was one that

11 was held in Gaithersburg in 2015.  So we were fortunate

12 enough to be identified and to have the opportunity to give

13 them a five-minute presentation about what we're doing.

14 Q  And how -- were you invited to give the

15 presentation?

16 A  Right.

17 Q  Okay.  And that was the -- Maryland Biotech

18 Forum is the name of the --

19 A  Correct.

20 Q  -- conference?

21 And it's sponsored by MedImmune and AstraZeneca?

22 A  Right, along with Virginia Bio and Maryland Bio

23 and a number of the other organizations that are involved

24 in trying to facilitate growth of a biotech sector in this

25 region.
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1 Q  Okay.  And we'd spoken about Virginia Bio

2 earlier, I know.  Is -- Maryland Bio, is that a similar

3 type of organization?

4 A  Yeah.  They have these organizations in each

5 state because especially around universities they have the

6 idea that they can stimulate the growth of biotech jobs and

7 that -- I think a governor -- one of the governors was --

8 was at this one.  You know, Virginia or -- or Maryland.  I

9 can't remember which.

10 Q  Okay.  And do you know about how many people

11 attended your presentation here?

12 A  I would guess somewhere between one and two

13 hundred.  Big auditorium.

14 Q  And these were professionals within the

15 industry?

16 A  Yeah, all within the biotech industry and, you

17 know, some small pharma companies that are also in the

18 region, as well as representatives of MedImmune and

19 AstraZeneca.

20 Q  Okay.  Can you name any of the other companies

21 that were at the meeting?

22 A  If you give me some warning, I probably could

23 have, but right at the moment -- whoever's in the region

24 was there.  There were a fair number of companies there.

25 Q  Okay.  And did you discuss the LuPPiN program at
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this —— this ——

A Yeah. It's on the last slide. It's been on the

slides of the presentations, but it's various things that

we were doing. I think on slide number whatever it is, at

the end here, it's mentioned as some of the things that

we'll do, we were engaged in.

Q Sure. And can you just read the number that

starts with APB down at the bottom of that page?

A APB confidential 00078. Not sure why it's

confidential. It was presented publicly. But anyway...

Q And what was discussed about the LuPPiN program

at that point?

A I think we went through all of the things that

we were engaged in at that time.

20

{1:4

 

151



l)

'0 CD

 

Peter Lipsky. M.D. 

 
I?0

Q And anyone else at the —— anyone else at the

meeting show interest in ——

A Yes. We talked to a number of local companies.

Q Um—hmm.

A Unfortunately, most of them were small and not

in a position to fund anything. But, you know, we

continued to discuss with a number of local companies

advancing some of their products into clinical trials, but

it's a slow process.

Q Okay. And did anyone begin participating in the

LuPPiN program as a result of this ——

A No.

Q —— meeting?

A No patients attended this.

Q Um—hmm.
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1 A  This is basically our outreach, part of our

2 outreach.  I mean, we don't market ourselves.  We don't --

3 we have a website.  I'm not -- they convinced me we need a

4 website.  Occasionally somebody responds to our website.

5 People like you probably figure out who we are from our

6 website.  But, in general, the way we market ourselves is

7 that we do it by word of mouth with our contacts, people

8 that we've consulted with, meet with, meet at meetings like

9 this.  And that's generally our major effective way of

10 marketing ourselves, including all the activities and, as

11 you see, including, at that time, the LuPPiN program.

12 Q  All right.  I'm going to give you what we're

13 marking as Exhibit 10.

14 (Lupin Exhibit No. 10 was

15 marked for identification.)

16 BY MS. MORALES:

17 Q  So once you've had a chance to look at this, let

18 me know.

19 A  Yep.  Yep.

20 Q  All right.  So what -- can you just describe

21 generally what this is?

22 A  It was the manual of what the patient educator

23 or patient partners would do and how -- what they would

24 learn, what they'd have to master in order to become,

25 basically, members of the LuPPiN network.  This was from a
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1 meeting in March of 2016, followed by a lot of work to

2 create all this document.  It has aspects that are related

3 to what lupus is all about.  And then a novel aspect of

4 this was starting around the section page 29 here that had

5 to do with education about what clinical trials were all

6 about.

7         Q  And you said that was novel.  Is that -- why was

8 that novel?

9         A  Well, because they're very -- you know, there's

10 a lot out there about what lupus is.  You can go to the Web

11 and you'll find dozens of places to find about what lupus,

12 but there's really nothing out there that educate patients

13 about what clinical research is, what clinical trials are

14 all about, what the protections are all about, what the

15 words are all about.  And this is just all new information

16 for patients.  So this is -- this is really the heart of

17 what we would have tried to teach them as we moved forward

18 with this program, including all of their rights and

19 protections and who everybody is and what Phase I and Phase

20 II is.  I mean, they're pretty proud of this product.  This

21 is actually very helpful.  And patients -- patients had

22 input into this.  Investigators had input into this.  This

23 is, I think, a really -- really good contribution, and it

24 would be the basis of the training manual for the LuPPiN

25 group.
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1         A  The -- which meeting, now?  We're --

2         Q  The March 2016, where you formulated the manual.

3         A  I'm thinking in the range of six to ten,

4 probably in the range of eight.  But I can't actually be

5 precise about that, but I could provide that information if

6 it was important.

7            (The following line was left blank at the

8 request of counsel.)

9

10         Q  And how many people, total, were at that

11 meeting?

12         A  Probably twice that, 12 to 14.

13         Q  Okay.  All right.  If we can get the -- request

14 that if we can get a copy of the subsequent version of that

15 draft produced, we'd appreciate that.

16            And -- let's see.  I think we discussed the

17 differences in the spelling of the two marks.

18         A  Um-hmm.

19         Q  So, as -- as spoken, are the marks Lupin

20 Pharmaceuticals -- the Lupin mark of my client and your

21 LuPPiN program, are those identical as spoken?

22         A  Well, we don't have the surname Pharmaceuticals.

23         Q  But the words that -- the words Lupin?

24         A  As far as I know, Lupin and LuPPiN sound the

25 same.
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applicable provisions of 37 C.F.R. 2.120 and Rules 33, 34 and 36 of the Federal Rules of Civil 

Procedure (“FRCP”), hereby responds as follows to Opposer Lupin Pharmaceutical, Inc.’s 

(“Lupin”) Second Set of Interrogatories:   

GENERAL OBJECTIONS 

Ampel repeats and adopts herein all of the General Objections set forth in its Answers to 

Lupin’s First Set of Interrogatories, which answers were served on October 17, 2016, and all 

such General Objections shall apply to Lupin’s Second Set of Interrogatories.  Subject to such 

objections, which are incorporated into each specific answer, and without waiver thereof, Ampel 

specifically objects and responds to Lupin’s Second Set of Interrogatories in correspondingly-

numbered paragraphs as set forth below. 

  



SPECIFIC OBJECTIONS AND ANSWERS TO INTERROGATORIES 

INTERROGATORY NO. 1:  Identify all of the symptoms of Lupus. 

ANSWER: In addition to the General Objections set forth above, Ampel objects to this 

Interrogatory on the ground that it is not relevant to the subject matter of this action, nor is it 

reasonably calculated to lead to the discovery of admissible evidence.  Further, the Opposer can 

obtain this information from numerous other sources. 

Without waiving such objection, Ampel answers as follows: 

The most common symptoms of Lupus are: extreme fatigue, headaches, painful or 

swollen joints, fever, anemia, swelling in feet, legs, hands, and/or around eyes, pleurisy, rash on 

face, photosensitivity, hair loss, abnormal blood clotting, Raynaud’s disease, and mouth and nose 

ulcers.      

   INTERROGATORY NO. 2:  Identify all pharmaceuticals on the “list” of 

pharmaceuticals referenced in APB0004 “that may assist in the treatment of Lupus.” 

ANSWER:   In addition to the General Objections set forth above, Ampel objects to this 

Interrogatory on the ground that it is not relevant to the subject matter of this action, nor is it 

reasonably calculated to lead to the discovery of admissible evidence.   

Without waiving this objection, Ampel answers as follows: 

Such pharmaceuticals are not approved for the treatment of Lupus, but are 

pharmaceuticals for which there are preliminary indications that they may have efficacy in 

treating Lupus.  These pharmaceuticals are described in the research paper entitled “Drug 

Repositioning in SLE:  Crowd-sourcing, Literature-mining and Big Data Analysis” (the 

“Research Paper”).  Ampel has disclosed a copy of the Research Paper herewith as Bates Nos. 

APB-00400 – APB-00420.  See also Bates No. APB-00421. 



INTERROGATORY NO. 3:  Identify all of the “157 Drugs and Treatments” referenced 

in APB000016 including, without limitation, all “Interesting Drugs in Development for Other 

Indications.” 

ANSWER:  In addition to the General Objections set forth above, Ampel objects to this 

Interrogatory on the ground that it is not relevant to the subject matter of this action, nor is it 

reasonably calculated to lead to the discovery of admissible evidence.   

Without waiving this objection, Ampel answers as follows: 

Such drugs and treatments are not approved for the treatment of Lupus, but are drugs and 

treatments for which there are preliminary indications that they may have efficacy in treating 

Lupus.  These drugs and treatments are described in the Research Paper.  See also Bates No. 

APB-00421. 

INTERROGATORY NO. 4:  Identify by title, date and place, all of the “medical 

conferences and seminars” identified by Applicant in response to Interrogatory No. 9, where 

Applicant promoted Applicant’s Trademark and/or Applicant’s Services offered thereunder. 

ANSWER:   

 The 2014 annual meeting of the American College of Rheumatology (ACR) 

which was held in Boston, Massachusetts from November 14-19, 2014.   

 A presentation to the Board of Alliance of Lupus Research in New York City on 

December 9, 2014 

 Maryland Biotech Forum in Gaithersburg, Maryland on March 31, 2015. 

 

 



AMPEL, LLC 
       Respondent 
 
 
 
/s/ Patrick Asplin     
PATRICK C. ASPLIN (VSB #46620) 
ANDREW B. STOCKMENT (VSB #79112)  
Of Lenhart Pettit 
530 East Main Street 
PO Box 2057 
Charlottesville, Virginia 22902 
(434) 979-1400  
(434) 977-5109 (Fax)  
Counsel for Applicant/Respondent 
 
 
 
 

CERTIFICATE OF SERVICE 

 I hereby certify that on December 2, 2016, I forwarded the foregoing Respondent’s 

Answers to Opposer’s Second Set of Interrogatories to the Opposer’s attorneys by email to the 
email address listed below:    

 
Thomas H. Curtin, Esq. 
Powley & Gibson, P.C. 
304 Hudson Street, 2nd Floor 
New York, NY 10013 

     thcurtin@powleygibson.com    

Counsel for Opposer/Petitioner 
   
  
 
     /s/ Patrick Asplin     

Counsel for Respondent  
 



VERIFICATION OF ANSWERS TO INTERROGATORIES

BEFORE ME, the undersigned. personally appeared Amrie Crammer. Chief Operating

Officer of Ampel. LLC. who being first duly sworn by me, said that she has read Respondent‘s

Answers to Opposer’s Second Set of Interrogatories and that the answers thereto are true and

correct to the best of her knowledge and belief.

AMPEL, LLC

3%
Amrie Grammer. COO

COMMONWEALTH OF VIRGINIA,

CITY/COUNTY OF A bermrle .to-wit:

Su scribed, sworn to and acknowledged before me on this I day of
Dggg! , 20l6 by Amrie Crammer in her capacity as Chief Operating Officer of

Ampel. LLC.

My commission expires: ”Z 3012020 .

 OTARY PUBLIC 

Registration No.: 6 O 2.
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SPECIAL ARTICLE 

Drug repositioning in SLE: crowd-sourcing, literature-mining

and Big Data analysis

AC Grammcr’, MM Ryals'. se Heuerl. RD Rohl'. s Madamanchi‘.

LS Davis}. B Lauwerys“. MD Catalina' and PE LipslcyI .
'AMI’EL BioSolutions and RlLtTl: Foundation. University of IVirginia Research Park. Clio rlottcsvillc. VA. USA; ‘Department of Internal

Medicine. LITSW Medical Center at Dallas. Dallas. TX. USA: and ’Llniversite (‘atholique de Louvain. Brussels. Belgium

Lupus patients are in need of modern drugs to treat specific manifestations of their disease
effectively and safely. in the past half century. only one new treatment has been approved
by the US Food and Drug Administration [FDA]: for systemic lupus erythetnatosus ISLE].
In 2014—2015. the FDA approved "ll new drugs. only one of which targeted a rheumatic
disease and ttotte of which was approved for use in SLE. Repositioning:repurposing drugs
approved for other diseases usmg multiple approaches is one possible means to find new
treatment options {or lupus patients. "Big Data" analysis approaches this challenge from
an unbiased standpoint whereas literature mining and crowd sourcing for candidates assessed
by the CoLTi. (Combined Lupus Treatment Scoring] system provide a hypothesis-based
approach to rank potential therapeutic candidates for possible clinical application Both
approaches mitigate risk since the candidates assessed have largerr been extensively tested
I" clinical trials for other indications. The usefulness of a multi-pronged approach to drug
repositioning in lupus is highlighted by orthogonal confirmation of hypothesis-based drug
repositioning predictions by “Big Data“ analysis of dichrc-ntially expressed genes from lupus
patient samples. The goal is to identify novel therapies that have the potential to affect disease
processes specifically. Involvement of SLE patients and the scientists that study this disease
in thinking about new drugs that may be effective in lupus though crowd-sourcing sites such
as LRttL-STAT (ivmvlinkedincom-irLlrxtstat] is important in stimulating the momentum
needed to test these novel drug targets for efficacy in lupus rapidly in small. proof-of-conecpt
trials conducted by LuCIN. the Lupus Clinical Investigators Network (mew.|inkedirt.cont.-‘itn
lucinstal). Lapin (Ztllfil 25, llil'l—llltl.

Key words: LRttL-STA'l': LuClN.‘ drug reput‘posing; drug repositioning: Slelara; ualekinu-
ntah; [L11 ILZ'fl‘ quiriacrirte; krill oil; HSCT: stem cells: meditation; mindfulness; ruxolrtmib;
tol'acittnitt: JAK; MEDI-TloQ; ILZI; scettlcinnmah; IL}?

Introduction “rcpurposed drugs“ since SLE patients are routinely
treated with drugs that were initially employed For
other diseases such as hydroxychloroquine used forDrug rcpurposing is not a new concept. However. . _
malaria. cyclophospltamtde (CTX) used for cancer.using an evidence—based approach to examine drugs

approved for one indication for their potential in sys-
temic lupus erythematosus (SLE) is uncharted terri-

tory. Repositioning. rescuc‘ rcprofilingt retooling.
and remaking are other commonly used terms for
the process of utilizing a drug approved or tested for
one condition for a completely different disease.' i
Lupus patients and the rheumatologists that care for
them are unconsciously familiar with the concept of
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mycophenolate approved for transplant rejection.
and t'ittntimab approved for lymphoma. Surprisingly.
only four medications have been approved by the US
Food and Drug Administration {FDA} for treatment

of lupus patients (hydroxycholoroquine. aspirin, pred-
nisone‘ and belirnuntab).

Even as recently as Elll3. deciphering which
approved drugs might be appropriate for lupus
patients was a daunting task. A variety of approaches
are described in Figure 1. Traditionally, as occurred
in the lupus field. drugs were rcpurposed because of
opportune clinical observations andlor oil—target
properties. BiotcehrPhat-ma companies often look

lill ”limo! 20313353123?
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Repositioning“ 
Figure l Multi-pt‘ongcd approaches to drug repositioning.

For drugs with similar structures or adverse events

by rescrecning against targets with related three-

dimensional strucrural elements when attempting to
repurposc existing compounds."‘3 In the last f'ew
years, genome wide association studies (GWAS)

began to identify potential disease-associated gen-
etic perturbations that could serve as the basis of

new target identification in many diseases}I includ-
ing SLEEP-g Advances in bioinforiiiatics approaches
including analysis of differential expression of
mRNA and miRNA,“H9 as well as methylation
status of promoter regions in patients compared
to norntals.2l"3' pmvide additional powerful tools
to identify new targets of therapeutic intervention.

There is an intense interest from Bioteclthharma

to try to rescue pipeline drugs that failed in an add-

itional indication or did not achieve FDA approval.
Rheumatologists are also interested in reposition-
ing. drugs since BioteehfPharma, with one excep-
tion, has not been successful in bringing new
drugs for SLE patients to market. MOTCOVCI'. stan-

dard-of-care (SOC) lupus treatments have serious

side effects. and lack the necessary precision to
target lupus pathways Specifically and thereby
address signs and symptoms of the disease in indi-
vidual patients. Emphasizing the potential value of
drug repositioning in lupus is that fact that belimu-

mab (Benlysta, anti-BLySJ‘BAFF} is the only drug
approved For SLE in the last 50 years.

These considerations stimulated a push in the
spring of 2013 by the Alliance For Lupus
Research (ALR) and the Lupus Research institute
(LRI) to launch a drug repositioning eli'ort {www
linkedin.con't,.r'inf|rslstatl. LRxl- {Lupus Treatment

Minn]. novel targets and dials-lat 51.!
ii: Grammar of ii.

USU-STAT {SLE Treatment Acceleration Trials).

Despite best clients by academics and the pharma-
ceuticalibiotcch industry. the pace of development

of new therapies for lupus patients is painfully
slow. Even in well-described diseases with a large

market forces. bringing a new drug through the

FDA-approval process takes 10—15 years and $1;
5—2.6 billion with less than a 10% success rate."

Lupus remains a serious unmet medical need and

the need for rethinking the approach ‘to find new
therapies for SLE patients is urgent?“

The initial repositioning approach initiated by

the ALR and [Rh now merged into one organiza—
tion called the LRA tLupus Research Alliance).

was a combination of crowd-sourcing and litera-

ture mining. This generated a large number of

drug candidates that were prioritized using a corn-

positc scoring system of drug attributes, the
Combined Lupus Treatment Scoring tCoLTs)

system. This system ranks compounds numerically

based on scientific rationale. experience in lupus
miccfhuman cells. previous clinical experience in
autoimmunity. drug properties. and adverse eventN m .
profilc."“ Parallel efforts with support from the
John and Marcia Goldman Foundation resulted

in the development of a novel comprehensive
meta-analysis algorithm that interrogates data

from more than 2000 lupus gene expression profiles

from the periphery as well as synovium. skin and
kidney?“3 Combining hypothesis-driven and non-
biased approaches permits a better understanding
of the systemic autoimmune and inflammatory net-
works operate in lupus and is useful to identify
novel drugs as well as pathways that might be tar-
gets of therapeutic interventions-

LRxL—STAT: ranking potential treatments
for SLE patients using CoLTs

Repositioning drugs into lupus has the potential to
deliver new treatments to patients more quickly
than standard drug development programs because

early tire-clinical work as well as dosing. formula-
tion. side effects. drug tnetabolismlinteraction and
pharmaeokineticfdynamic issues have already been
characterized leaving only demonstration of effi-

cacy in lupus to be determined. The 2013 goal of
the LRxL—STAT initiative was to examine all com-

pounds approved by the FDA for any indication
{approximately 1100 compounds for 6800 indica-
tions). narrow down the list (LRxL) to those that
may be efficacious in lupus patients {15? com-
pounds}. and to rank potential lupus treatments

HS]

———‘——-'——-———-—__.__

Dumb-minim w.mwwal mbeeelltlw? 21:15



trimming 11ml targets amt drugs In SLElit”. Grammar 1!! a! 

1152

Lupus

using the evidence-based scoring system CoLTs.
Consideration of ”it new drugs approved by the

FDA in 2014-2015 generated an additional 10 can-

didates with an appropriate set of characteristics to
consider for CoLT scoring. The LRxL was con-
structed with extensive input from the interested

lupus community, including patients. Excluded
from the literature search were all drugs widely

used for SLE (whether approved or not) as well
as drugs known to be in development for SLE by
BioteehfPharma. All data used were in the public

domain and no drug combinations were addressed.

To compare and contrast candidates for repos-

itioning into SLE, a novel 500an method was devel-
oped called CoLTs to rank the identified drugs,l
therapies comparatively by a number of essential
characteristics, including scientific rationale, experi-

ence in lupus mice/human cells (tare-clinical). previ-
ous clinical experience in autoimmunity, drug

properties and safety profile including adverse
events.19 Potential candidates were scored in each

of five categories: small molecules, cellular therapies.
complementary and alternative therapies as well as

drugs in development (DiD). Of the IS? therapies

initially screened, more than 20 had an appropriate
set of characteristics to consider for testing in clinical

trials for lupus, including drugs targeting cellular
metabolism, ltinascs= the immune system, HDACs.

cotnplement as well as cellular therapies and non—
drug interventions. Consideration of the drugs

approved by the FDA in 2014—2015 generated add-
itional candidates with an appropriate set ofcharac—

tcristics to consider for CoLT scoring and potential

tcsting in lupus clinical trials,”31 including inhibi—
tors of P13K, PDE4, PARP, and HDACs as well as

biologics with specificity for iLS, [111. [Lil
lLl'ialpha, VEGFRZ, integrin receptors, and
CD33. Newly approved PD] checkpoint inhibitors

that might have deletion as well as agonistic proper-
ties wcrc also considered.

The objective of the CoLTs system was to

develop a metric that could capture applicable
information from the literature and yield a compos-

ite score that would plausibly suggest that a drug
candidate might be successful in lupus clinical
trials. Of significance‘ the CoLT score reflects the
state of knowledge at the time the candidate was

scored but was designed to be dynamic and incorp-
orate new knowledge as it becomes available. The

motivation to develop the CoLTs system was the
need for an objective way Io score candidates,

taking into consideration both likely efficacy as
well as expected adverse event profile in lupus
patients. Although eSIimations of possible efficacy,
including mechanism of action, experience in 

animal models, pathway abnormalities identified
in lupus patients, and previous clinical experience in
other autoimmune/inflammatory experience were all

thought to be valuable and carefully scored, greater
weight was given to the adverse event profile. The
adverse event profile is of particular importance in
SLE where treatments with drugs such as glucoeortic—

oids and immunosuppressive agents increase risk of
infections, which could limit the use of other immu-

nomodulatory therapies. Finally. properties of the

compounds, including route of administration,
dosing, drug meta bolisrn, and drug—drug interactions.
were also scored, since they can be essential determin-
ants of success in a chronic disease often treated with

multiple drugs. Multiple iterations of the scoring
system were considered in order to find the best com-
binatiOn of characteristics that separated drug candi—

dates with a greater likelihood of success iron-I those
with a less attractive set of characteristics. The CoLTs

system was validated by scoring a number of SOC

agents and seeking f‘acc validity from experienced
clinicians. The outcome was the CoLT score that pro-

vides a useful means to prioritize treatment candi-

dates for SLE but is a dynamic, flexible
measurement that takes into account new informa-

tion about a therapy as il becomes available.

Initially. one hundred and fifty seven therapies

were examined in detail by the LRxL—STAT initia-
tive (99 small molecules, 41 biologics, S cellular

therapies. and 12 CAM (complementary and alter—
native medicines; see www.linkedincomfinjlrxlstat

for the complete listing). The initial goal was to

evaluate the likelihood of success ol‘ repositioning

FDA-approved drug in SLE so the evaluation list
scored with COLTS was focused on the 76 FDA-

approved or GRAS (Generally Recognized as Safe)
therapies that scored higher than commonly used

SOC lupus medications (Table 1). Drugs that
scored higher titan SOC medications were cort-

sidcred to be "high priority” and worth considering
for small. proof-of—concept trials (STAT, SLE

Treatment Acceleration Trials) that will potentially
be carried out by the Lupus Clinical Investigators
Network (LuClN, wwwlinkedin.com/inllucinstat).

As described previously and reviewed here,
CoLT scores were calculated based on a numerical

ranking system of —16 to+ll (Figures 2 and 3).
All data used for scoring is in the public domain.
Ten categories were scored for each candidate.

Rationale was scored from 0 to+3, a sliding scale
from “no role in lupus” receiving a zero and
“demonstrated role in lupus pathogenesis" receiv-

ing a + 3. Pre—clinical experience (lupus mice}. lupus
cells in viii-o. lupus abnormality, autoimmunity
clinical experience. and lupus clinical experience

Dam-ileum Ira-n”4).qu by gust atW2. fits
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Table i LRxL-STAT identifies candidate drugs for repositioning into SLE

FDA—a pproied FD A—a pproved FDJK-approved
EBA-approved biologic; biologics [cont] small molecules small molecules [cone]

Abalaceftt! Iril'lthirnah‘I Arathinprine (SOC)5 N-Acctyl cysteine'
Adalimumah‘ Natalizurtiab‘I Ahacavir‘ ' Nelfinavir‘

Belimumab {SOC}? Cll'alumumahi Apm‘uilast’ NiloLinib"
{Denalizumab chol‘ Pembrolizumabz Bofiewmib‘ Orlistat“‘
lieulizumabw Rituttimt‘tb4 Carfilmrnih‘ Panzupsnibd
EtanercernS Tocilizurna‘na Crizolinlb“ Qfliflm'fl'm?
(filtllirnnmatli Uslclinunmb m I): salinib" Roflumilasl"

Dimcthyl anarate‘ Rorrtidepsitzla
Complementary small molecules (Callas) Cellular therapies Dipvrtdamcle“ Rosiglitazone'

Erlntinih“ Ruxolinib"

Creatinine‘ Allngeneic HSC'I’JI EvernlirnusJ Sin-litmus:
Culeumin? Amolagous NSCT' Fingolimod’ Scrafenib—3
Nicotinamide adenine dittutlctitide‘1 Meetincbrmal SCT= Ulaiiramer act-Late—z Stating.- (SICK?)fl
Omega-3 ran on rmm‘ Tregs‘ Gefitinib' Sumtimh‘
Prontcthylation diet (choline. methionine. relic acid)“ Hydrnsyclilnmquine (somi TacwliumfiS
Resveratml" lbrutinib‘ Tarn-milieuit

Tetrahytlrt'ihiopuu'inU ldelalisib' Tent\fa\'ir'
TwHF (Thunder God \‘inej1 lmatinib‘ Teril'lunornidi:T
Ergomleifeml [Vitamin D1“ lrinOtecan" 'l'l'.alidomide"I

L;Jm'|\"l.utlirie‘I Tol‘aeitinih1

Alternative medicinufflturapies Lupatinil't'o Iitalproic Acidn
Leflunomjde" \t'atnclt.‘laujb_T

Atlupunclure' Llrntllidon'tidc"s Vemural'cnib‘é
lltrailiisttoit,riiiitilia_‘.-’nl'tiess"I Metlnrn'iin' \‘Orinostat"
Yoga-1 Zidovudine“:

categories were scored from —I [0+ 1; a candidate pulmonary. skin) from Medseape were used to cal-
was given a score of -l for “no benefit or not culate COLTs “adverse event sub-score." Most

verified/present,“ zero for "not determined/co uivo- FDA-assigned “Black Box Warning” (BBW) auto—
cal," or +1 for positive evidence. Properties ofeach matically were scored as a —5. 01' note, hypersen-

candidate were 5:10er From —3 to+3. as detailed sitivity adverse events were not sconcd. Using the
in Figure 2 based on routeft'requency administra- renal category as an example, since lupus patients
tion. characteristics, specificity, interactions with are especially susceptible to kidney side effects,
SOC medications. Since some drugs have been compounds were given a —4 for increasing/ indu-
shown to induce lupus= this category was scored cing renal impairment {failure as Well as far an

as +1 for “induces lupus" and zero for a drug increasing risk of renal toxicity or glomeruloneph-
that does not induce lupus. Metabolism of each ritis. Each event Ofincreasiiig the risk ol‘ hypokal-
compound was scored from —2 to zero. Ila candi- emia or hypophosphatemia was given a — I.
date utilizes p450 enzymes for metabolism and has The COLT scores Of all LRxL-STAT reposition—
greater than 20% excretion by the kidneys,the drug ing candidates are shown in Table l; in this table

received a —2. If one condition was met, the drug and below, COLT scores are in superscript. Pre-
received a —l. Zero was assigned if the drug was clinical or clinical experience in autoimmune dis-
not heavily metabolized by liver cytochrome oxi- eases was typically available in the literature for
dases and excretion by the kidneys was less than high priority candidates SOC lupus medications
20%. Belimumab and Hydroxychloroquinc (HCQ)

Adverse events were heavily weighted as a com- received a COLT score of 5 whereas Rituximab

ponenl ol' the COLT score, numerically ranging received a COLT score of 4 (Figure 3). The top
from —5 to zero. The following formula was used scoring candidates for repositioning in each cat—
to calculate the Adverse Events CoLTs sub-score: cgory are bolded in Table l and are as follows:

[sum of AE severity][#AEs]=ToxPrOduct 4 con- biologic. Stelara/ustekinumabm targeting the p40
verted to whole number scale. subunit of lLl'ZfZ] (called ILlZB}; 5mm? molecule,

Adverse event (AB) severity scores (renal, liver. the lysosomal neutralizer quinacrinef Cellular ther-
cardiovaseular, infection, cytoIOgieal, cancer, spy, autologous hematopoietic stem cell

Lupus

mmMmfl.wm by guest in Dream 2. N16
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Rationale (0 [0 +3] Nflflf Pas-ii“? Uh’h' Demonstrated

Role in lupus pwhflgenetit a t 2 3

Lupus mice Done. no benefit Nil/conflicting results Benefit
(-1 to +1) -l 0 l

Done, not verified nib/conflicting results Target identified
-i' 0 .l'

Target active/abnormal

 

 

Lupus cells in vitro
{-1 to +l_l

Lupus Abuanrudity Studied, ml.‘ present

(—I to +1) -I 0 l

Trial no {fleet} NDidifi' results Beneficial mall

('artflirJIin_g result: dw— dilttfatex Cuse rqmn
-l til 1'

Nni’difresnlts

conflicting remit: difidi-"W‘R‘X ca” "W”
-l' t) l'

‘51)! w SOC lupus drugs; ”1-: (tandem: *SC. Hr: ur humanized.

m-rtrpeefifir in inner till'getx 5 gm one}: eighty specific
-1 fl 1'

Induces Lupus (-1 In it) Yes No
_ l t?

P450 issues «5 (145035“: OR NO p450 issuer ii

>20% kidney excretion )20’36 l‘idnc) aeration (20‘)? kidney excretion

—E’ J ,t

 

NDIrnnflicring results
 

Autoimmunity
Clinical Experience. (—1 to +1)
 

Lupus Clinical Experi once Trial no effect! Herttjfic ial' rrt'al‘.’
t-l tn+tt

Drug Properties [-3 to +3}

”fur each

 

Drug Metabolism (-2 to U}

Adverse Events (-5 to {l}

 
  

Figure 2 Components of Combined Lupus Treatment Scoring {CoLTs} to rank potential candidates for rcpositioriing in inpus.
The CoLT score for each drug candidate was calculated based on a numerical scoring system tit—1610+”. Rationale was scored
based on scientific evidence I'or a role in lupus pathogenesis (0. no role; 1, possible role; 2, like]y role; 3, demonstrated role). Pre-
clinical evidence was assessed in inpus mice {— I, no benefit: 0, not deter-muted (ND) or equivocal; l, benefit) or in t’tl‘t'fl with human
cells (—1. not verified; 0. ND or equivocal; 1. target identified). Lupus abnormality was assessed {—1. studied but not present; 0.
ND or studied with conflicting results; 1. target active or abnormal). Clinical experience was assessed in autoimmune disease or In
lupus itselft—l, trial no etcht or conflicting results; 0, ND or dil'l'ercttl results in difl'erent diseases; t, beneficial trial or case report).
Properties: —l was given for non-specificity with many targets or for each drug—drug interaction (DDI) with SOC lupus drugs
(corticosteroids. MMF, AZA, CTX, statins. ACE inhibitors): G if the drug is- chimerie or administered IV or: BID; for each ofthe
following. 1 point was given: if the drug is Hu or humanized, administered SC. given once a day, specific for its target. Induces
lupus? (0. no; I. yes). Drug metabolism was asaessed (—2, p450 metabolism and >20‘TIE- kidney excretion; —|. p450 metabolism
OR a 20% kidney excretion; ll, no [1450 issues or s: 20% kidney excretion}. The rationale is summarized in Table 2.

transplantation? CAM: ome 3-3 PUFA {krill oil)3
and meditationfmindfulncss. (CoLT scores are
indicated by superscript). All results were vetted

by a committee of experts organized by the ALR
and LRI in the spring of 20l3 that reviewed the

details of the CoLT scores (W Paul. Committee

Chair with members I. Browning, M. Crow, I.
Craft. M. Collins. P. Isakson, M. Sykes, and V.
Wcrth).

The initial goal of scoring drugs approved by the
FDA for a non—lupus indication with the hope of
encouraging Biotccli/Pharma to test efficacy in
lupus patients was realized in the fall of 2015.

Based on LRxL-STAT‘S high priority COLT
score, Jansscn Pharmaceuticals decided to test offi-

cacy oFStclarafiustckinumab in lupus, with a Phase 

'[]a trial that began in the fall of 2015 (NCT-

02349061). A number of the academic lupus centers
that comprise the Lupus Clinical Investigators

Network (LuClN, www.linkedin.comjin/lucinstat)
are participants in this trial of Stelara/ustekinumab
in lupus patients.

The LRxL-STAT initiative is a living entity that
is a vibrant and keeps tip-to-date with all drugs
approved by the FDA. In addition, the COLT scor—

ing is a dynamic process that was designed to con-
stantly incorporate new information as it becomes

available. Of all of' the drugs approved by the FDA
in 2014—2015, a number haw: potential to be high—
priority candidates For repositioning into SLE as
their targets are identical to drugs with high
CoLT scores. Newly approved Ninlat'o,’isazomib
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Figure 3 Combined Lupus Treatmtul Scoring (Cu LTs, #16 to l l) of lupus SOC and lop—ranked drugs for repositioning in lupus
(see Table 3}.

Table 2 Categories of CoLT scoring
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inhibits the proteasomc in a similar manner as

Velcadefbortezomibfi, resulting in inlracellular
build-up of ubiquitylated proteins followed by
apoplosis. The 1L6 antagonist Sylvamg'siltuximab
(anti-1L6) affects the same pathway as Aclcmra/

tocilizumab” (anti-11-611) and exerts anti-inflamma-
tory CHCCIS as well as interferes Wilh [he differenti-

ationfmaintcnancc of plasma cells. Similar to the

LRxL-STAT candidate vorinostalfi, Beldodaq,’heli-
HOSIaL Fanrdakg'panobinosmt. and givinoslal are 

www.mflmnymmmaxm
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Table 3 Rationale for CoLTs of top-ran ked drugs for
repositioning in lupus__.——_—_.-_—-—

Beltmurnab HCQ Rilusimab

Rationale (0 104-3) 2
Lupus rrucc (—I 10+ 1) I
Lupus cells in euro t—l to+ l) t
Lupus abnormality (——l to+ I) 1
Autormrnunlly clinical —I

experience (—1 tc+ l)
Lupus clinical experience (-1 to + I]
Drug preperties (—3 to+ 3i
Induces lupus {Hi to ti}
Metabolism of drug {—2 to n}
Adverse evenL'i [—5 lo 0}

3
[l
l
l
I IEI-DCIJ

l l
2 fl
0 I]
I] -|

—2 —| —DS—-c
COLTS 5 5 3

inhibitors of class i HDACs but also inhibit class II

HDACs; both classes of HDACi induce intracellu-

lar accumulation of acetylated histones followed by

apoptosis.
There are a number of newly approved bio-

logies specific for lineage markers that delete

lymphocytes in a variety of ways.
BlinaturnmnabjBlincyto, a Dual-Afinity Re-

Targe-ting (DART) antibody specific for CD3
and CD19 that was suggested to LRsL-STAT

when it was in development. goes a step

beyond rituximab“ since it targets CD3+ T cells
as well as CDI9T B cells, inducing CU?!+ T cells

to kill targeted B cells. A newly approved bio-

logic= daratumumab/Darzalex. targets CD38

which is highly expressed on autoantibody secret-

ing plasma cells but is also expressed on 3 var-
iety of other cell types and deletes thcnr by
ADCC.

A number of “lirst-in-class" drugs approved by the
FDA in EON—2015 may also be efiicacious for lupus
patients. The PDEA small molecule inhibitors

Dalirespfroflurnilast and Otezlaiapremilast receive

high priority CoLT scores, 6 and 5 respectively.

Phosphodic-sterasc4 inhibitors prCVCm breakdown

of CAMP and are anti-inflammatory because CAMP
inhibition lowers the activation state 01‘ transcription
factors required for the transcription of inflammatory
cytokincs Such as IL]2,’IL23p40 and [1.17. A new

biologic targeting one of the products of Th1}' cells

through its specificity for ILl7or, called secukinumab/
Cosentyx receives a high CoLT score of 8.

A number of the drugs approved in 20l4—2015

target proteins are relevant to the pathophysiology
of lupus but do not score well on the COLT scale

because of other issues. Eligustatli'Cerdelga that 
Lupus

inhibits glucosylceramide synthase may have some
potential in lupus cerehritis but its lack of clinical
experience in autoimmunity, mixed evidence from
lupus mice. utilization of P450 for metabolism and
high usage of kidneys for excretion makes it a low
priority candidate for lupus drug repositioning.
Another interesting candidate targets Th2 cyto-

kines, mepolizumab/Nucala (1L5). The target of
rnepoliziurnab/Nucala, [L5, is a potential bio-
marker of lupus nephritis and is one of the predict-
ive markers in cerebrosrsinal fluid (CSF) for iupus
cerebritis.” More work will need to be done to

investigate the potential for mepoliziumabi’Nucala
to be repositioned into lupus. Although the integrin
receptor antagonist vcdolizutnabr‘Entyvio was ini-
tially attractive for repositioning into lupus: further

investigation revealed that it primarily targets
inflammation in the gut by preventing the i146;

integrin subunit from binding to MAdCAMl.

The VEGFRZ target of ramucirumab/Cyramza

does not score well since the target has conflicting
evidence in both the lupus mice and human lupus

abnormality categories.” Nexavarisorafenib, the
previously approved small molecule antagonist of
VEGFR2 as well as PDGFR and RA F, received a

COLT score of —3 due to A155 and toxicity. A var-
iety of intracellular-signaling inhibitors were inves-

tigated as potential candidates for repositioning
into lupus. Kinase inhibitors eeritinib/Zykadia (tar-

geting ALK), selurnetinib (targeting MEK1,2). ide-

lalisibiZydelig (targeting PIBKdelta), and
osemertinihfl'agrisso (receptor Ter inhibitor}

were less attractive as potential candidates for

repositioning into lupus because of severe adverSe
events that result in negative CoLT scores similar

to the kinase inhibitor )(allrori/crizotinib—4 (target-
ing ALK). The PAR? (poly ADP-ribose polymer-
ase) inhibitor olaparibg’Lynparza that interferes

with the DNA repair process and thus potential
mutations leading to autoantibody production has

good rationale, but its severe adverse event profile
in combination with its utilization of P450 for

metabolism and high usage of kidneys for excretion
makes it a low priority candidate for lupus drug
repositioning. Finally, adverse event profiles as
well as negative results in lupus mouse tnodels do

not suggest that the checkpoint inhibitors, pembro-
lizumabiKeytruda (anti-PDI) and nivolurnabf
Opdivo (anti-PDlLl] are good candidates for
repositioning into lupus. However, agonistic anti—
bodies directed against PDI remain an attractive

target as a means to inhibit the function of acti-

vated T cells and especially Tm cells.37‘39
Deleting anti-FD] antibodies might also be worth

considering in the future. Top priority drug

MM turn hymen-n by flufll on Devonian-l. ms
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Figure 4 Gene expression approach to drug repositioning: predicting drug candidates using LINCS. Drug induced transcrip—
tional modules in the LINCS database give insughts inlo drug action as well as functionls) ol‘groups of genes targeted by drugs.
Signatures in thc LINCS database gcncralcd by in mm manipulation (deletion or ovcrcxprcssion) as well as drug incubation are
compared to a disease signalurc Ii.c.. DE gent-s I‘rnm poriphcral B

candidates considered by LRxL-STAT for repos-
itioning into 81.13 are shown in Table l.

Bioinformaric confirmation of top ranked drugs

for repositioning into lupus

To confirm high priority drugs idcntilicd by Col.T

scoring through the LRxL-STAT initiative by
orthogonal methodology and to identify more
drug repositioning candidates for lupus paticnts. a
second approach commonly used is the perturba-
gen database developed by the Broad Institute and

publioally available at http:,“rtwwwiincscloudorgl
llfltlllr' called LINCS [Library of Integrated
Nelwork~Bascd Ccllular Signatures) {Figure 4).
The LlNCScloud is a scarchablc database that

cmcrgcd from cMAP (connectivity MAP]. The

first version of cMAP was devclopcd by the
Broad Institute in 2006 using the Allymclrix
human genome U133 tlth133} tnicroarray plat-
form and consisted ofa repository of four human

cell lines treated with ~43th drugs. Subsequently.
the Broad Institute cxpandcd thc set to mun
expression profiles and H.000 compounds. A new
technology called the L100!) platl’orrn was

coils: SLE Vs normal individuals}.

developed for the next major version of cMAP

that is locatcd at "lincscloud". using Lumincx
l-‘loxmap SD bcad tcchnology that contained far

greater probe sets than the th|33 arrays. The
Bro-ad‘s Llflllfl rcsults arc the publicnlly available
transcription response portion of LINCS. and cur-

rcnlly contains rcprcscntativc infonnation linking
gene expression to pcrlurbagcn profiles. gcncrated

from more than [.4 million gene: expression profiles

obtained From 25 major cell types that were antag~
onized by 20,413 chemical perturbagcns and 22.| l9

knockout or ovcrcxprcssion genetic perturbagcns.
Whereas LRxL-STAT is an hypothesis~drivcn

literature-search approach involving crowd sour-
cing through the Linkcdln site. intensive litcralure

mining and evaluation with the objective CoLT

scoring tool (Figurc SJ. LINCS connectivity scoring
afi'ords the opportunity for a non-biased and

experimentally-based comparison of the cxpcri-
mentally ohscrvcd gcnc expression changcs induced
by various drugs and gcnc pcrturbations (to, what

genes are up and tlownrcgulatcd by a given pertur-
hagcn} with gene expression abnormalities in lupus
identified by meta-analysis of gene expression
profiles.

As is standard practice to dctcrrninc gcnc cxpros-
sion abnormalities. microarrtty data gcncratcd from——————-—_._..____—___-.

Lupus
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Mark Information

Mark Literal ACORDA
Elements:

Standard Character Yes The mark consists of standard diaraclers without claim to any particular font style, size, or color.
Claim:

Mark Drawing 4 - STANDARD CHARACTER MARK
Type: 

Related Properties Information
 

Claimed Ownership 2913451, 3565849
of US

Registrations: 

Goods and Services

Note: The following symbols indicate that the registrant/owner has amended the goods/services.

o Brackets [..] indicate deleted goods/servrces,
I Double parenthesis ((._)) identify any goods/services not claimed in a Section 15 affidavit of inconteslability; and
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For: Pharmaceutical and biological preparations used in the treatment of neurological diseases, disorders or conditions

International 005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
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Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 01,2001 Use in Commerce: Jun. 01,2001
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Class Status: ACTIVE
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Basis: 1(a)

First Use: Jun. 2008 Use in Commerce: Jun. 2008
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041 - Primary Class U.S Class(es): 100, 101, 107
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Basis: 1(a)

First Use: Jun. 2009 Use in Commerce: Jun. 2009

For: Hosting an on-line community website featuring information related to neurologic disorders; computer services, namely, creating an on-
line community for registered users to participate in discussions, get feedback from their peers, form virtual communities, and engage
in social networking concerning issues related to neurologic disorders; Providing a website featuring technology that enables users to
search, watch, share, and comment on documents, videos, audio and other multimedia content concerning issues related to neurologic
disorders
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Class Status: ACTIVE
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Filed 44E: No Currently 44E: No Amended 44E: No
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Ardsley, NEW YORK 10502
UNITED STATES

Legal Entity Type: CORPORATION State or Country
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DELAWARE
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Attorney Name: Joseph C. Guagliardo, Esq. Docket Number: 127304.25/8
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Email Address:

docketingpgh@pepperlaw.com Attorney Email
Authorized:
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Correspondent
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JOSEPH C. GUAGLIARDO, ESQ.
PEPPER HAMILTON LLP
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3000 Two Logan Square
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Sep. 18, 2015 USE AMENDMENT FILED 66230

Sep. 18, 2015 TEAS CHANGE OF CORRESPONDENCE RECEIVED

Sep. 18, 2015 TEAS STATEMENT OF USE RECEIVED

Mar. 26, 2015 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Mar. 25, 2015 EXTENSION 5 GRANTED 66230

Mar. 18, 2015 EXTENSION 5 FILED 66230

Mar. 18, 2015 TEAS EXTENSION RECEIVED

Oct. 30, 2014 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Oct. 29, 2014 EXTENSION 4 GRANTED 66230

Sep. 18, 2014 EXTENSION 4 FILED 66230

Oct. 24, 2014 NOTICE OF REVIVAL - E-MAILED

Oct. 23, 2014 EXTENSION RECEIVED WITH TEAS PETITION

Oct. 23, 2014 PETITION TO REVIVE-GRANTED 88889

Oct. 23, 2014 TEAS PETITION TO REVIVE RECEIVED

Oct. 20, 2014 ABANDONMENT NOTICE MAILED - NO USE STATEMENT FILED

Oct. 20, 2014 ABANDONMENT - NO USE STATEMENT FILED 99999

Mar. 27, 2014 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Mar. 26, 2014 EXTENSION 3 GRANTED 66230

Mar. 17, 2014 EXTENSION 3 FILED 66230

Mar. 17, 2014 TEAS EXTENSION RECEIVED

Sep. 24, 2013 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Sep. 23, 2013 EXTENSION 2 GRANTED 66230

Sep. 18, 2013 EXTENSION 2 FILED 66230

Sep. 18, 2013 TEAS EXTENSION RECEIVED

Apr. 05, 2013 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Apr. 04, 2013 EXTENSION 1 GRANTED 66230

Mar. 16, 2013 EXTENSION 1 FILED 66230

Apr. 02, 2013 CASE ASSIGNED TO INTENT TO USE PARALEGAL 66230

Mar. 16, 2013 TEAS EXTENSION RECEIVED

Sep. 18, 2012 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Jul. 24, 2012 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Jul. 24, 2012 PUBLISHED FOR OPPOSITION

Jul. 04, 2012 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Jun. 21, 2012 LAW OFFICE PUBLICATION REVIEW COMPLETED 73296

Jun. 20, 2012 ASSIGNED TO LIE 73296

Jun. 02, 2012 APPROVED FOR PUB - PRINCIPAL REGISTER

Jun. 01, 2012 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Jun. 01, 2012 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Jun. 01, 2012 TEAS REQUEST FOR RECONSIDERATION RECEIVED

May 31, 2012 TEAS CHANGE OF CORRESPONDENCE RECEIVED

Dec. 01, 2011 NOTIFICATION OF FINAL REFUSAL EMAILED

Dec. 01, 2011 FINAL REFUSAL E-MAILED

Dec. 01, 2011 FINAL REFUSAL WRITTEN 74819



Nov. 21, 2011 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Nov. 21, 2011 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Nov. 21, 2011 TEAS RESPONSE TO OFFICE ACTION RECEIVED

May 19, 2011 NOTIFICATION OF NON-FINAL ACTION E-MAILED 6325

May 19, 2011 NON-FINAL ACTION E-MAILED 6325

May 19, 2011 NON-FINAL ACTION WRITTEN 74819

May 19, 2011 ASSIGNED TO EXAMINER 74819

Mar. 01, 2011 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Feb. 28, 2011 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Oct. 16, 2015



Int. C15,: 5, 10, 41, and 44

Prior U.S. C152: 6, 18, 26, 39, 44, 46, 51, 52, 100, 101,
and 107

United States Patent and Trademark Office
Reg. No. 3,596,709
Registered Mar. 24. 3009 

TRADEMARK

SERVICE MARK

PRINCIPAL REGISTER

ALLERGAN

ALLERGAN. INC. (DELAWARE CORPORATION)
2525 DUPONT DRIVE
IRVINE. CA 92612

FOR: HOUSE MARK USED FOR A LINE. OF
PHARMACEUTICALS USED IN CONNECTION
WITH ANTI-AGING. THE TREATMENT OF GLA-
BELLAR LIKES. FACIAL WRINKLES‘. ASYM'ME-
TRIES AND DEFECTS AND CONDITIONS OF THE
HUMAN SKIN. FACIAL AESTl-LETIC SURGERY.
FACIAL AES'II-IE'IIC RECONSTRUCTION. BREAST
AESTHE'IICS AIND ANTI-OBESITY. IN CLASS 5
{U.S. CLS. 6. 18,314.45. 51 AND 52).

FIRST USE 930-1990: IN COMMERCE LEE-1992.

FOR: HOUSE MARK USED FOR A LINE OF
MEDICAL DEVICES USED IN CONNECTION WITH
ANTI-AGING. THE TREATMENT OF GLABELLAR
LINES. FACIAL WRINKLES. ASYMMETRIES AND
DEFECT5 AND CONDITIONS OF THE HUMAN
SKIN. FACIAL AESTI-IETIC SURGERY. FACIAL
AESTHETIC RECONSTRUCTION, BREAST AES-
THETICS AND ANITvOBESITY. IN CLASS 10 (US.
CLS. 26. 39 AND 44-).

FIRST USE 11-30-2005; IN COMMERCE 11-30-2006.

FOR: PATIENT EDUCATION SERVICES. NAME-
LY. CLASSES, SEMINARS AND WORKSHOPS IN
THE FIELDS 0F BREAST AESTHETIC AND ma~
CONSTRUCTION. FACIAL AESTHETIC AND ANTI-
OBESITY SURGERY. [N CLASS 41 1L|.S'.CLS. 100. 101
AND {0?}.

FIRST USE 11-30-2006; IN COMIMERCE 1160-2006

FOR: MEDICAL INFORMATIONAL SERVICES
IN THE FIELD OF BREAST AESTHETIC AND
RECONSTRUCTION, FACIAL AESTHETIC AND
ANTI-OBESITY SURGERY. IN CLASS 4-1 {U.S. CLS.
100 AND 101).

FIRST USE 11-30-2006: 1N COWERCE 11-30-2006.

THE MARK CONSISTS OF STANDARD CHAR-
ACTERS WITHOUT CLAN TO Al‘fl" PARTICULAR
FONT. STYLE. SIZE. OR COLOR.

OWNER OF U.S. REG. NOS. 1.711.041. 2.147.765.
AND OTHERS.

SN III-952.333. FILED 3-15-2006.

LINDA ESTRADA. EXAMINING ATTORNEY

LUP-002808
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Mark: ALLERGAN

US Serial Number: 78952383 Application Filing Aug. 15, 2006
Date:

US Registration 3596709 Registration Date: Mar. 24, 2009
Number:

Register: Principal

Mark Type: Trademark, Service Mark

Status: A Sections 8 and 15 combined declaration has been accepted and acknowledged.

Status Date: Oct. 29, 2014

Publication Date: May 22, 2007 Notice of Aug. 14, 2007
Allowance Date:

Mark Information

Mark Literal ALLERGAN
Elements:

Standard Character Yes The mark consists of standard diaracters without claim to any particular font style, size, or color.
Claim:

Mark Drawing 4 - STANDARD CHARACTER MARK
Type:

Related Properties Informatlon

Claimed Ownership 1711041, 1748079, 2147765 and others
of US

Registrations: 

Goods and Services

Note: The following symbols indicate that the registrant/owner has amended the goods/services.

o Brackets [..] indicate deleted goods/semces,
I Double parenthesis ((__)) identify any goods/services not claimed in a Section 15 affidavit of incontestability; and
- Asterisks ’..' identify additional (new) wording in the goodslservrces.

For:

International
Class(es):

Class Status:

Basis:

First Use:

For:

International

Class(es):

Class Status:

Basis:

First Use:

For:

House mark used for a line of pharmaceuticals used in connection with anti-aging, the treatment of glabellar lines, facial wrinkles,
asymmetries and defects and conditions of the human skin, facial aesthetic surgery, facial aesthetic reconstruction, breast aesthetics
and anti-obesity

005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052

ACTIVE

1(3)

Sep. 30, 1990 Use in Commerce: Jan. 22, 1992

House mark used for a line of medical devices used in connection with anti—aging, the treatment of glabellar lines, facial wrinkles,
asymmetries and defects and conditions of the human skin, facial aesthetic surgery, facial aesthetic reconstruction, breast aesthetics
and anti-obesity

010 - Primary Class U.S Class(es): 026, 039, 044

ACTIVE

1(a)

Nov. 30, 2006 Use in Commerce: Nov. 30, 2006

Patient education services, namely, classes, seminars and workshops in the fields of breast aesthetic and reconstruction, facial
aesthetic and anti—obesity surgery

LUP-002809



International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: Nov. 30, 2006 Use in Commerce: Nov. 30, 2006

For: Medical informational services in the field of breast aesthetic and reconstruction, facial aesthetic and anti-obesity surgery

International
Class(es):

044 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: Nov. 30, 2006 Use in Commerce: Nov. 30, 2006

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: Allergan, Inc.

Owner Address: 2525 Dupont Drive
Irvine, CALIFORNIA 92612
UNITED STATES

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Attorney/Correspondence Information

Attorney of Record - None

Correspondent

Correspondent
Name/Address:

Susan J. Hinchey
Allergan, Inc.
2525 Dupont Drive
IRVINE, CALIFORNIA 92612
UNITED STATES

Phone: 714-246-5507 Fax: 714-796-9381

Correspondent e-
mail:

hinchey_susan@allergan.com Correspondent e-
mail Authorized:

Yes

Domestic Representative - Not Found

Prosecution History

Date Description
Proceeding
Number

Oct. 29, 2014 NOTICE OF ACCEPTANCE OF SEC. 8 & 15 - E-MAILED

Oct. 29, 2014 REGISTERED - SEC. 8 (6-YR) ACCEPTED & SEC. 15 ACK. 70131

Oct. 29, 2014 CASE ASSIGNED TO POST REGISTRATION PARALEGAL 70131

Oct. 20, 2014 TEAS SECTION 8 & 15 RECEIVED

Oct. 20, 2014 TEAS CHANGE OF CORRESPONDENCE RECEIVED

Mar. 24, 2009 REGISTERED-PRINCIPAL REGISTER

Feb. 17, 2009 LAW OFFICE REGISTRATION REVIEW COMPLETED 68123

Feb. 14, 2009 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Jan. 29, 2009 EXAMINER'S AMENDMENT ENTERED 68123

Jan. 27, 2009 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED



Jan. 27, 2009 EXAMINERS AMENDMENT E-MAILED

Jan. 27, 2009 SU-EXAMINER'S AMENDMENT WRITTEN 76795

Oct. 08, 2008 NOTIFICATION OF FINAL REFUSAL EMAILED

Oct. 08, 2008 FINAL REFUSAL E-MAILED

Oct. 08, 2008 SU - FINAL REFUSAL - WRITTEN 76795

Sep. 16, 2008 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Sep. 16, 2008 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Sep. 16, 2008 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Apr. 03, 2008 NOTIFICATION OF NON-FINAL ACTION E-MAILED

Apr. 03, 2008 NON-FINAL ACTION E-MAILED

Apr. 03, 2008 SU - NON-FINAL ACTION - WRITTEN 76795

Apr. 03, 2008 PREVIOUS ALLOWANCE COUNT WITHDRAWN

Mar. 31, 2008 WITHDRAWN FROM ISSUE - EXAMINING ATTORNEY REQUEST 76795

Mar. 20, 2008 LAW OFFICE REGISTRATION REVIEW COMPLETED 68123

Mar. 19, 2008 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Feb. 26, 2008 STATEMENT OF USE PROCESSING COMPLETE 64657

Feb. 26, 2008 EXTENSION 1 GRANTED 64657

Jan. 30, 2008 USE AMENDMENT FILED 64657

Jan. 30, 2008 EXTENSION 1 FILED 64657

Jan. 31, 2008 TEAS EXTENSION RECEIVED

Jan. 31, 2008 TEAS STATEMENT OF USE RECEIVED

Aug. 14, 2007 NOA MAILED - SOU REQUIRED FROM APPLICANT

May 22, 2007 PUBLISHED FOR OPPOSITION

May 02, 2007 NOTICE OF PUBLICATION

Mar. 23, 2007 LAW OFFICE PUBLICATION REVIEW COMPLETED 68123

Mar. 23, 2007 ASSIGNED TO LIE 68123

Feb. 27, 2007 APPROVED FOR PUB - PRINCIPAL REGISTER

Feb. 06, 2007 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Feb. 05, 2007 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Feb. 05, 2007 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Dec. 14, 2006 NON-FINAL ACTION E-MAILED 6325

Dec. 14, 2006 NON-FINAL ACTION WRITTEN 76795

Dec. 07, 2006 ASSIGNED TO EXAMINER 76795

Aug. 18, 2006 NEW APPLICATION ENTERED IN TRAM

Maintenance Filings or Post Registration Information

Affidavit of
Continued Use:

Section 8 - Accepted

Affidavit of
Incontestability:

Section 15 - Accepted

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: TMEG LAW OFFICE 104 Date in Location: Oct. 29, 2014
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Reg. No. 4,250,217

Registered Nov. 27, 2012

Int. (315.: S, 35. 41, 42
and 44

TRADEMARK

SERVICE MARK

PRINCIPAL REGISTER

 
Dumm- nl Ihu hum-J film-a |’.II:III imul IrmIEIn-IIL rllflw

mutter: étatefi iBatent amt: IErahematk QBffite It}?

A
A

Celgene(Q
C ELCI [SN [-_ CORPORATION I DELAWARE CURPURA'IION:
36 MORRIS AV LZNI .'I_'.
SUMMIT. NJ {IT‘JIII

FUR: PI-IA RMACEI 1'I'ICA [. PREI‘A RATIUNS FUR us F. [N II-IF. TREA’l'MT-iNT OF [MMUNI .1-
I.UU]CA1.,INI‘LAMMA FOR? AND NEUROLDGICAL DISORDERS , IN CLASS 51LI_S_CI.S
6, [8‘44 45‘ 5| AND 52).

FIRST II 312' 9-29- | 998; IN COMMERCE 9-29- I 998.

FOR: A DMINISTRA'I'II'IN OF I’A'I'IEN'I' REIMBI IRSFIMITNT PROGRAMS;ADMINISTERINCJ
PHARMACY REIMBURSEMENT PROGRAMS AND SERVICES. IN CLASS 35 (1.1.5. CLS
III“, 101 AND 102}.

I-IRST USE [HI-1986; IN COMMERCE II-II-I‘JNG.

I‘I'IR: EDI ICATII'JNA I. C] .ASSES AND PRI'R'iRAMS IN THE 1"! FIT) ('JF TI IA LIDI IMIDEANI)
SAFETY ISSUES I'ERTAINING TU 'l'I-IAIJDIIMIDE, AND DISTRIBUTION OT- WRITTEN
MATERIALS TI-IERIWITI—I; EDUCATION SERVICES. NAMI.'-II.Y. PROVIDING MEN'I'DRINIYI.
'I'ITI‘URINU. CLAS. ‘ SEMINAR§,ANDWORKS}IUI’S IN THE FIELDS ()I’ I-lIGHIJGI-I'I‘INU
'I‘I-IE ADVANCEMENI'S MADE IN CANCER 'I'REA'I‘MIEN'I'S AND DISCUSSING 'I'Illi IM-
I’CIR’I'ANCI; 01" CON'I'INEING RESEARCH 'l'U DEVELOP INNOVATIVE NEW TREAT-
MENTS. IN CLASS 4] (US. CLS. IIH}, I01 AND HIT).

 

FIRST USE 0-0—1986: IN L‘OMW—iRCE (I—fl— I936.

I-‘OR: DINELOI’MLN'I' AND TESTING SERVICES I N T] IE FIELDS 01" BIOTECIINOLUG‘K
L‘HEMISTRYAND PJ‘IARMACEIFI'ICAL51PROVIIJING AN INTERACTIVE WEB SITE I'lIA'I
ENAISLES USERS TO ENTER, ACCESS. TRACK. MONITOR ANI) UENERAI'E IIEALI'l-I
AND MEDICAL [NI"OIIMAI'|{JN AND REI‘URTS: SCIENTIFIC STUDY ANI) RILSII‘IARL‘II
IN THE FIELDS OF T! [I1 PREVENTION. 'I‘RI'EATIVIFNTANT} MANAGEMI‘IN’I‘UT ILLNESS.
HEALTH CARE [)EIIVI—LRYANT} TIIF. SCIENTIFIC ASPECTS OI" HEALTH CARI-i POIICY.
I‘IIiAlTl'I CARI: CDST MAN.AGI-.'MI-.N'l' AND FINANCING AS 'I'I-II—ISE FIELDS IMPACT ON

QUALITY OF III‘IAL'I'H CARE: RESEARCH IN I'I-III FIELDS UP CHEMICALS AND I’I-IAR-
MACELI'I'IL‘ALS; RESEARCH AND 'I'ES'I'INL} SERVICES IN THE FIELDS DI? CHEMICALS
AND PIIARMACEU'I'ICAIS. RESEARCH AND DEVELOPMEN'I [JI’ NEW PRODUCTS FOR
(II'I'IIIRS IN THE FIELDS DI: CHEMICALS ANIJ PI[ARMACEU'I'ICALE I’ROVIIJINU

LUP-002812



Reg. No. 4.250317 CLINICAL mama-mm 'I‘ESI‘ING sum/mas, NAMELY, PI-{ARMAL‘UGENE‘I'IC‘ TESTS,
PREDICTWF. MEDICAL TESTS. PFRSONAI .IZEDMEDICM. 'I‘IZS'I‘S, GENE SEQUENCWG-
rm 5m TESTS mm GI-ZNOTYPING BA 5 H) ON THE A SSESSMI—‘N‘E DEVELOPMENT AND
APPLICATION OF GENDMIC DISCINERI ES IN 11 IE PMRMACEUTICA L1 INFORMATICS
AND CLINICAL DEAGNOS’IIC INDUSTRIES; SCIENTIFIC RESEARCH SERVICES: SC]-
I-TNI‘LI’IC RESEARCH. NANUELY. DEVELOPMENTOF PHARMACEUTICALS DR DIAGNOST-
IL". MEmuns FDR omms‘ IN CLASS 42 (us. as. we AND 101 I.

FIRST USIZ {MI-1986: IN COMMERCE {LU-I986.

FOR: PROVIDING (IN—LINE INFORMATION IN THF. FIELD OF DIAGNOSIS ANT) TREAT-
MENT OF CANCER; PROVIDING AN [IN-LINE COMPUTER DATABASE FEATURING 1N-
FORMA’I‘ION RELATING TO DIAGNOSIS AND 'I'REA'I'MEN'I‘ OF CANCER; PROVIDING
MEDICAL AND PHARMACEUTICAL INFORNLA‘I‘ION SERVICES; PROVIDING LINKS '10
W EB SI'I’ES UI’ O'I‘IIILRS FEATURING INI-‘ORMA’I'ION ABOUT '1'] [13 DIAGNOSIS AND
TRJZA'I'MIEN'I' OF CANCER. [N CLASS 44 (US. C13. 100 AND 10]).

FIRST USE 6-28-2001; IN COMMERCE fiJS-ZUUL

OWNER OI U .3. REG. N05. 2.894547. 3.439.63U AND OTHERS.

"II [E COLORL‘S} BLUE ISIARL CLAIMED AS A FEA I'URE 013 THE MARK.

THE MARK CONSISTS OF A 131.1 TE DESIGN IN THE SHAPE OI" A "'“L WITH THE WORDS
"CELGENE" IN BLUE.

SER. NO. {IS-637.385. FILED S-lQ-ZUIZ.

I'IEJIBIR SINGI I. EXAMINING ATTORNEY

Page: 3 I RN # 4.2502 | 7
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REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS. 

Requirements in the First Ten Years”
What and When to File:

First Filing Deadline: You must file a Declaration of Use tor Excusable Nonuse] between the
5th and nth years otter the registration date. See 15 U.S.C. §§lt15tt_. |I4lk. ll‘tlte declaration is

accepted. tlte registration will continue in Force for the remainder ol'the ten-year period. calculated
From the tegistration date. unless cancelled by an order ol‘ the Commissioner for deentarks or a
federal court.

Second Filing Deadline: You must tile a Declatation ot‘ Use (or Excusttbie Nonusel and an
Application for Renewal between the 9111 tatd ltllh years alter the registration date“
See [5 U.S.C. §lll59.

Requirements in Successive Ten-Year Periods1r
What and When to File:

You must lite a Declarat ion ol'Use {or Excusablc Nonnse] and an Application for Renewal between

every 9th and ttttlt~year period. calculated from the registration date."

Grace Period Filings"

The above documents will be accepted as timely it'lilcd within six months alict' the deadlines listed above
with the payment of an additional Ice.

The United States Patent and Trademark Office (USPTO) will NOT send you any future notice or
reminder ufthcse tiling requirements. 

*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder ol‘an international registration with

an extension ol‘ protection to the United States under the Madrid Protocol must tinteiy tile the Declarations
01‘ Use (or Excusable Nonuse} referenced above directly with the USPT‘O. The titne periods for tiling are
based on the US. regismttion date (not tlte inteotational registration date). The deadlines and grace periods

for the Declarations ol‘Use (or Excusahle Nonnse) are identical to those t‘or nationally issued registrations.
See [5 U.S.C. §§1tl58. l 141k. However. owners ot‘intentational registrations do not file renewal applications
at the USPT‘O. Instead. the holder must tile a renewal of the underlying intertuttional registration at the
International Bureau ot‘the World Intellectual Property Orgzutizarion. under Article 7 ol‘the Madrid Protocol.
before the expiration of each ten-year term of protection, calculated front the date of the international
registration. See [5 U.S.C. 35 l [4 lj. Fortttotc information and renewal Forms For the intemat‘iooal registration.
sec lttrpa'iwwwwipo.int.-’rnadridicrti.

NOTE: Fees and requirements for maintaining registrations are subject to change. Please check the
USPTO website for in ether information. With the exception of renewal applications for registered
extensions of protection. you can file the registration maintenance documents referenced above online
at httpu’iwwwusptogov.

Page: 3 i RN a 4.2502]?
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Mark: C CELGENE

US Serial Number: 85637385 Application Filing May 29, 2012
Date:

US Registration 4250217 Registration Date: Nov_ 27, 2012
Number:

Register: Principal

Mark Type: Trademark, Service Mark

Status: Registered. The registration date is used to determine when post—registration maintenance documents are due.

Status Date: Nov. 27, 2012

Publication Date: Sep. 11, 2012
 

Mark Information 

Mark Literal C CELGENE
Elements:

Standard Character No
Claim:

Mark Drawing 3 - AN ILLUSTRATION DRAWING WHICH INCLUDES WORD(S)I LETTER(S)/NUMBER(S)
Type:

Description of The mark consists of a blue design in the shape of a "c' with the words "CELGENE" in blue.
Mark:

Color Drawing: Yes

Colorts) Claimed: The coIor(s) blue islare claimed as a feature of the mark.

Design Search 26.17.09 — Bands, curved; Bars, curved; Curved line(s), band(s) or bar(s); Lines, curved
Codels): 27.03.01 - Geometric figures taming letters, numerals or punctuation 

Related Properties Information 

Claimed Ownership 2894547, 3014168, 3439630 and others
of US

Registrations: 

Goods and Services 

Note: The followrng symbols indicate that the registrant/owner has amended the goods/services.

- Brackets [..] indicate deleted goods/services,
- Double parenthesis ((..)) identify any goods/services not claimed in a Section 15 affidavit of incontestability; and
I Asterisks '..' identify additional (new) wording in the goods/servrces.

For: pharmaceutical preparations for use in the treatment of immunological, inflammatory and neurological disorders

lntemational 005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Sep. 29, 1998 Use in Commerce: Sep. 29, 1998

For: Administration of patient reimbursement programs; administering pharmacy reimbursement programs and services

International 035 - Primary Class U.S Class(es): 100, 101, 102
Class(es):

LUP-0028 l 5



Class Status: ACTIVE

Basis: 1(a)

First Use: 1986 Use in Commerce: 1986

For: educational classes and programs in the field of thalidomide and safety issues pertaining to thalidomide, and distribution of written
materials therewith; education services, namely, providing mentoring, tutoring, classes, seminars, and workshops in the fields of
highlighting the advancements made in cancer treatments and discussing the importance of continuing research to develop innovative
new treatments

International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: 1986 Use in Commerce: 1986

For: Development and testing services in the fields of biotechnology, chemistry and pharmaceuticals; providing an interactive web site that
enables users to enter, access, track, monitor and generate health and medical information and reports; scientific study and research
in the fields of the prevention, treatment and management of illness, health care delivery and the scientific aspects of health care
policy, health care cost management and financing as these fields impact on quality of health care; research in the fields of chemicals
and pharmaceuticals; research and testing services in the fields of chemicals and pharmaceuticals; research and development of new
products for others in the fields of chemicals and pharmaceuticals; providing clinical laboratory testing services, namely,
pharmacogenetic tests, predictive medical tests, personalized medical tests, gene sequencing-based tests and genotyping based on
the assessment, development and application of genomic discoveries in the pharmaceutical, informatics and clinical diagnostic
industries; scientific research services; scientific research, namely, development of pharmaceuticals or diagnostic methods for others

International
Class(es):

042 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: 1986 Use in Commerce: 1986

For: providing on-line information in the field of diagnosis and treatment of cancer; providing an on-line computer database featuring
information relating to diagnosis and treatment of cancer; providing medical and pharmaceutical information services; providing links to
web sites of others featuring information about the diagnosis and treatment of cancer

International
Class(es):

044 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 28, 2001 Use in Commerce: Jun. 28, 2001

Basis Information (Case Level)

Filed Use: Yes Currently Use: Yes Amended Use: No

Filed ITU: No Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: Celgene Corporation

Owner Address: 86 Morris Avenue
Summit, NEW JERSEY 07901
UNITED STATES

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Camille M. Miller Docket Number: CELG-0393US2

Attorney Primary cmiller@cozen.com Attorney Email No



Email Address: Authorized:

Correspondent

Correspondent
Name/Address:

CAMILLE M. MILLER
COZEN O'CONNOR
1650 MARKET ST
One Liberty Place
PHILADELPHIA, PENNSYLVANIA 19103-3527
UNITED STATES

Phone: 2156657273 Fax: 2157012273

Correspondent e-
mail:

cmiller@cozen.com Correspondent e-
mail Authorized:

Yes

Domestic Representative - Not Found

Prosecution History

Date Description
Proceeding
Number

Jul. 28, 2015 TEAS CHANGE OF CORRESPONDENCE RECEIVED

Nov. 27, 2012 REGISTERED-PRINCIPAL REGISTER

Sep. 11, 2012 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Sep. 11, 2012 PUBLISHED FOR OPPOSITION

Aug. 22, 2012 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Aug. 07, 2012 LAW OFFICE PUBLICATION REVIEW COMPLETED 73296

Aug. 07, 2012 ASSIGNED TO LIE 73296

Jul. 23, 2012 APPROVED FOR PUB - PRINCIPAL REGISTER

Jul. 23, 2012 EXAMINER'S AMENDMENT ENTERED 88888

Jul. 23, 2012 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED 6328

Jul. 23, 2012 EXAMINERS AMENDMENT E-MAILED 6328

Jul. 23, 2012 EXAMINERS AMENDMENT -WRITTEN 80804

Jul. 23, 2012 ASSIGNED TO EXAMINER 80804

Jun. 06, 2012 NOTICE OF DESIGN SEARCH CODE AND PSEUDO MARK MAILED

Jun. 05, 2012 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Jun. 01, 2012 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Nov. 27, 2012



Reg. No. 5,166,752 

Registered Mar. 21, 2017 

Int. Cl.: 5, 41, 42

Service Mark

Trademark

Principal Register 

CTI BIOPHARMA CORP. (WASHINGTON CORPORATION)

3101 WESTERN AVENUE

SEATTLE, WA 98121

CLASS 5: Pharmaceutical preparations and substances for the treatment of cancer and for use

in chemotherapy treatment; Pharmaceutical preparations and substances for the treatment of

immunological, oncological, inflammatory and infectious diseases and disorders;

Pharmaceutical preparations used for the treatment of conditions secondary to the oncologic,

immunological and inflammatory diseases; Pharmaceutical preparations and substances for

the management and treatment of pain accompanying either the disease process or the

associated treatment regimens

FIRST USE 12-18-2015; IN COMMERCE 12-18-2015

CLASS 41: Conducting seminars, classes, workshops, and training in the fields of

pharmaceutical products and the treatment of medical disorders, the life sciences, clinical

trials, health, medicine, oncology, hematology, cancer, and genetic disorders, and providing

course materials in connection therewith; Online publications in the nature of articles,

journals, and newsletters in the fields of pharmaceuticals and the treatment of medical

disorders, the life sciences, clinical trials, health, medicine, oncology, hematology, cancer,

and genetic disorders

FIRST USE 5-31-2014; IN COMMERCE 5-31-2014

CLASS 42: Research, development, engineering, testing, product evaluation, and inspection

in the field of pharmaceutical preparations and products; Pharmaceutical research and

development; Providing technical consultation in the field of pharmaceutical product research

and development; Medical and scientific research, namely, conducting clinical trials for

others for pharmaceutical preparations used for the treatment of cancer, immunological,

inflammatory and infectious diseases, and pain; Scientific research, consulting, and advice in

the fields of biotechnology, pharmaceutical research and development, and the life sciences;

Pharmaceutical, medical and laboratory research services in the fields of pharmaceuticals,

cancer, genetic disorders, and the life sciences; Providing medical testing services for

research purposes and medical and scientific research information in the fields of

pharmaceuticals, the life sciences, clinical trials, medicine, oncology, hematology, cancer,

disease classification, and genetic disorders; and consultation related to the foregoing

FIRST USE 5-31-2014; IN COMMERCE 5-31-2014

THE MARK CONSISTS OF STANDARD CHARACTERS WITHOUT CLAIM TO ANY

PARTICULAR FONT STYLE, SIZE OR COLOR

OWNER OF U.S. REG. NO. 1919206, 2674894, 3715268



No claim is made to the exclusive right to use the following apart from the mark as shown:

"BIOPHARMA"

SER. NO. 86-282,220, FILED 05-15-2014

YAT SYE I LEE, EXAMINING ATTORNEY

Page: 2 of 3 / RN # 5166752



REQUIREMENTS TO MAINTAIN YOUR FEDERAL TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE

DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS.

Requirements in the First Ten  Years*

What and When to File:

First Filing Deadline:  You must file a Declaration of Use (or Excusable Nonuse) between the 5th and 6th

years after the registration date.  See 15 U.S.C. §§1058 1141k.  If the declaration is accepted, the

registration will continue in force for the remainder of the ten-year period, calculated from the registration

date, unless cancelled by an order of the Commissioner for Trademarks or a federal court.

Second Filing Deadline:  You must file a Declaration of Use (or Excusable Nonuse) and an Application

for Renewal between the 9th and 10th years after the registration date.* See 15 U.S.C. §1059.

Requirements in Successive Ten-Year Periods*

What and When to File:

You must file a Declaration of Use (or Excusable Nonuse)  and  an  Application for Renewal
between every 9th and 10th-year period, calculated from the registration date.*

Grace Period Filings*

The above documents will be accepted as timely if filed within six months after the deadlines listed above with
the payment of an additional fee.

*ATTENTION MADRID PROTOCOL REGISTRANTS:  The holder of an international registration with an
extension of protection to the United States under the Madrid Protocol must timely file the Declarations of Use
(or Excusable Nonuse) referenced above directly with the United States Patent and Trademark Office (USPTO).
The time periods for filing are based on the U.S. registration date (not the international registration date).  The
deadlines and grace periods for the Declarations of Use (or Excusable Nonuse) are identical to those for
nationally issued registrations.  See 15 U.S.C. §§1058, 1141k.  However, owners of international registrations
do not file renewal applications at the USPTO. Instead, the holder must file a renewal of the underlying
international registration at the International Bureau of the  World Intellectual Property Organization, under
Article 7 of the Madrid Protocol, before the expiration of each ten-year term of protection, calculated from the
date of the international registration.  See 15 U.S.C. §1141j.  For more information and renewal forms for the
international registration, see http://www.wipo.int/madrid/en/.

NOTE:  Fees and requirements for maintaining registrations are subject to change.  Please check the

USPTO website for further information.  With the exception of renewal applications for registered

extensions of protection, you can file the registration maintenance documents referenced above online at h
ttp://www.uspto.gov.

NOTE:  A courtesy e-mail reminder of USPTO maintenance filing deadlines will be sent to trademark

owners/holders who authorize e-mail communication and maintain a current e-mail address with the

USPTO. To ensure that e-mail is authorized and your address is current, please use the Trademark

Electronic  Application System (TEAS) Correspondence  Address and Change of Owner  Address Forms

available at http://www.uspto.gov.

Page: 3 of 3 / RN # 5166752



Generated on: This page was generated by TSDR on 2017-11-06 14:09:34 EST

Mark: CTI BIOPHARMA

CTI BIOPHARMA

US Serial Number: 8628220 Application Filing May 15, 2014
Date:

US Registration 5166752 Registration Date: Mar. 21, 2017
Number:

Register: Principal

Mark Type: Trademark, Service Mark

TM5 Common Status LlVE/REGISTRATIONIIssued and Active

Descriptor:
The trademark application has been registered with the Office.

Status: Registered The registration date is used to determine when post-registration maintenance documents are due.

Status Date: Mar. 21, 2017

 

 

Publication Date: Dec. 15, 2015 Notice of Feb. 09, 2016
Allowance Date:

Mark Information

Mark Literal CTI BIOPHARMA
Elements:

Standard Character Yes. The mark consists of standard characters without claim to any particular font style, size, or color:
Claim:

Mark Drawing 4 - STANDARD CHARACTER MARK
Type:

Disclaimer: “BIOPHARMA" 

Related Properties Information
 

Claimed Ownership 1919206, 2674894, 3715268 and others
of US

Registrations: 

Goods and Services 

Note: The following symbols rndicale that the registrant/owner has amended the goods/services:

0 Brackets [..] indicate deleted goods/services;
0 Double parenthesis ((t.)) identify any goods/services not claimed in a Section 15 affidavit of incontestability; and
0 Asterisks '..' identify additional (new) wording in the goods/services.

For: Pharmaceutical preparations and substances for the treatment of cancer and for use in chemotherapy treatment; Pharmaceutical
preparations and substances for the treatment of immunological, oncological, inflammatory and infectious diseases and disorders;
Pharmaceutical preparations used for the treatment of conditions secondary to the oncologic, immunological and inflammatory
diseases; Pharmaceutical preparations and substances for the management and treatment of pain accompanying either the disease
process or the associated treatment regimens

International 005 — Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Dec. 16, 2015 Use in Commerce: Dec. 18, 2015

For: Conducting seminars, classes, workshops, and training in the fields of pharmaceutical products and the treatment of medical disorders,
the life sciences, clinical trials, health, medicine, oncology, hematology, cancer, and genetic disorders, and providing course materials
in connection therewith; Online publications in the nature of articles, journals, and newsletters in the fields of pharmaceuticals and the
treatment of medical disorders, the life sciences, clinical trials, health, medicine, oncology, hematology, cancer, and genetic disorders

International 041 - Primary Class U.S Classles): 100, 101, 107

LUP-00282 1



Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: May 31, 2014 Use in Commerce: May 31, 2014

For: Research, development, engineering, testing, product evaluation, and inspection in the field of pharmaceutical preparations and
products; Pharmaceutical research and development; Providing technical consultation in the field of pharmaceutical product research
and development; Medical and scientific research, namely, conducting clinical trials for others for pharmaceutical preparations used for
the treatment of cancer, immunological, inflammatory and infectious diseases, and pain; Scientific research, consulting, and advice in
the fields of biotechnology, pharmaceutical research and development, and the life sciences; Pharmaceutical, medical and laboratory
research services in the fields of pharmaceuticals, cancer, genetic disorders, and the life sciences; Providing medical testing services
for research purposes and medical and scientific research information in the fields of pharmaceuticals, the life sciences, clinical trials,
medicine, oncology, hematology, cancer, disease classification, and genetic disorders; and consultation related to the foregoing

International
Class(es):

042 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: May 31, 2014 Use in Commerce: May 31, 2014

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: CTI BIOPHARMA CORP.

Owner Address: 3101 WESTERN AVENUE
SEATTLE, WASHINGTON UNITED STATES 98121

Legal Entity Type: CORPORATION State or Country
Where Organized:

WASHINGTON

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Frances M. Jagla Docket Number: 119854.0013

Attorney Primary
Email Address:

trademarks@lanepowell.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

FRANCES M. JAGLA
LANE POWELL PC
601 SW 2ND AVE STE 2100
PORTLAND, OREGON UNITED STATES 97204

Phone: 2062237749 Fax: 5037782100

Correspondent e-
mail:

trademarks@lanepowell.com JaglaF@LanePowel

l.com

Correspondent e-
mail Authorized:

Yes

Domestic Representative - Not Found

Prosecution History

Date Description
Proceeding
Number

Mar. 21, 2017 REGISTERED-PRINCIPAL REGISTER

Feb. 16, 2017 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

Feb. 15, 2017 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Jan. 25, 2017 TEAS/EMAIL CORRESPONDENCE ENTERED 76568



Jan. 25, 2017 CORRESPONDENCE RECEIVED IN LAW OFFICE 76568

Jan. 19, 2017 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jan. 19, 2017 TEAS EXTENSION RECEIVED

Sep. 26, 2016 NOTIFICATION OF NON-FINAL ACTION E-MAILED

Sep. 26, 2016 NON-FINAL ACTION E-MAILED

Sep. 26, 2016 SU - NON-FINAL ACTION - WRITTEN 83172

Sep. 02, 2016 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Sep. 01, 2016 STATEMENT OF USE PROCESSING COMPLETE 70565

Aug. 08, 2016 USE AMENDMENT FILED 70565

Sep. 01, 2016 EXTENSION 1 GRANTED 70565

Aug. 08, 2016 EXTENSION 1 FILED 70565

Aug. 31, 2016 CASE ASSIGNED TO INTENT TO USE PARALEGAL 70565

Aug. 08, 2016 TEAS EXTENSION RECEIVED

Aug. 08, 2016 TEAS STATEMENT OF USE RECEIVED

May 06, 2016 ATTORNEY/DOM.REP.REVOKED AND/OR APPOINTED

May 06, 2016 TEAS REVOKE/APP/CHANGE ADDR OF ATTY/DOM REP RECEIVED

Feb. 09, 2016 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Dec. 15, 2015 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Dec. 15, 2015 PUBLISHED FOR OPPOSITION

Nov. 25, 2015 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Nov. 06, 2015 LAW OFFICE PUBLICATION REVIEW COMPLETED 76568

Oct. 26, 2015 APPROVED FOR PUB - PRINCIPAL REGISTER

Oct. 20, 2015 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Oct. 19, 2015 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Oct. 19, 2015 TEAS REQUEST FOR RECONSIDERATION RECEIVED

Apr. 29, 2015 NOTIFICATION OF FINAL REFUSAL EMAILED

Apr. 29, 2015 FINAL REFUSAL E-MAILED

Apr. 29, 2015 FINAL REFUSAL WRITTEN 83172

Mar. 11, 2015 TEAS/EMAIL CORRESPONDENCE ENTERED 76568

Mar. 11, 2015 CORRESPONDENCE RECEIVED IN LAW OFFICE 76568

Mar. 06, 2015 ASSIGNED TO LIE 76568

Feb. 26, 2015 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Aug. 31, 2014 NOTIFICATION OF NON-FINAL ACTION E-MAILED 6325

Aug. 31, 2014 NON-FINAL ACTION E-MAILED 6325

Aug. 31, 2014 NON-FINAL ACTION WRITTEN 83172

Aug. 31, 2014 ASSIGNED TO EXAMINER 83172

Jul. 02, 2014 AUTOMATIC UPDATE OF ASSIGNMENT OF OWNERSHIP

May 29, 2014 NOTICE OF PSEUDO MARK E-MAILED

May 28, 2014 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

May 19, 2014 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Feb. 15, 2017

Assignment Abstract Of Title Information

Summary

Total Assignments: 1 Registrant: CTI BIOPHARMA CORP.

Assignment 1 of 1

Conveyance: CHANGE OF NAME

Reel/Frame: 5309/0737 Pages: 3

Date Recorded: Jun. 26, 2014

Supporting assignment-tm-5309-0737.pdf

 



Documents:

Assignor

Name: CELL THERAPEUTICS, INC. Execution Date: May 30, 2014

Legal Entity Type: CORPORATION State or Country
Where Organized:

WASHINGTON

Assignee

Name: CTI BIOPHARMA CORP. 

Legal Entity Type: CORPORATION State or Country
Where Organized:

WASHINGTON

Address: 3101 WESTERN AVENUE
SEATTLE, WASHINGTON 98121

Correspondent

Correspondent
Name:

JOANNE LUDOVICI

Correspondent
Address:

500 NORTH CAPITOL STREET, NW
MCDERMOTT WILL & EMERY LLP
WASHINGTON, DC 20001

Domestic Representative - Not Found



Int. C15,: 5, 41, and 44

Prior U.S. CIs.: 6, 18, 44, 46, 51, 52, 100, 101, and 107

United States Patent and Trademark Office
Reg. No. 3,473,825

Registered July 22, 2008 

TRADEMARK

SERVICE NIARK

PRINCIPAL REGISTER

DAYTRANA

SHIRE PHARMACEUTICALS IRELAND LIM-
[TED (IRELAND CORPORATION}

6 FITZWLLLIAM SQUARE
DUBLIN. IRELAND 3-.

FOR: PHARMACEUTICAL PREPARATIONS FOR
THE TREATMENT OF DISORDERS OF THE CEN-
TRAL NERVOUS SYSTEM , IN CLASS 5 (1.1.5. CLS. 6.
18. 44. 4-6. 51 AND 52).

FIRST USE 6-0-2005; IN COMIMERCE 6-0-2005.

FOR: PROVIDING SEMINARS. CONFERENCES
AND INSTRUCTIONAL CLASSES FEATURING IN-
FORMATION REGARDING PHARMACEUTICAL
PRODUCTS AND SERVICES. IN CLASS 4-1 (US.
CLS. 100. 101 AND 107].

FIRST USE 6-0-2005; IN COMMERCE 6-0-2005.

FOR: PROVIDING MEDICAL INFORMATION IN
THE FIELD OF PHARMACEUTICAL PRODUCTS
AND SERVICES, IN CLASS 44 ILLS. CLS. 100 AND
101].

FIRST USE 6-0-2005: IN COMMERCE 6-0-2005.

THE MARK CONSISTS OF STANDARD CHAR-
ACTERS WITHOUT CLAN TO ANY PARTICULAR
FONT. STYLE. SIZE. OR COLOR.

SN TIE-776.354. FILED 12-10-2005.

GINA FUNK EXAMLNING ATTORNEY

LUP-002825



Generated on:

Mark:

US Serial Number:

US Registration
Number:

Register:

Mark Type:

Status:

Status Date:

Publication Date:

This page was generated by TSDR on 2017-11-06 14:11:40 EST

DAYTRANA

78776854 Application Filing Dec. 20, 2005
Date:

3473825 Registration Date: Jul. 22,2008

Principal

Trademark, Service Mark

A Sections 8 and 15 combined declaration has been accepted and acknowledged.

Jul. 31, 2014

Nov. 21, 2006 Notice of Feb. 13, 2007
Allowance Date:

DAYTRANA

 

Mark Information 

Mark Literal
Elements:

Standard Character
Claim:

Mark Drawing
Type:

DAYTRANA

Yes The mark consists of standard diaracters without claim to any particular font style, size, or color.

4 - STANDARD CHARACTER MARK
 

Goods and Services 

Note: The following symbols Indicate that the registrantlowner has amended the goods/sewlces

- Brackets 1..) indicate deleted goods/services;
0 Double parenthesis ((._)) identify any goods/services not claimed in a Section 15 alfidavit of incontestability; and
I Asterisks '. " identify additional (new) wording in the goodslservrces.

 

 

For: Pharmaceutical preparations for the treatment of disorders of the central nervous system

International 005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 2005 Use in Commerce: Jun. 2005

For: Providing seminars, conferences and instructional classes featuring inbrmation regarding pharmaceutical products and services

International 041 - Primary Class U.S Class(es): 100, 101, 107
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 2005 Use in Commerce: Jun. 2005

For: Providing medical information in the field of pharmaceutical products and services

International 044 - Primary Class U.S Class(es): 100, 101
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 2005 Use in Commerce: Jun. 2005

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

LUP-002826



Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: NOVEN THERAPEUTICS, LLC

Owner Address: 11960 SW 144 STREET
MIAMI, FLORIDA 33186
UNITED STATES

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Jay G. Kolman, Esq. Docket Number: 005157.00019

Attorney Primary
Email Address:

jkolman@noven.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

Jay G. Kolman, Esq.
Noven Therapeutics, LLC
11960 S.W. 144 Street
Miami, FLORIDA 33186
UNITED STATES

Phone: 305.253.5099 Fax: 305.251.1887

Correspondent e-
mail:

jkolman@noven.com khoyt@noven.com Correspondent e-
mail Authorized:

Yes

Domestic Representative

Domestic
Representative

Name:

Helen Hill Minsker Phone: 202-824-3000

Fax: 202-824-3001

Domestic
Representative e-

mail:

BWPTOTM@bannerwitcoff.com Domestic
Representative e-
mail Authorized:

Yes

Prosecution History

Date Description
Proceeding
Number

Jul. 22, 2017 COURTESY REMINDER - SEC. 8 (10-YR)/SEC. 9 E-MAILED

Jul. 31, 2014 NOTICE OF ACCEPTANCE OF SEC. 8 & 15 - E-MAILED

Jul. 31, 2014 REGISTERED - SEC. 8 (6-YR) ACCEPTED & SEC. 15 ACK. 70132

Jul. 30, 2014 CASE ASSIGNED TO POST REGISTRATION PARALEGAL 70132

Jul. 15, 2014 TEAS SECTION 8 & 15 RECEIVED

Oct. 20, 2010 AUTOMATIC UPDATE OF ASSIGNMENT OF OWNERSHIP

Jul. 22, 2008 REGISTERED-PRINCIPAL REGISTER

Jun. 17, 2008 LAW OFFICE REGISTRATION REVIEW COMPLETED 66213

Jun. 16, 2008 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Jun. 06, 2008 TEAS/EMAIL CORRESPONDENCE ENTERED 66213

Jun. 06, 2008 CORRESPONDENCE RECEIVED IN LAW OFFICE 66213

Jun. 05, 2008 TEAS REQUEST FOR RECONSIDERATION RECEIVED

Apr. 18, 2008 NOTIFICATION OF FINAL REFUSAL EMAILED

Apr. 18, 2008 FINAL REFUSAL E-MAILED

Apr. 18, 2008 SU - FINAL REFUSAL - WRITTEN 76464

Mar. 19, 2008 AMENDMENT FROM APPLICANT ENTERED 66213



Mar. 19, 2008 CORRESPONDENCE RECEIVED IN LAW OFFICE 66213

Mar. 19, 2008 ASSIGNED TO LIE 66213

Feb. 26, 2008 PAPER RECEIVED

Sep. 03, 2007 NOTIFICATION OF NON-FINAL ACTION E-MAILED

Sep. 03, 2007 NON-FINAL ACTION E-MAILED

Sep. 03, 2007 SU - NON-FINAL ACTION - WRITTEN 76464

Sep. 01, 2007 STATEMENT OF USE PROCESSING COMPLETE 66154

Aug. 10, 2007 USE AMENDMENT FILED 66154

Aug. 10, 2007 PAPER RECEIVED

Feb. 13, 2007 NOA MAILED - SOU REQUIRED FROM APPLICANT

Nov. 21, 2006 PUBLISHED FOR OPPOSITION

Nov. 01, 2006 NOTICE OF PUBLICATION

Sep. 28, 2006 LAW OFFICE PUBLICATION REVIEW COMPLETED 76539

Sep. 27, 2006 ASSIGNED TO LIE 76539

Sep. 19, 2006 APPROVED FOR PUB - PRINCIPAL REGISTER

Sep. 18, 2006 TEAS/EMAIL CORRESPONDENCE ENTERED 76985

Aug. 18, 2006 CORRESPONDENCE RECEIVED IN LAW OFFICE 76985

Aug. 18, 2006 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jun. 19, 2006 NON-FINAL ACTION E-MAILED 6325

Jun. 19, 2006 NON-FINAL ACTION WRITTEN 76464

Jun. 19, 2006 ASSIGNED TO EXAMINER 76464

Dec. 28, 2005 NEW APPLICATION ENTERED IN TRAM

Maintenance Filings or Post Registration Information

Affidavit of
Continued Use:

Section 8 - Accepted

Affidavit of
Incontestability:

Section 15 - Accepted

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: TMEG LAW OFFICE 109 Date in Location: Jul. 31, 2014

Assignment Abstract Of Title Information

Summary

Total Assignments: 1 Registrant: Shire Pharmaceuticals Ireland Limited

Assignment 1 of 1

Conveyance: ASSIGNS THE ENTIRE INTEREST

Reel/Frame: 4296/0182 Pages: 6

Date Recorded: Oct. 14, 2010

Supporting
Documents:

assignment-tm-4296-0182.pdf

Assignor

Name: SHIRE PHARMACEUTICALS IRELAND LIMITED Execution Date: Oct. 01, 2010

Legal Entity Type: CORPORATION State or Country
Where Organized:

IRELAND

Assignee

Name: NOVEN THERAPEUTICS, LLC 

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Address: 11960 SW 144 STREET
MIAMI, FLORIDA 33186

Correspondent

 



Correspondent
Name:

JAY G. KOLMAN, ESQ.

Correspondent
Address:

11960 SW 144 STREET
MIAMI, FL 33186

Domestic Representative - Not Found



”866‘, {BB251an étates 33mm anti Erahmlatk QBffiuz It}?

(Dendo

Reg. No. 4,653,200

Registered Dec. 9, 2014

Int. Cls.: 5, 41, and 44

TRADEMARK

SERVICE MARK

PRINCIPAL REGISTER

 
Ikputy Dimmrul’ the United States

Pan-m and Trademark Office

[EN DO PI LARMACEUTIL’ALS I NC. {DIlAWARE CORPORATION)
1400 AI'WA'I'ER [)RIVI.
MA|.Vl.-.'RN. I’A 19.155

FOR: A LINE 0]: PHARMACEUTICAL PREPARATIONS. NAMELY, ANALGESIC‘S AND
PAIN MANAGEMEN'I' PREPARATIONS. PREI‘ARAI'IONS FOR THE FRI-.AI'MFN'I or
L‘ANL‘ERS. PRIEI’ARA'I'IUINS I-‘OR 'l'l-Il—L 'I'RLA’I'MEN'I' UI- ITRUIDGlCAL DISEASES AND
DISORDERS, PRLI‘ARAI'IUNS EUR '11-1E 'l'RL‘A'l'ML‘N'l‘ or SCI-IlZOl—‘l—IRENIA; PREEA RA-
'I'IONS FOR ‘l'lll; I‘lUiA’lML-‘N'l' or: DISEASES AND DISORDERS or THE muncmm;

SYS'I'I'SM. |-IORMONE REPIACEMEN'I I‘RIEI’ARA'I‘IONS‘ IN CLASS 5:1_I.s.cz.x.o. 13,44.
45, 51 AND 521‘

FIRST USE 3-0-2012: IN COMNIERCE 3-0-20 | 2-1.

I-OR: EDUCATIONAL SERVICES. NAMILLY. CI'INDUC‘I'INO CI..ASSES. SEMINARS. AND
WORKSHOPS IN 'I'HI} HELD OI MEDICAL DISVICIES AND 'l'liCllNlQUIiS. NONI: OI- IIII‘
I-ORI'IGL’IING PRIMARII.Y IN THE FIELD OF I'.N'DOCRINOI.OOY OR “SI-II) TO IOEN'I'll-‘Y
TI—Il'l NAME OF OR USED IN CONNECTION WI'H'I ANY CONFERENCES. CONVENTIONS.
EXI‘IIEI'I'IONS OR EXI’OSITIONS. IN CLASS 4| llI.S. (.‘I_S. IIIIL 10] AND HIT}.

FIRST USE 3-0-2012; IN COMMERCE 3-0-2III2.

FOR: PROVIDING ()NLINF INFORMATION ON THE SUBJECTS OF PHARMACEUTICAL

PREPARATIONS. MEDICAI DEVICES AND TIiCI'INIQI 5E5. NONI: OF THF I’L'JRIKIOING
PRIMARHA’ IN THE FIELD OF ENDOCRINOLOGY [71R USED TO IDENTIFY THE NAME
OF OR USED IN CONNECTION WITH A NY C['JN'ITRENCEH1 CONVENTIONS. EXHIBITIONS
OR EXPOSI'I'IONS. IN CLASS 44 (US. CLS. ll'lflAND [0]}.

I‘IRS'I' USE 3-0-3113: IN {.‘OMMLRCE 3-0-2012.

OWNER OF US. REG. NOS. 2,(H}4_648. 3.921.170 AND OTHERS.

'I'l'Il-I COLORIS] GREY AND YELLOW ISIARI: CLAIMED AS A FEA'I'HRE OI" I'I-IF. MARK.

'I'IIE MARK CONSIS'I'S OI 'I'IIL Ll'l'liRAL ELEMENI‘ OI" 'l'HL- MARK ”ENDO“ SHOWN IN
URIIY IN LOWER CASE I-‘ON'I'. I'O 'l'III'." l_lil""l' Ol- 'I'lIlfi Ll'l'liRAL L'LEMEN'I' IS THE LOLiO

LUP-002840



Reg. No. 4,553.20“ mm or: I'm": LL’I'l‘ER E" snowm [N 'l'WU snmus or “-11.0“! m LUWIiR msr' mm.

SN 85498.45. FILED l2—19—201 l.

SOPHIA S. KILL EXAMINING ATI'ORNILY

Page: 2 I RN # 4.653.200
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REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS. 

Requirements in the First Ten Years”
What amt When to File:

First Fiiing Deadline: You must tile a Declaration ot‘Use ( or Excusabie Nonuset between the
5th and (tilt years after the registration date. See 15 U.S.C. §§lt153, l l4lk. tl‘tlte declaration is

accepted. the registration will continue in Force for the remainder ol‘tlte ten-year period. calculated
From the registration date. unless cancelled by an order ol‘tlte Commissioner for Tntdcnturks or a
federal court.

Second Fitting Densities: You must file a Declaration ot‘Lts-e tor Excusabte Nonuset and an
Application for Renewal bet ween the 9111 and litth years alter the registration date“
See [5 USC. §IUS9.

Requirements in Successive Ten-Year Periods1r
What and When to File:

You must tile a Declaration ol'Use {or Excusahle Nonttse] and an Application for Renewal between

every 9th and ttttlt~year period. calculated from the registration date."

Grace Periott Filings“

The above documents will be accepted as timely it'lilcd within six months alter the deadlines listed above
with the payment of an additional Ice.

The United States Patent and Trademark Office (USPTO) will NOT send you any future notice or
reminder ofthesc filing requirements. 

*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder ot‘an international registration with
an extension of protection to the United States under the Madrid Protocol must timely tile the Declarations

of Use (or Excusablc Nontiset referenced above directly with the USPT‘O. The time periods for tiling are
based on the US. registration date ( not the inlentational registration date). The deadlines and grace periods

for the Declarations ot‘Usc (or Excusaole Nonusci are identical to those t‘or nationally issued registrations.
See [5 U .S.C. §§ tttfits. l 141k. However. owners 01‘ it'IIernational registrations do not tile renewal applications
at the USPT’O. Instead. the holder must file a renewal of the underlying intcnuttional registration at the
International Bureau ot‘the World Intellectual Property Organization. under Article 7 ot‘ttte Madrid Protocol.
before the expiration of each ten-year term of protection, calculated from the date of the international
registration. See [5 U.S.C. 35 l [4 lj. Formore information and renewal Forms For the international registration.
see httpa'iw'wwwipo.int.-’rnadridieni.

NOTE: Fees and requirements for maintaining registrations are subject to change. Please check the
llSPTO website for [it rther information. With the exception of renewal applications for registered
extensions nfpmtectinn. you can file the registration maintenance documents referenced above online
at httpu’iwww.uspto.gov.

Page: 3 i RN it 4.653.200
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Generated on: This page was generated by TSDR on 2017-11-06 13:33:39 EST

Mark: E ENDO

US Serial Number: 85498455 Application Filing Dec. 19, 2011
Date:

US Registration 4653200 Registration Date: Dec. 09, 2014
Number:

Register: Principal

Mark Type: Trademark, Service Mark

TM5 Common Status UVEIREGISTRATION/Issued and Active

Descriptor:
The trademark application has been registered with the Ofiice.

Status: Registered. The registration date is used to determine when post-registration maintenance documents are due.

Status Date: Dec. 09, 2014

Publication Date: Sep. 24,2013 Notice of Nov. 19, 2013
Allowance Date:
 

Mark Information
 

Mark Literal E ENDO
Elements:

Standard Character No
Claim:

Mark Drawing 3 - AN lLLUSTRATlON DRAWING WHICH INCLUDES WORD(S)I LETTER(S)/NUMBER(S)
Type:

Description of The mark consists of the literal element of the mark "ENDO' shown in grey in lower case font. To the left of the literal element is the
Mark: logo form of the letter "E" shown in two shades of yellow in lower case font

Color Drawing: Yes

Color(s) Claimed: The color(s) grey and yellow islare claimed as a feature of the mark.

Design Search 26.01.08 - Circles having letters or numerals as a border, Circles having punctuation as a border, Letters, numerals or punctuation
Code(s): forming or bordering the perimeter of a circle

26.01.21 - Circles that are totafly or partially shaded.
26.0728 - Diamond shapes (miscellaneous overall shape); Miscellaneous designs with overall diamond shape. including letters
forming or comprising a diamond 

Related Properties Information
 

International 1142442

Registration
Number:

International A0030366/1142442

Application(s)
IRegistration(s)

Based on this

Property:

Claimed Ownership 2004648, 2317044, 2921176 and others
of US

Registrations: 

Goods and Services

Note: The following symbols Indicate that the registrant/owner has amended the goods/services:

I Brackets [..] indicate deleted goods/services;
I Double parenthesis ((..)) identify any goods/services not claimed in a Section 15 affidavit of incontestability; and
- Asterisks '..' identify additional (new) wording in the goods/services.

LUP-002843



For: A line of pharmaceutical preparations, namely, analgesics and pain management preparations, preparations for the treatment of
cancers, preparations for the treatment of urological diseases and disorders, preparations for the treatment of schizophrenia;
preparations for the treatment of diseases and disorders of the endocrine system, hormone replacement preparations

International
Class(es):

005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052

Class Status: ACTIVE

Basis: 1(a)

First Use: Mar. 2012 Use in Commerce: Mar. 2012

For: Educational services, namely, conducting classes, seminars, and workshops in the field of medical devices and techniques, none of
the foregoing primarily in the field of endocrinology or used to identify the name of or used in connection with any conferences,
conventions, exhibitions or expositions

International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: Mar. 2012 Use in Commerce: Mar. 2012

For: Providing online information on the subjects of pharmaceutical preparations, medical devices and techniques, none of the foregoing
primarily in the field of endocrinology or used to identify the name of or used in connection with any conferences, conventions,
exhibitions or expositions

International
Class(es):

044 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: Mar. 2012 Use in Commerce: Mar. 2012

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: Endo Pharmaceuticals Inc.

Owner Address: 1400 Atwater Drive
Malvern, PENNSYLVANIA UNITED STATES 19355

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Camille M. Miller

Attorney Primary
Email Address:

cmiller@cozen.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

Camille M. Miller
Cozen O'Connor
1900 Market Street
Philadelphia, PENNSYLVANIA UNITED STATES 19103

Phone: 215-665-7273 Fax: 215-701-2273

Correspondent e-
mail:

cmiller@cozen.com Correspondent e-
mail Authorized:

Yes

Domestic Representative - Not Found



Prosecution History

Date Description
Proceeding
Number

Jun. 25, 2015 ATTORNEY/DOM.REP.REVOKED AND/OR APPOINTED

Jun. 25, 2015 TEAS REVOKE/APP/CHANGE ADDR OF ATTY/DOM REP RECEIVED

Dec. 09, 2014 REGISTERED-PRINCIPAL REGISTER

Nov. 07, 2014 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

Nov. 06, 2014 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Aug. 20, 2014 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Aug. 20, 2014 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Aug. 20, 2014 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Aug. 14, 2014 NOTIFICATION OF NON-FINAL ACTION E-MAILED

Aug. 14, 2014 NON-FINAL ACTION E-MAILED

Aug. 14, 2014 SU - NON-FINAL ACTION - WRITTEN 73350

Jun. 12, 2014 STATEMENT OF USE PROCESSING COMPLETE 70565

May 19, 2014 USE AMENDMENT FILED 70565

Jun. 09, 2014 CASE ASSIGNED TO INTENT TO USE PARALEGAL 70565

May 19, 2014 TEAS STATEMENT OF USE RECEIVED

May 19, 2014 APPLICANT/CORRESPONDENCE CHANGES (NON-RESPONSIVE) ENTERED 88888

May 19, 2014 TEAS CHANGE OF OWNER ADDRESS RECEIVED

Mar. 26, 2014 ASSIGNMENT OF OWNERSHIP NOT UPDATED AUTOMATICALLY

Nov. 19, 2013 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Sep. 24, 2013 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Sep. 24, 2013 PUBLISHED FOR OPPOSITION

Sep. 04, 2013 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Aug. 20, 2013 LAW OFFICE PUBLICATION REVIEW COMPLETED 70884

Aug. 19, 2013 ASSIGNED TO LIE 70884

Aug. 06, 2013 EXPARTE APPEAL TERMINATED 498455

Aug. 06, 2013 APPROVED FOR PUB - PRINCIPAL REGISTER

Aug. 01, 2013 JURISDICTION RESTORED TO EXAMINING ATTORNEY 498455

Feb. 08, 2013 EX PARTE APPEAL-INSTITUTED 498455

Feb. 08, 2013 EXPARTE APPEAL RECEIVED AT TTAB

Aug. 09, 2012 NOTIFICATION OF FINAL REFUSAL EMAILED

Aug. 09, 2012 FINAL REFUSAL E-MAILED

Aug. 09, 2012 FINAL REFUSAL WRITTEN 73350

Jul. 18, 2012 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Jul. 17, 2012 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Jul. 17, 2012 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jan. 18, 2012 NOTIFICATION OF NON-FINAL ACTION E-MAILED 6325

Jan. 18, 2012 NON-FINAL ACTION E-MAILED 6325

Jan. 18, 2012 NON-FINAL ACTION WRITTEN 73350

Jan. 17, 2012 ASSIGNED TO EXAMINER 73350

Dec. 31, 2011 NOTICE OF DESIGN SEARCH CODE MAILED

Dec. 30, 2011 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Dec. 22, 2011 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Nov. 06, 2014

Assignment Abstract Of Title Information

Summary



Total Assignments: 3 Registrant: Endo Pharmaceuticals Inc.

Assignment 1 of 3

Conveyance: CONFIRMATORY GRANT OF SECURITY INTEREST IN UNITED STATES TRADEMARKS

Reel/Frame: 5242/0195 Pages: 51

Date Recorded: Mar. 20, 2014

Supporting
Documents:

assignment-tm-5242-0195.pdf

Assignor

Name: AMS RESEARCH CORPORATION Execution Date: Feb. 28, 2014

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Name: ENDO PHARMACEUTICALS, INC. Execution Date: Feb. 28, 2014

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Name: ENDO PHARMACEUTICALS SOLUTIONS, INC. Execution Date: Feb. 28, 2014

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Name: GENERICS BIDCO I, LLC Execution Date: Feb. 28, 2014

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Name: GENERICS BIDCO II, LLC Execution Date: Feb. 28, 2014

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Name: GENERICS INTERNATIONAL (US), INC. Execution Date: Feb. 28, 2014

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Name: QUARTZ SPECIALTY PHARMACEUTICALS,

LLC

Execution Date: Feb. 28, 2014

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Name: VINTAGE PHARMACEUTICALS, LLC Execution Date: Feb. 28, 2014

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Name: LASERSCOPE Execution Date: Feb. 28, 2014

Legal Entity Type: CORPORATION State or Country
Where Organized:

CALIFORNIA

Assignee

Name: DEUTSCHE BANK AG NEW YORK BRANCH, AS COLLATERAL AGENT 

Legal Entity Type: CORPORATION State or Country
Where Organized:

GERMANY

Address: 60 WALL STREET
NEW YORK, NEW YORK 10005

Correspondent

Correspondent
Name:

FATIMA CARRILLO/WHITE & CASE LLP

Correspondent
Address:

1155 AVENUE OF THE AMERICAS
PATENT & TRADEMARK DEPARTMENT
NEW YORK, NY 10036

Domestic Representative - Not Found

Assignment 2 of 3

Conveyance: RELEASE BY SECURED PARTY

Reel/Frame: 6045/0001 Pages: 92

Date Recorded: Apr. 28, 2017

Supporting assignment-tm-6045-0001.pdf

 



Documents:

Assignor

Name: DEUTSCHE BANK AG NEW YORK BRANCH Execution Date: Apr. 27, 2017

Legal Entity Type: BANK State or Country
Where Organized:

GERMANY

Assignee

Name: ENDO PHARMACEUTICALS, INC. (FOR ITSELF AND AS SUCCESSOR TO AMS RESEARCH CORPORATION, AND

LASERSCOPE)

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Address: 1400 ATWATER DRIVE
MALVERN, PENNSYLVANIA 19355

Name: ENDO PHARMACEUTICALS SOLUTIONS, INC. 

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Address: 1400 ATWATER DRIVE
MALVERN, PENNSYLVANIA 19355

Name: GENERICS BIDCO I, LLC 

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Address: 130 VINTAGE DRIVE
HUNTSVILLE, ALABAMA 35811

Name: GENERICS INTERNATIONAL (US), INC. (AS SUCCESSOR TO GENERICS INTERNATIONAL (US), INC.) 

Legal Entity Type: CORPORATION State or Country
Where Organized:

NEW YORK

Address: 130 VINTAGE DRIVE
HUNTSVILLE, ALABAMA 35811

Name: QUARTZ SPECIALTY PHARMACEUTICALS, LLC 

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Address: 130 VINTAGE DRIVE
HUNTSVILLE, ALABAMA 35811

Name: VINTAGE PHARMACEUTICALS, LLC (AS SUCCESSOR TO BOCA PHARMACAL, LLC) 

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Address: 130 VINTAGE DRIVE
HUNTSVILLE, ALABAMA 35811

Correspondent

Correspondent
Name:

SKADDEN, ARPS, SLATE, MEAGHER & FLOM LLP

Correspondent
Address:

FOUR TIMES SQUARE
MONIQUE L. RIBANDO
NEW YORK, NY 10036

Domestic Representative - Not Found

Assignment 3 of 3

Conveyance: SECURITY INTEREST

Reel/Frame: 6080/0570 Pages: 19

Date Recorded: Jun. 08, 2017

Supporting
Documents:

assignment-tm-6080-0570.pdf

Assignor

Name: ENDO PHARMACEUTICALS INC. Execution Date: Apr. 27, 2017

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Assignee

Name: WILMINGTON TRUST, NATIONAL ASSOCIATION, AS COLLATERAL TRUSTEE 



Legal Entity Type: NATIONAL ASSOCIATION State or Country
Where Organized:

UNITED STATES

Address: 1100 NORTH MARKET STREET
WILMINGTON, DELAWARE 19890

Correspondent

Correspondent
Name:

LATHAM & WATKINS LLP

Correspondent
Address:

650 TOWN CENTER DRIVE, SUITE 2000
COSTA MESA, CA 92626

Domestic Representative - Not Found

Proceedings

Summary

Number of
Proceedings:

3

Type of Proceeding: Opposition

Proceeding
Number:

91225197 Filing Date: Dec 04, 2015

Status: Terminated Status Date: Mar 09, 2016

Interlocutory
Attorney:

MARY CATHERINE FAINT

Defendant

Name: Endo Medical (USA) International Trade Co., Ltd.

Correspondent
Address:

ENDO MEDICAL (USA) INTERNATIONAL TRADE CO LTD
245 E MAIN ST STE 115
ALHAMBRA CA UNITED STATES , 91801-7507

Correspondent e-
mail:

aciusa@foxmail.com

Associated marks

Mark Application Status
Serial
Number

Registration
Number

ENDO+ME Abandoned - After Inter-Partes Decision 86600248

Plaintiff(s)

Name: Endo Pharmaceuticals, Inc.

Correspondent
Address:

CAMILLE M MILLER
COZEN O'CONNOR
1900 MARKET STREET
PHILADELPHIA PA UNITED STATES , 19103

Correspondent e-
mail:

cmiller@cozen.com

Associated marks

Mark Application Status Serial Number
Registration
Number

ENDO Renewed 71360540 324936

ENDO Renewed 74464554 2004648

ENDO Renewed 75431737 2189503

ENDO Renewed 76453299 2921176

E ENDO Registered 85498455 4653200

Prosecution History

Entry Number History Text Date Due Date

1 FILED AND FEE Dec 04, 2015

2 NOTICE AND TRIAL DATES SENT; ANSWER DUE: Dec 04, 2015 Jan 13, 2016

3 PENDING, INSTITUTED Dec 04, 2015

4 P MOT FOR DEFAULT JUDGMENT Jan 29, 2016

5 BD DECISION: SUSTAINED Mar 09, 2016

6 TERMINATED Mar 09, 2016

Type of Proceeding: Exparte Appeal

 



Proceeding
Number:

85498455 Filing Date: Feb 08, 2013

Status: Terminated Status Date: Aug 06, 2013

Interlocutory
Attorney:

Plaintiff(s)

Name: Endo Pharmaceuticals Inc.

Correspondent
Address:

JAMES R MEYER
SCHNADER HARRISON SEGAL & LEWIS LLP
1600 MARKET ST , STE 3600
PHILADELPHIA PA UNITED STATES , 19103-7286

Correspondent e-
mail:

trademarks@schnader.com

Associated marks

Mark Application Status Serial Number
Registration
Number

E ENDO Registered 85498455 4653200

Prosecution History

Entry Number History Text Date Due Date

1 APPEAL TO BOARD Feb 08, 2013

2 APPEAL ACKNOWLEDGED Feb 08, 2013

3 INSTITUTED Feb 08, 2013

4 APPLICANT REQ TO EXT Mar 30, 2013

5 SUSPENDED Apr 05, 2013

6 APPLICANT REQ FOR REMAND Jul 28, 2013

7 JURISDICTION RESTORED / REMANDED TO EXAMINER Aug 01, 2013

8 TERMINATED Aug 06, 2013

Type of Proceeding: Opposition

Proceeding
Number:

91206732 Filing Date: Aug 28, 2012

Status: Terminated Status Date: Sep 02, 2013

Interlocutory
Attorney:

YONG OH (RICHARD) KIM

Defendant

Name: EndoClot Plus, Inc.

Correspondent
Address:

JAMES CAI
SCHEIN & CAI LLP
111 N MARKET ST STE 1020
SAN JOSE CA UNITED STATES , 95113

Correspondent e-
mail:

jcai@sacattorneys.com

Associated marks

Mark Application Status Serial Number
Registration
Number

ENDOCLOT Registered 85322084 4412920

Plaintiff(s)

Name: Endo Pharmaceuticals Inc.

Correspondent
Address:

RONALD J. VENTOLA II ESQ
SCHNADER HARRISON SEGAL & LEWIS LLP
1600 MARKET STREET SUITE 3600
PHILADELPHIA PA UNITED STATES , 19103

Correspondent e-
mail:

rventola@schnader.com , trademarks@schnader.com

Associated marks

Mark Application Status
Serial
Number

Registration
Number

ENDO Renewed 71360540 324936

ENDO Renewed 74464554 2004648



ENDO Renewed 75431737 2189503

ENDO Renewed 76453299 2921176

ENDOCET Renewed 74519259 1993892

ENDODAN Renewed 74519256 1995948

ENDOCARE Renewed 74533825 1897762

ENDO GENERIC PRODUCTS Renewed 75347955 2267677

ENDO ENDO GENERIC PRODUCTS Cancelled - Section 8 76607520 3075226

ENDO LABORATORIES Renewed 75347956 2317044

TEAM ENDO Cancelled - Section 8 76639353 3155766

E ENDO Registered 85498455 4653200

ENDO HEALTH SOLUTIONS Abandoned - No Statement Of Use Filed 85549539

ENDO Registered 85549674 4605917

E Registered 85549621 4347658

Prosecution History

Entry Number History Text Date Due Date

1 FILED AND FEE Aug 28, 2012

2 NOTICE AND TRIAL DATES SENT; ANSWER DUE: Aug 28, 2012 Oct 07, 2012

3 PENDING, INSTITUTED Aug 28, 2012

4 ANSWER Oct 05, 2012

5 STIP TO SUSP PEND SETTL NEGOTIATIONS Mar 12, 2013

6 SUSPENDED Mar 13, 2013

7 STIP TO SUSP PEND SETTL NEGOTIATIONS Apr 19, 2013

8 SUSPENDED Apr 19, 2013

9 STIP TO SUSP PEND SETTL NEGOTIATIONS May 16, 2013

10 SUSPENDED May 16, 2013

11 STIP TO SUSP PEND SETTL NEGOTIATIONS Jun 19, 2013

12 SUSPENDED Jun 19, 2013

13 W/DRAW OF OPPOSITION Aug 19, 2013

14 BD DECISION: DISMISSED W/ PREJ Sep 02, 2013

15 TERMINATED Sep 02, 2013



0an
(clobazamfi

Reg. No, $144,097 LUNDBEL‘R LLC [DELAWARE LIMITED LIABILI'I‘I‘ COMPANY)
. ' 1- OLI R PARKWAY NORTH

Reglstered May 15, 2012 I'JIZIFRI-‘Il'ilD, II. Sums

Int. Cls.: 5 and 4] FOR: PI-IARMACELITICAI. PREPARATIONS MADE IN SIGNIFICANT PART FRUM CLOS-
AZAM TOR l‘l—II—I PREVENTION AND 'l'Rle'I'MEN'I' 0F DISORDERS U]—' 'I'HI—I NERVOUS
S‘x‘S'l'liM. IN CLASS 5 ms. (1.5. 6. 18,44. 46,51 AND 52;.

TRADEMARK
I-‘IRS'I‘ USE 1-3-2012; 1N COMMERCE I-3-2ul2.

SERVICE MARK
FOR: HEALTH EDUCATIONAL SERVICES FOR DOCTORS AND PA’I‘IEN'I'S. NAMEIX.

PRINCIPAL REGISTER CONDUCTING PROGRAMS TO INCREASE PATIENT AWARENESS AND COMPLIANCE
REIA'ITNO TO DISORDERS OF THE NERVE)! :‘S SYSTEM, AND l'JlS'I'RIBIITING RELATED
HEALTII EDUCATION MATERIALS IN CONNECTION [III-LRIM'ITI-l. IN CLASS 4i (LES
L‘LS. qu. Ill] ANO um.

FIRST LIST. IPA—3012'. IN Cl'lMMFRCI' Iv3—2IIIE.

NO CLAIM IS MADE TO 'I'I‘Ilri EXCLUSIVE RIGHT TO USE "L'I.OBAZAM".APA RT FROM
THE MARK AS SHOWN.

'I'llL' COLIJRIS) GREEN. Wl-LI'I'l: AND BLUE lS-"ARL‘ CLAIMED AS A l‘IiA'l‘Iu'RE OI; 'l‘l-[L-
MARK.

TIIF. MARK CONSI STS OF A SHIELD—311A I’IEI) OBJECT CONTAINING CU‘RVED LINES
IN BLUE AND WHITE IN T] IF. LOWER PORTION AND THE UPPER PORTION IS SILADICD
GREEN. THE. SHIELD-SHAPED OBJECT APPEARS ABOVE THE WORDS “ONIv'l” AND

"ICLUBMAM) IV" TILL WORD "ONITI" APPEARS IN BLUE AND THE WORDS "ICLOE-
AAAM] IV" APPEAR [N [iRI—LllN.

SN 85—29(1‘502. FILED 4—8—20! 1.

ERNEST SI-IUSI'IO. [:IXAMI NINE} ATTORNEY 
Durumr III III: lmiwd 5mm». I’mcnl .uIIl landfill-III. Llifiw

LUP-002870



REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS. 

Requirements in the First Ten Years”
What and When to File:

First Filing Deadline: You must file a Declaration of Use tor Excusable Nonuse] between the
5th and nth years otter the registration date. See 15 U.S.C. §§lt15tt_. |I4lk. ll‘tlte declaration is

accepted. tlte registration will continue in Force for the remainder ol'the ten-year period. calculated
From the tegistration date. unless cancelled by an order ol‘ the Commissioner for deentarks or a
federal court.

Second Filing Deadline: You must tile a Declatation ot‘ Use (or Excusttbie Nonusel and an
Application for Renewal between the 9111 tatd ltllh years alter the registration date“
See [5 U.S.C. §lll59.

Requirements in Successive Ten-Year Periods1r
What and When to File:

You must lite a Declarat ion ol'Use {or Excusablc Nonnse] and an Application for Renewal between

every 9th and ttttlt~year period. calculated from the registration date."

Grace Period Filings"

The above documents will be accepted as timely it'lilcd within six months alict' the deadlines listed above
with the payment of an additional Ice.

The United States Patent and Trademark Office (USPTO) will NOT send you any future notice or
reminder ufthcse tiling requirements. 

*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder ol‘an international registration with

an extension ol‘ protection to the United States under the Madrid Protocol must tinteiy tile the Declarations
01‘ Use (or Excusable Nonuse} referenced above directly with the USPT‘O. The titne periods for tiling are
based on the US. regismttion date (not tlte inteotational registration date). The deadlines and grace periods

for the Declarations ol‘Use (or Excusahle Nonnse) are identical to those t‘or nationally issued registrations.
See [5 U.S.C. §§1tl58. l 141k. However. owners ot‘intentational registrations do not file renewal applications
at the USPT‘O. Instead. the holder must tile a renewal of the underlying intertuttional registration at the
International Bureau ot‘the World Intellectual Property Orgzutizarion. under Article 7 ol‘the Madrid Protocol.
before the expiration of each ten-year term of protection, calculated front the date of the international
registration. See [5 U.S.C. 35 l [4 lj. Fortttotc information and renewal Forms For the intemat‘iooal registration.
sec lttrpa'iwwwwipo.int.-’rnadridicrti.

NOTE: Fees and requirements for maintaining registrations are subject to change. Please check the
USPTO website for in ether information. With the exception of renewal applications for registered
extensions of protection. you can file the registration maintenance documents referenced above online
at httpu’iwwwusptogov.

Page: 2 i RN it 4. |-l4,tl97
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Generated on: This page was generated by TSDR on 2017-11-06 13:45:39 EST

Mark: ONFI (CLOBAZAM) IV

Onfi
(clobazamhs

US Serial Number: 85290502 Application Filing Apr. 08, 2011
Date:

US Registration 4144097 Registration Date: May 15, 2012
Number:

Register: Principal

Mark Type: Trademark, Service Mark

Status: Registered. The registration date is used to determine When post-registration maintenance documents are due.

Status Date: May 15,2012

Publication Date: Dec. 06, 2011 Notice of Jan. 31,2012
Allowance Date:

 

Mark Information 

Mark Literal ONFI (CLOBAZAM) IV
Elements:

Standard Character No
Claim:

Mark Drawing 3 - AN ILLUSTRATION DRAWING WHICH INCLUDES WORD(S)/ IJETTER(S)/NUMBER(S)
Type:

Description of The mark consists of a shield-shaped object containing curved lines in blue and white in the lower portion and the upper portion is
Mark: shaded green. The shield-shaped object appears above the words "Onfi" and '(dobazam) IV”. The word 'Onfi" appears in blue and the

words '(dobazam) IV" appear in green.

Color Drawing: Yes

Color(s) Claimed: The color(s) green, white and blue is/are claimed as a feature of the mark.

Disclaimer: "CLOBAZAM"

Design Search 24.01.02 - Shields or crests with figurative elements contained therein or superimposed thereon
Code(s): 26.01.03 — Incomplete circles (more than semi—circles); Circles, incomplete (more than semi-circles)

26.17.09 - Curved line(s), band(s) or bar(s); Bars, curved; Lines, wrved; Bands, curved 

Goods and Services 

Note: The following symbols Indimte that the registranUowner has amended the goods/services:

0 Brackets L] indicate deleted goodslservices;
0 Double parenthesis ((..)) identify any goods/services not claimed in a Section 15 atfidavit of incontestability; and
- Asterisks '..' identify additional (new) wording in the goods/services.

For: pharmaceutical preparations made in significant part from clobazam for the prevention and treatment of disorders of the nervous
system

lntemational 005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Jan. 03, 2012 Use in Commerce: Jan. 03, 2012

For: health educational services for doctors and patients, namely, conducting programs to increase patient awareness and compliance
relating to disorders of the nervous system, and distributing related health education materials in connection therewith

lntemational 041 - Primary Class U.S Classles): 100, 101 , 107
Class(es):
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Class Status: ACTIVE

Basis: 1(a)

First Use: Jan. 03, 2012 Use in Commerce: Jan. 03, 2012

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: LUNDBECK LLC

Owner Address: 6 Parkway North
Deerfield, ILLINOIS 60015
UNITED STATES

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Claudia A. Smith Docket Number: 1101391-0002

Attorney Primary
Email Address:

trademarkdocket@whitecase.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

Claudia A. Smith
White & Case LLP
1155 Avenue of the Americas
Patent and Trademark Department
New York, NEW YORK 10036
UNITED STATES

Phone: 212-819-8200 Fax: 212-354-8113

Correspondent e-
mail:

trademarkdocket@whitecase.com Correspondent e-
mail Authorized:

Yes

Domestic Representative

Domestic
Representative

Name:

Claudia A. Smith Phone: 212-819-8200

Fax: 212-354-8113

Domestic
Representative e-

mail:

trademarkdocket@whitecase.com Domestic
Representative e-
mail Authorized:

Yes

Prosecution History

Date Description
Proceeding
Number

May 15, 2017 COURTESY REMINDER - SEC. 8 (6-YR) E-MAILED

Aug. 11, 2016 APPLICANT/CORRESPONDENCE CHANGES (NON-RESPONSIVE) ENTERED 88888

Aug. 11, 2016 TEAS CHANGE OF OWNER ADDRESS RECEIVED

Jun. 12, 2014 ATTORNEY/DOM.REP.REVOKED AND/OR APPOINTED

Jun. 12, 2014 TEAS REVOKE/APP/CHANGE ADDR OF ATTY/DOM REP RECEIVED

Aug. 07, 2013 AUTOMATIC UPDATE OF ASSIGNMENT OF OWNERSHIP

May 15, 2012 REGISTERED-PRINCIPAL REGISTER

Apr. 10, 2012 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED



Apr. 07, 2012 LAW OFFICE REGISTRATION REVIEW COMPLETED 66213

Apr. 06, 2012 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Apr. 05, 2012 STATEMENT OF USE PROCESSING COMPLETE 76874

Mar. 15, 2012 USE AMENDMENT FILED 76874

Apr. 05, 2012 CASE ASSIGNED TO INTENT TO USE PARALEGAL 76874

Mar. 15, 2012 TEAS STATEMENT OF USE RECEIVED

Mar. 07, 2012 AUTOMATIC UPDATE OF ASSIGNMENT OF OWNERSHIP

Jan. 31, 2012 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Dec. 06, 2011 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Dec. 06, 2011 PUBLISHED FOR OPPOSITION

Nov. 16, 2011 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Oct. 28, 2011 LAW OFFICE PUBLICATION REVIEW COMPLETED 66213

Oct. 28, 2011 APPROVED FOR PUB - PRINCIPAL REGISTER

Oct. 27, 2011 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Oct. 26, 2011 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Oct. 26, 2011 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Oct. 26, 2011 TEAS CHANGE OF CORRESPONDENCE RECEIVED

Jul. 15, 2011 NOTIFICATION OF NON-FINAL ACTION E-MAILED 6325

Jul. 15, 2011 NON-FINAL ACTION E-MAILED 6325

Jul. 15, 2011 NON-FINAL ACTION WRITTEN 78067

Jul. 15, 2011 PREVIOUS ALLOWANCE COUNT WITHDRAWN

Jul. 08, 2011 WITHDRAWN FROM PUB - OG REVIEW QUERY 76621

Jun. 30, 2011 LAW OFFICE PUBLICATION REVIEW COMPLETED 66213

Jun. 29, 2011 ASSIGNED TO LIE 66213

Jun. 11, 2011 APPROVED FOR PUB - PRINCIPAL REGISTER

Jun. 11, 2011 ASSIGNED TO EXAMINER 78067

Apr. 14, 2011 NOTICE OF DESIGN SEARCH CODE MAILED

Apr. 13, 2011 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Apr. 12, 2011 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Apr. 07, 2012

Assignment Abstract Of Title Information

Summary

Total Assignments: 1 Registrant: LUNDBECK LLC

Assignment 1 of 1

Conveyance: MERGER EFFECTIVE 12/31/2011

Reel/Frame: 4725/0389 Pages: 5

Date Recorded: Feb. 28, 2012

Supporting
Documents:

assignment-tm-4725-0389.pdf

Assignor

Name: LUNDBECK INC. Execution Date: Dec. 28, 2011

Legal Entity Type: CORPORATION State or Country
Where Organized:

ILLINOIS

Assignee

Name: LUNDBECK LLC 

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

DELAWARE

Address: FOUR PARKWAY NORTH
DEERFIELD, ILLINOIS 60015

 



Correspondent

Correspondent
Name:

JAMES A. THOMAS

Correspondent
Address:

P.O. BOX 1886
DURHAM, NC 27702-1886

Domestic Representative - Not Found
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PROTEUS

Reg. No. 4,902,550

Registered Feb. 16, 2016

Int. Cls.: 5, 9,10, 41, and
4-1

TRADEMARK

SERVICE MARK

PRINCIPAL REGISTER

 
Director of the United Slales
Patent and Trademark Office

I’ROI'I;LTS DIGITAL IIIEALI'II. INL‘. [DI-LAWARJE CORPORATION}
Zfillll BRIDGE. PARKWAY! SIII II [III
RI'IIJWIHJI) C I IV. CA 9-4065

I'DR: A HDIISI- MARK EUR. HUI—II I‘IiFSCIUI-TI'ION AND (NER— I'HI‘—L‘UUN'I'FI{. INGES I'—
IBI.I{ MEIJIC'A'I'IDNS, PLACEBO PILLS, PIIARk-IAC'I-I'TIL‘AIS. DIAUNUS'I'IC I’RIZI‘ARA-
I'IUNH= ANI)'I'III{RAPI€I I'I'IL‘ PRIE'I‘AILA'I'IDNS L‘ITIN I'AININU lNGI—S'I'IBIJ: SENSORS ['UR
USI'. IN L'IIJNNL'UI'ION WI'I'II HUMANS AND ANIMALS. IN CLASS 5 (US 0.5. 5. HS. 44
46, 51 AND 53).

I'IRS'I' IISF S—l—EIJIS; IN L‘I'JMMl—RCI': H~I—2IIIS_

I'OR; A HOUSE MARK FOR SEMICONDUCTORS: SEMICI’INDLIC'TDR CHIPS. SEMICON-
DUL'I'UR IJI2'VIL'I..3..‘-I.ANIJ SliA-IICUNDUCTUR POWER [LI..I;'.\1 IEN'I'S; A IIIJUSIE MARK FUR
L'UMI’I' I'L-iR SUIVI'WA RI: FDR I‘RUL'JLSSINU AND SHARING DA'I'A RIiAI'L-D I'D MEDIE-
AI'IDNS. PIIARMACI.-'l.'I|CAI..5. NU I'RAL'IEU IIL'ALS. SUI'I’IIsMILNIS. PHYSIOLOGY.
IIIEAIII'II. NII'I‘RITIDN. I'I'I'NI'ESS, ANI) WIEI INI'SS AND DATA COLLECTED IIY, DR
UTILIZED IN CONJUNCTION WI'I'II A MEDICAL DEVICI‘. IN CLASS 9 (11.3, CLS. El. 23.
Ifi.1fiANlJ 38).

I'IRS'I' 1 "Eli fi-I-EI]! 5'. IN CUMMILRL‘L H-I-ZIIIS.

I’DR. A IIIJUSIE MARK FUR IMPLANI'AIII I3. NI'JN-IMPLAN'I'AIII-|_ AND I’DRIAIJIJ"
MFDIL‘AI. A ND DIAiiNI'JSTIL" I')l'-VICI'€S. NAMI'IX'. PATIENT MDNIITJRK “Iii/IRAQ“:
PATIENT SENSORS, INGITSTIBIF SENSORS. ANIJ WIRELESS TRANSCEIVIERS {ISIED
[OR RILLTTVING AND I'KANSMI'I‘I'ING DATA REIAIT'I) '1'0 MIEDICA'I'IONS. HEAI.'I'H.
N'UTRII'II'JN. I‘I'I'NESXAND \\-"I-LI.I..NE.SS DI IIITMANF‘I AND ANIMALS. IN CLASS 10 {I LS
(£15.26. 3‘) AND 44}.

HRS I' USIE II-I-L’IH 5'. IN L‘IJMMtRCl H-l-Elllfi.

I'UkrA I-IDUSIE MARK I-l'JR TRAINING AND TEACHING IN I'I-IF I-'I|:I.D 0F I’RFVFN'I‘ION.
INAUNDSIS AND I'RI-tA'I'Ml-IN'I' I'JI- MEDIL'AI. CONDI'I'IUNS: A IIDUSI: MARK I‘DR
PROVIDING A Wl-IBSI'I'I: |'[1A'II_IR[NG INI‘I'IRJMAI'IDN ABI'J'U'I' PI-IYSIL‘AI. lrl'I'NI-Sh‘ DI-
]IUMANS AND ANIMALS; A I-IDLJSE MARK I'IJR PROVIDING I'A'I'll-L'N'I'S AND I‘A'I'IENI
OUARIJIANS I‘IiRSIfiJNA]. SLIPI’UR'I'S SERVICES RI LAI'ING I'fl I‘A'I'ILENI CARL, NAMI.-I Y.
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Reg_ Nrg. 49902‘550 PROVIDING [NI-'ORMA'I‘IDN ABUU'I‘ PA'I‘II'LN'I' PHYSICAL FITNESS FOR HUMANS ANT}
ANIMALS, IN CLASS 41l1|.S.CI.S. Inn. IIII AND In?)

TIRST U517. R-l-Zflli; 1N COMMERCF fi-l—EGIS.

FOR: A HOUSE MARK FDR MEDICAL CONSULTATION AND CLINIL‘IAN SERVICES; A
HOUSE MARK FOR PROVIDING TEMPORARY U 81:. OI- NON-DOWNLUA DA ELIE SDI-‘1‘-
WARIS filVlNLi MEDICAL PRO! liSSlUNALS. PATIENTS. AND USERS ACCESS '10 [MIA
RELATING TO SERVICES AND ANALYSIS [N THT: FIELDS OF MEDICINE. HEALTH.
NUTRITION. FITNESS ANT) WELLNESS OF HUMANS AND ANIMALS: A IIDUSIZ MARK
FOR PROVIDING A WIE’BS [TE FEATURING lNFURMATI DN ABOUT MEDICATIONS.
HEALTH. NUTRJTTDN, MENTAL Fl'l'NESSANDWELLNI-SS 01" HUMANS AND/\NIMALS;
A HOUSE MARK FOR [‘RUVIDING I‘AI'IEN'I'S AND FA'I’IENI‘ GLIARJJIANS PERSONAL
SUPPORTS SERVICES RELAl‘lNU T0 PATIENT CARE. NAMELY. PROVIDING INFORM-
A'I‘IIJN ABUU'I' PA'I'IEN'I' MEDICATION IU‘LGIMEN‘I‘, HEALTH, NLTI‘IU’I'IIDN, MENTAL
FITNESS. WELLNESS. AND TREATMENT [le7 MEDICAL DISORDERS F {JR Ill FMANS AND
ANIMALS. IN CLASS 44 (THE. CLS. IUIJAND |0| ).

HRST USE E'H-ZUIS, 1N COMMERCE 5-1-2015.

I‘HE MARK CONSISTS Olv STANDARD CHARACTERS WITI-IOLJT CLAIM I‘D ANY PAR-

TICULAR I ONT, STYLE. SIZE. 0R COLOR.

0me OF ILS. REG. NOS. 3363.272. 3.987. [95. A ND 4.60167",

SN 86-35132“, FILED T-Z‘J-ZI'IM.

BRITTANY ES'I'ELL. EXA MINING A'J‘I'DRNEY

Page: 2 K RN 1* 4,902,550
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REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS. 

Requirements in the First Ten Years“
What and When to File:

Firs-r Filing Deadline: You must file a Declaration oI‘L'se ior Excusable Nouuse] between the
fith and 6111 years alter the registration date. See [5 U.S.C. §§lt15ti. | l4lk. ll‘the declaration is

accepted. the registration will continue in force for the remainder ol‘the ten-year period. calculated
from the registration date. unless cancelled by an order ol‘the Commissioner For Trademarks or a
federal court.

Second Fiiing Deadline: You must lile a Declaration ol‘Usc (or Excusablc Nonuse] and an
Application for Renewal between the 9111 and [{Jth years alter the registration date"
.S'ee l5 LLSJC‘. §1059.

Requirements in Successive Ten-Year Periods*
What and When to File:

You must lilc a Declaration ol'Llsc tor Exctlsablc Nonuse) and an Application for Renewal between
every 9111 and ltlth-y ear period. calculated from the registration date.‘

Grace Period Filings"

The above doctunents will be accepted as timely il'liled within six months after the deadlines listed above
Willi tlte payment of an additional fee.

*ATTENTION’ MADRID PROTOCOL REGISTRANTS: The holder ol'an international registration with

an extension ot‘protection to the United States under the Madrid Protocol must timely file the Declarations
of Use [or Excusahie Nonuse) referenced above directly with the United States Patent and Trademark Otthe

tUSPTDt. The time periods I'or filing are based on the U .5. registration date (not the intcntational registration
date]. The deadlines and grace periods for the Declarations ot‘Use (or Excasablc Nonuset are identical to
those [in nationally issued registrations. See IS U.S.C‘. §§lfl5R, l l4lk. However. owners ol‘inlemationa]
registrations do not file renewal applications at the USPTO. Instead. the holder must file a renewal of the
underlying. intemational registration at the Intemational Bureau ofthe World Intellectual Property Organization,
under Article 7 ol‘ the Madrid Protocol. hetero the expiration of each ten—year tcrtn ol‘protccticn. calculated
from the date ol‘the international registration. .S’ee IS U.S.C‘. §l l4lj. For more im‘onnation and renewal
forms for the intentational registration. see ltttp‘.i»'wwwzwipointimadridietu.

NOTE: Fees and requirements for maintain in: registrations are subject to change. Please check the
[ISPTO website for further information. With the exception of renewal applications for registered
extensions of protection. you can [lie the registration maintenance documents referenced above unline
at http :fiwww.uspto .gov.

NOTE: A courtesy e-mail reminder ol‘ USPTO maintenance tiling deadlines will he sent to trademark
ownersiltoldcrs who authorize e—mail communication and maintain a current e—mail address with the

USPTO. To ensure that c—rnail is authorized and you r address is current. please use the Trademark
Electronic Application System {TEAS} Correspondence Address and Change owaner Address Forms
available at liltpzliwwwusptogov.

Page: 3 i RN # 4.902.550
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Generated on: This page was generated by TSDR on 2017-11-06 14:19:21 EST

Mark: PROTEUS

PROTEUS

US Serial Number: 86351820 Application Filing Jul. 29, 2014
Date:

US Registration 4902550 Registration Date: Feb. 16, 2016
Number:

Register: Principal

Mark Type: Trademark, Service Mark

TM5 Common Status LIVE/REGISTRATIONIIssued and Active

Descriptor:
The trademark application has been registered with the Office.

Status: Registered. The registration date is used to determine when post-registration maintenance documents are due.

Status Date: Feb. 16, 2016

 

 

Publication Date: Mar. 17, 2015 Notice of May 12, 2015
Allowance Date:

Mark Information

Mark Literal PROTEUS
Elements:

Standard Character Yes The mark consists of standard characters without claim to any particular font style, size, or color.
Claim:

Mark Drawing 4 - STANDARD CHARACTER MARK
Type: 

Related Properties Information 

Claimed Ownership 3963272, 3987195, 4605675
of US

Registrations:  

Goods and Services 

Note: The following symbols indicate that the registrant/owner has amended the goods/services:

- Brackets L] indicate deleted goods/semces;
a Double parenthesrs ((..)) identify any goods/services not claimed in a Section 15 affidavit of incontestability; and
- Asterisks '..' identify additional (new) wording in the goods/servrces.

For: A house mark for, both prescription and over-the—counter, ingestible medications, placebo pills, pharmaceuticals, diagnostic
preparations, and therapeutic preparations containing ingestible sensors for use in connection with humans and animals

International 005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052
Class(es):

Class Status: ACTIVE

Basis: 1(a)

First Use: Aug. 01,2015 Use in Commerce: Aug. 01, 2015

For: A house mark for semiconductors, semiconductor chips, semiconductor devices, and semiconductor power elements; a house mark for
computer software for processing and sharing data related to medications, pharmaceuticals, nutraceuticals, supplements, physiology,
health, nutrition, fitness, and wellness and data collected by, or utilized in conjunction with a medical device

International 009 — Primary Class U.S Class(es): 021, 023, 026, 036, 038
Class(es):

Class Status: ACTIVE

Basis: 1(a)

LUP-002879



First Use: Aug. 01, 2015 Use in Commerce: Aug. 01, 2015

For: A house mark for implantable, non-implantable and portable medical and diagnostic devices, namely, patient monitors, wearable
patient sensors, ingestible sensors, and wireless transceivers used for receiving and transmitting data related to medications, health,
nutrition, fitness, and wellness of humans and animals

International
Class(es):

010 - Primary Class U.S Class(es): 026, 039, 044

Class Status: ACTIVE

Basis: 1(a)

First Use: Aug. 01, 2015 Use in Commerce: Aug. 01, 2015

For: A house mark for training and teaching in the field of prevention, diagnosis and treatment of medical conditions; a house mark for
providing a website featuring information about physical fitness of humans and animals; a house mark for providing patients and
patient guardians personal supports services relating to patient care, namely, providing information about patient physical fitness for
humans and animals

International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: Aug. 01, 2015 Use in Commerce: Aug. 01, 2015

For: A house mark for medical consultation and clinician services; a house mark for providing temporary use of non-downloadable software
giving medical professionals, patients, and users access to data relating to services and analysis in the fields of medicine, health,
nutrition, fitness and wellness of humans and animals; A house mark for providing a website featuring information about medications,
health, nutrition, mental fitness, and wellness of humans and animals; A house mark for providing patients and patient guardians
personal supports services relating to patient care, namely, providing information about patient medication regiment, health, nutrition,
mental fitness, wellness, and treatment of medical disorders for humans and animals

International
Class(es):

044 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: Aug. 01, 2015 Use in Commerce: Aug. 01, 2015

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: PROTEUS DIGITAL HEALTH, INC.

Owner Address: 2600 Bridge Parkway, Suite 101
Redwood City, CALIFORNIA UNITED STATES 94065

Legal Entity Type: CORPORATION State or Country
Where Organized:

DELAWARE

Attorney/Correspondence Information

Attorney of Record

Attorney Name: May Mowzoon Docket Number: PRO-T23-US

Attorney Primary
Email Address:

paralegal@danalegalservices.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

MAY MOWZOON
DANA LEGAL SERVICES
325 SHARON PARK DR
MENLO PARK, CALIFORNIA UNITED STATES 94025-6805



Phone: (623) 335-2947

Correspondent e-
mail:

paralegal@danalegalservices.com may@danaleg

alservices.com docket@danalegalservices.com ju

bin@danalegalservices.com pam@danalegalservi

ces.com

Correspondent e-
mail Authorized:

Yes

Domestic Representative - Not Found

Prosecution History

Date Description
Proceeding
Number

Feb. 16, 2016 REGISTERED-PRINCIPAL REGISTER

Jan. 13, 2016 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

Jan. 12, 2016 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Jan. 01, 2016 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Dec. 31, 2015 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Dec. 31, 2015 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Dec. 15, 2015 NOTIFICATION OF NON-FINAL ACTION E-MAILED

Dec. 15, 2015 NON-FINAL ACTION E-MAILED

Dec. 15, 2015 SU - NON-FINAL ACTION - WRITTEN 90338

Nov. 23, 2015 STATEMENT OF USE PROCESSING COMPLETE 75298

Nov. 06, 2015 USE AMENDMENT FILED 75298

Nov. 19, 2015 CASE ASSIGNED TO INTENT TO USE PARALEGAL 75298

Nov. 06, 2015 TEAS STATEMENT OF USE RECEIVED

May 12, 2015 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Mar. 17, 2015 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Mar. 17, 2015 PUBLISHED FOR OPPOSITION

Feb. 25, 2015 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Feb. 06, 2015 LAW OFFICE PUBLICATION REVIEW COMPLETED 70997

Feb. 03, 2015 APPROVED FOR PUB - PRINCIPAL REGISTER

Feb. 02, 2015 EXAMINER'S AMENDMENT ENTERED 88888

Feb. 02, 2015 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED 6328

Feb. 02, 2015 EXAMINERS AMENDMENT E-MAILED 6328

Feb. 02, 2015 EXAMINERS AMENDMENT -WRITTEN 90338

Jan. 21, 2015 PREVIOUS ALLOWANCE COUNT WITHDRAWN

Dec. 16, 2014 WITHDRAWN FROM PUB - OG REVIEW QUERY 99910

Dec. 04, 2014 LAW OFFICE PUBLICATION REVIEW COMPLETED 70997

Dec. 04, 2014 ASSIGNED TO LIE 70997

Nov. 15, 2014 APPROVED FOR PUB - PRINCIPAL REGISTER

Nov. 14, 2014 EXAMINER'S AMENDMENT ENTERED 88888

Nov. 14, 2014 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED 6328

Nov. 14, 2014 EXAMINERS AMENDMENT E-MAILED 6328

Nov. 14, 2014 EXAMINERS AMENDMENT -WRITTEN 90338

Nov. 11, 2014 ASSIGNED TO EXAMINER 90338

Aug. 06, 2014 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Aug. 01, 2014 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Jan. 12, 2016
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Reg. No. 4,641,478 SANOI-'1(1-'RANCE SOCIE'I'EANONYML‘)

. 54 RUE LA EOE'I'IE
Registered Nov. 18, 2014 PARIS. I-‘RANCI-l'a'ims

Int. Cls.: I, 5, 9, 10, 16, 1-‘OR; CIIEMICALS FOR USE IN THE MANUl-‘AC'I‘URl-I OT PHARMACEUTICALPREPAR—
35, 38, 409 4], and 44 ATIONS ANDSUES'TANCES. IN CLASS I (US. CLS. I. 5.5. 111.36 AND 46).

1-‘1RS'1' USE 6-15-201111N COMMERCE 6-5-3011.

TRADEMARK
I-‘OR; IIOIISE MARK I-‘OR A PULL LINE OI-' VACCINES. PIIARMACI-:U'|‘ICAL PREPARA-

SERVICE MARK TIONS BOTH PRESCRIPTION AND OVER—TIIE—COUNTER. FOR BOTH IIUMAN AND
ANIMAL USE. IN CLASS 5 (US. CLS. (1. 18.44.46. 51 AND 52).

PRINCIPAL REGISTER
PIRS'I'USES-15.21111; IN COMMERCE 6-15-2111 I.

1-‘OR; COMPUTER SOI-"l‘WARl-I I-‘OR PI IARMACEU‘I‘ICALAND MEDICAL DICVICLOPMEN‘I‘.
COMPUTER SOI-“I‘WARE I-‘OR DATABASE MANAGI-MEN'I‘ IN THE I-‘IELD OI“ HEALTH-
CARE; COMPUTERS AND COMPUTER SOFTWARE FOR USE IN SEARCIITNG FOR.
MANAGING. AND PROVIDING IIEAIJI‘IICARE INI-‘ORMA’I‘ION IN PATIENT RECORDS
MANAGEMENT. IN WORD PROCESSING. IN DATABASE MANAGEMENT. AND AS A
SPREADSIIEE'T 1N '1'11E1-‘1EI.DOI-' 11EAL'1'IICARE BY PHYSICIANS AND 1115AL'1'IICARE
TECHNICIANS. PI MRMACIS'I'S. SCIENTISTS. RESEARCI IERS AND 011 LER PERSONNEL:
AUDIO AND VIDEO RECORDINGS I-‘I-:A‘TURING III-:AL'I'IICARE INI-‘ORMA‘TION AND

PHARMACEUTICAL AND MEDICAL DINETOPMEN’TS. IN CLASS 9 (US. US. 21. 23. 26.
36ANT)38).

lI'IRST USE 645-201 I'. IN COMMERCE 645-201 I.

TOR: SURGICAI.,. MEDICAL AND VETERINARY APPARATUS AND INSTRUMENTS.
NAMELY. INHALERS I-‘( )R'I‘IIICRAPI-IU'I'IC USIC SOLD EMP'I‘YANI)I’AR'I‘SANI)FITTINGS
'I‘I IEREFOR; DEVICI'is FOR TI IE INJECTION OF MI'ZDICINI'ZS. NA MELY. PENS FOR INJEC—

TION. IN CLASS IU (US. CLS. 26. 39 AND 44).

FIRST USE 645-201 1'. IN COMMERCE 645-20] I.

 
Deputy Director of the linited States:

Patent and 'l‘mdemark Office

LUP-002882



Reg. No. 4,641,478 140R: NEWSPAPERS, PERIODICALS. JOURNALS, AND BOOKS IN THE l-‘IELDS OFPILARMACEUTICALSAND MEDICAL DEVELOPMENTS. IN CLASS 16 (US. CLS. 2. 5, 22.
23,29, 37, 38 AND 50).

FIRST USE 6-15-20] I; IN COMMERCE 6-15-2011.

FOR: BUSINESS CONSULTATION SERVICES; CONSULTATION SERVICES, NAMELY.
PROVIDING CONSUMER INFORMATION REGARDING PRODUCTS; ADVERTISING AND
MARKETING; BUSINESS ADMINISTRATION AND MANAGEMENT IN THE FIELDS OF
I-IEALTI-ICARE; DISTRIBUTION OF PRINTED PROMOTIONAL MATERIALS IN THE FIELD

OF HEALTHCARE; PROMOTING PUBLIC AWARENESS REGARDING I-IEALTHCARE, IN
CLASS 35 (US CLS. 100. 101 AND 102).

FIRST USE 6-15-20] I'. IN COMMERCE 6-15-20] 1.

FOR: TELECOMMUNICATIONS SERVICES,NAMELY, TRANSMISSION OF INFORMATION
VIA TELEPHONE AND COMPUTER TERMINALS THROUGH INTERNET WEB SITES RE—

GARDING HEALTHCARE; TRANSMISSION OF INFORMATION FOR OTHERS IN THE
FIELD OF HEALTHCARE, COMMUNICATION OF INFORMATION ADDRESSED TO PA-
TIENTS OR HEALTI-ICARE PROFESSIONALS VIA COMPUTER AND INTERNET:
PROVIDING ONLINE CHAT ROOMS AND ELECTRONIC BULLETIN BOARDS FOR TIIE
TRANSMISSION OF MESSAGES AMONG COMPUTER USERS CONCERNING IIEALTI I-

CARE, PHARMACEUTICALS. PHARMACEUTICAL ANT) MEDICAL DEVELOPMENTS, IN
CLASS 38 (US CLS. 100, 101 ANT) 104).

FIRST USE 6-15-20] I; IN COMMERCE 6-15-2011.

FOR: CUSTOM MANUFACTURE OF CHEMICAL, BIOCIIEMICAL, AND CELL BASED
ASSAYS ON BEI IALF OF OTHERS; CUSTOM MANUFACTURE OF PI IARMACEUTICALS‘,
STORAGE AND DELIVERY OF PI IARMACEUTICAL PRODUCTS, CIIEMICAL PRODUCTS
FOR PHARMACEUTICAL USE, IN CLASS 40 (US. CLS. 100, 103 AND 106).

FIRST USE 6-15-201111N COMMERCE 6-15-2011.

FOR: EDUCATIONAL SERVICES. NAMELY, CONDUCTING SEMINARS, WORKING
GROUPS. TRAININGAND CONFERENCES IN TI IE FIELD OF IIEALTI ICARE', PUBLISHING
OF PERIODICALS. BOOKS, GUIDES ANT) DATABASES IN TIIE MEDICAL FIELD, ANT)
PROVIDING DIGITAL EDUCATIONAL MATERIALS TI-IEREWITH; CONDUCTING ONLINE
EDUCATIONAL EXHIBITIONS FEATURING DISPLAYS AND INTERACTIVE EXHIBITS

IN THE FIELD OF HEALII-ICARE. 1N CLASS 41 (US. CLS. 100. 101 AND 107).

FIRST USE 6-15-20] 1:. IN COMMERCE 6-15-2011.

FOR: PROVIDING MEDICAL INFORMATION AND EDUCATIONAL INFORMATION IN

THE FIELD OF I-IEALTHCARE; HEALTH CARE SERVICES; MEDICAL CONSULTATION;
DISEASE MANAGEMENT PROGRAMS CONCERNING HEAI.,THCARE_. IN CLASS 44 (US
CLS. 100 AND [01).

FIRST USE 6-15-20] 1:. IN COMMERCE 6-15-2011.

THE MARK CONSISTS OF AN INCOMPLETE BLACK CIRCLE WITH A SILHOUETTE OF
A STYLIZED BIRD AS THE CUT—OUT PORTION.

SN 85-277.] 5‘). FILED 3-25-2011.

RON FAIRBANKS, EXAMINING ATTORNEY

Page: 2 I RN # 4,641,478

LUP-002883



REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS. 

Requirements in the First Ten Years*
What and When to File:

First Filing l)errdl'ine: You must file a Declaration of Use (or Excusable Nonuse) between the
51h and (ath years afterthe registration date, See [5 U.S.C. §§1058. ll-tlk. lithe declaration is
accepted. the registration will continue in force for the remainder of the ten-year period. calculated
from the registration date. unless cancelled by an order of the Commissioner for Trademarks or a
federal court.

Second Filing Deadline.- You must file a Declaration of Use (or Excusable Nonuse) and an
Application for Renewal between the 9th and ltlth years after the registration date“
See [5 U.S.C. §ll)5‘).

Requirements in Successive Ten-Year Periods"
What and When to File:

You must file a Declaration of Use [or Excusable Nonuse) and an Application for Renewal between
every 9th and lOth-year period calculated from the registration date."‘

Grace Period Filings"

The above documents will be accepted as timely if filed within six months after the deadlines listed above
with the payment of an additional fee.

The United States Patent and Trademark Office (USPTO) will NOT send you any future notice or
reminder of these filing requirements. 

*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder ofan international registration with
an extension of protection to the United States under the Madrid Protocol must timely file the Declarations
of Use (or Excusable Nonuse) referenced above directly with the USPTO, The time periods for filing are
based on the U.S. registration date (not the international registration date), The deadlines and grace periods
for the Declarations of Use (or Excusable Nonuse) are identical to those for nationally issued registrations
See [5 U.S.C. §§ l(l58. l 141k, However. owners ol‘intemational registrations do not file renewal applications

at the USPTO. Instead. the holder must file a renewal of the underlying international registration at the
lntemational Bureau of the World Intellectual Property Organiration. under Article 7 of the Madrid Protocol.
before the expiration of each ten-year term of protection. calculated from the date of the international
registration. See 15 U.S.C. §l l-l-lj. For more infonnation and renewal forms forthe international registration.
see http:r'r’www.\vipo.intt'rnadridfeni’.

NOTE: Fees and requirements for maintaining regstrations are subject to change. Please check the
USPTO website for further information. With the exception of renewal applications for registered
extensions of protection, you can lile the registration maintenance documents referenced above online
at http:r’r‘w-wn-zuspto. gov.

Page: 3 tRN it 4.641.478
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Mark:

US Serial Number: 85277159 Application Filing Mar. 25,2011
Date:

US Registration 4641478 Registration Date: Nov. 18, 2014
Number:

Register: Principal

Mark Type: Trademark, Service Mark

TM5 Common Status LlVE/REGISTRATlON/Issued and Active

Descriptor:
The trademark application has been registered with the Ofiice.

Status: Registered. The registration date is used to determine when post-registration maintenance documents are due.

Status Date: Nov. 18, 2014

Publication Date: Sep. 13, 2011 Notice of Nov. 08, 2011
Allowance Date:

 

Mark Information 

Mark Litera
Elements

l None

Standard Character No
Claim:

Mark Drawing 2 - AN lLLUSTRATION DRAWING WITHOUT ANY WORDS(S)/ LEI—TER(S)INUMBER(S)
Type

Description of The mark consists of an incomplete black circle with a silhouette of a stylized bird as the cut~out portion.
Mark

Color(s) Claimed : Color is not claimed as a feature of the mark.

Design Search 03.15.19 — Birds or bats in flight or with outspread wings
Codels): 03.15.24 - Stylized birds and bats

03.15.25 — Crows; Robins; Ravens; Cardinals; Woodpeckers; Doves; Other birds; Pigeons
26.01.03 - Circles, incomplete (more than semi-circles); Incomplete circles (more than semi-circles)
26.01.21 - Circles that are totally or partially shaded. 

Goods and Services 

Note: The followrng symbols indicate that the registrant/owner has amended the goods/services.

o Brackets l..] indicate deleted goods/servrces;
0 Double parenthesrs (( ,)) identify any goods/serVIces not claimed in a Section 15 affidavit of rncontestability; and
I Asterisks '. ‘ identify additional (new) wording in the goods/services.

For

lntemationa

Class(es):

Class Status

Basis:

First Use:

For:

: chemicals for use in the manufacture of pharmaceutical preparations and substances

I 001 - Primary Class U.S Class(es): 001, 005, 006, 010, 026, 046

: ACTIVE

1(a)

Jun. 15, 2011 Use in Commerce: Jun. 15,2011

house mark for a full line of vaccines, pharmaceutical preparations both prescription and over-the—counter, for both human and animal

LUP-002885



use

International
Class(es):

005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: computer software for pharmaceutical and medical development, computer software for database management in the field of
healthcare; computers and computer software for use in searching for, managing, and providing healthcare information in patient
records management, in word processing, in database management, and as a spreadsheet in the field of healthcare by physicians and
healthcare technicians, pharmacists, scientists, researchers and other personnel; audio and video recordings featuring healthcare
information and pharmaceutical and medical developments

International
Class(es):

009 - Primary Class U.S Class(es): 021, 023, 026, 036, 038

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: surgical, medical and veterinary apparatus and instruments, namely, inhalers for therapeutic use sold empty and parts and fittings
therefor; devices for the injection of medicines, namely, pens for injection

International
Class(es):

010 - Primary Class U.S Class(es): 026, 039, 044

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: newspapers, periodicals, journals, and books in the fields of pharmaceuticals and medical developments

International
Class(es):

016 - Primary Class U.S Class(es): 002, 005, 022, 023, 029, 037, 038, 050

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: Business consultation services; consultation services, namely, providing consumer information regarding products; advertising and
marketing; business administration and management in the fields of healthcare; distribution of printed promotional materials in the field
of healthcare; promoting public awareness regarding healthcare

International
Class(es):

035 - Primary Class U.S Class(es): 100, 101, 102

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: telecommunications services, namely, transmission of information via telephone and computer terminals through internet web sites
regarding healthcare; transmission of information for others in the field of healthcare, communication of information addressed to
patients or healthcare professionals via computer and internet; providing online chat rooms and electronic bulletin boards for the
transmission of messages among computer users concerning healthcare, pharmaceuticals, pharmaceutical and medical
developments

International
Class(es):

038 - Primary Class U.S Class(es): 100, 101, 104

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: custom manufacture of chemical, biochemical, and cell based assays on behalf of others; custom manufacture of pharmaceuticals;
storage and delivery of pharmaceutical products, chemical products for pharmaceutical use

International
Class(es):

040 - Primary Class U.S Class(es): 100, 103, 106

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011



For: educational services, namely, conducting seminars, working groups, training and conferences in the field of healthcare; publishing of
periodicals, books, guides and databases in the medical field, and providing digital educational materials therewith; conducting online
educational exhibitions featuring displays and interactive exhibits in the field of healthcare

International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

For: Providing medical information and educational information in the field of healthcare; health care services; medical consultation; disease
management programs concerning healthcare

International
Class(es):

044 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 15, 2011 Use in Commerce: Jun. 15, 2011

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: SANOFI

Owner Address: 54 rue La Boétie
Paris FRANCE 75008

Legal Entity Type: SOCIETE ANONYME State or Country
Where Organized:

FRANCE

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Susan Upton Douglass Docket Number: SYN 1102913

Attorney Primary
Email Address:

sdouglass@frosszelnick.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

SUSAN UPTON DOUGLASS
FROSS ZELNICK LEHRMAN & ZISSU, P.C.
4 TIMES SQUARE, 17TH FLOOR
NEW YORK, NEW YORK UNITED STATES 10036

Phone: 212-813-5900 Fax: 212-813-5901

Correspondent e-
mail:

sdouglass@frosszelnick.com Correspondent e-
mail Authorized:

Yes

Domestic Representative

Domestic
Representative

Name:

Susan Upton Douglass Phone: 212-813-5900

Fax: 212-813-5901

Domestic
Representative e-

mail:

sdouglass@frosszelnick.com Domestic
Representative e-
mail Authorized:

Yes

Prosecution History

Proceeding



Date Description
Number

Apr. 05, 2017 REVIEW OF CORRESPONDENCE COMPLETE - ADDRESS UPDATED 88889

Jan. 31, 2017 CORRESPONDENCE RECEIVED IN LAW OFFICE

Nov. 29, 2014 CERTIFICATE OF CORRECTION ISSUED 75184

Nov. 29, 2014 CASE ASSIGNED TO POST REGISTRATION PARALEGAL 75184

Nov. 20, 2014 TEAS SECTION 7 REQUEST RECEIVED

Nov. 18, 2014 REGISTERED-PRINCIPAL REGISTER

Oct. 15, 2014 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

Oct. 14, 2014 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Sep. 20, 2014 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Sep. 19, 2014 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Sep. 19, 2014 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jun. 16, 2014 NOTIFICATION OF NON-FINAL ACTION E-MAILED

Jun. 16, 2014 NON-FINAL ACTION E-MAILED

Jun. 16, 2014 SU - NON-FINAL ACTION - WRITTEN 76463

May 12, 2014 STATEMENT OF USE PROCESSING COMPLETE 69302

May 07, 2014 USE AMENDMENT FILED 69302

May 07, 2014 TEAS STATEMENT OF USE RECEIVED

Nov. 08, 2013 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Nov. 07, 2013 EXTENSION 4 GRANTED 69302

Nov. 05, 2013 EXTENSION 4 FILED 69302

Nov. 05, 2013 TEAS EXTENSION RECEIVED

May 10, 2013 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

May 09, 2013 EXTENSION 3 GRANTED 69302

May 08, 2013 EXTENSION 3 FILED 69302

May 08, 2013 TEAS EXTENSION RECEIVED

Nov. 08, 2012 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

Nov. 07, 2012 EXTENSION 2 GRANTED 69302

Nov. 06, 2012 EXTENSION 2 FILED 69302

Nov. 07, 2012 CASE ASSIGNED TO INTENT TO USE PARALEGAL 69302

Nov. 06, 2012 TEAS EXTENSION RECEIVED

May 04, 2012 NOTICE OF APPROVAL OF EXTENSION REQUEST E-MAILED

May 02, 2012 EXTENSION 1 GRANTED 98765

May 02, 2012 EXTENSION 1 FILED 98765

May 02, 2012 TEAS EXTENSION RECEIVED

Mar. 07, 2012 APPLICANT/CORRESPONDENCE CHANGES (NON-RESPONSIVE) ENTERED 88888

Mar. 07, 2012 TEAS CHANGE OF OWNER ADDRESS RECEIVED

Nov. 08, 2011 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Sep. 13, 2011 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Sep. 13, 2011 PUBLISHED FOR OPPOSITION

Aug. 05, 2011 LAW OFFICE PUBLICATION REVIEW COMPLETED 59554

Aug. 02, 2011 APPROVED FOR PUB - PRINCIPAL REGISTER

Aug. 02, 2011 EXAMINER'S AMENDMENT ENTERED 88888

Aug. 02, 2011 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED 6328

Aug. 02, 2011 EXAMINERS AMENDMENT E-MAILED 6328

Aug. 02, 2011 EXAMINERS AMENDMENT -WRITTEN 76463

Jul. 28, 2011 PREVIOUS ALLOWANCE COUNT WITHDRAWN

Jul. 25, 2011 WITHDRAWN FROM PUB - OG REVIEW QUERY 76621

Jul. 13, 2011 LAW OFFICE PUBLICATION REVIEW COMPLETED 59554

Jul. 13, 2011 ASSIGNED TO LIE 59554

Jun. 19, 2011 APPROVED FOR PUB - PRINCIPAL REGISTER

Jun. 19, 2011 EXAMINER'S AMENDMENT ENTERED 88888

Jun. 19, 2011 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED 6328

Jun. 19, 2011 EXAMINERS AMENDMENT E-MAILED 6328

Jun. 19, 2011 EXAMINERS AMENDMENT -WRITTEN 76463



Jun. 11, 2011 ASSIGNED TO EXAMINER 76463

Jun. 01, 2011 AUTOMATIC UPDATE OF ASSIGNMENT OF OWNERSHIP

May 13, 2011 TEAS AMENDMENT ENTERED BEFORE ATTORNEY ASSIGNED 88889

May 13, 2011 TEAS VOLUNTARY AMENDMENT RECEIVED

Mar. 30, 2011 NOTICE OF DESIGN SEARCH CODE MAILED

Mar. 29, 2011 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Mar. 29, 2011 NEW APPLICATION ENTERED IN TRAM

Maintenance Filings or Post Registration Information

Change in
Registration:

Yes

Correction made to
Registration:

In the statement, line 6, "In Commerce 6-5-2011" should be deleted, and In Commerce 6-15-2011 should be inserted.

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: POST REGISTRATION Date in Location: Nov. 29, 2014

Assignment Abstract Of Title Information

Summary

Total Assignments: 1 Registrant: SANOFI

Assignment 1 of 1

Conveyance: CHANGE OF NAME

Reel/Frame: 4550/0001 Pages: 16

Date Recorded: May 27, 2011

Supporting
Documents:

assignment-tm-4550-0001.pdf

Assignor

Name: SANOFI-AVENTIS Execution Date: May 06, 2011

Legal Entity Type: SOCIETE ANONYME State or Country
Where Organized:

FRANCE

Assignee

Name: SANOFI

Legal Entity Type: SOCIETE ANONYME State or Country
Where Organized:

FRANCE

Address: 174, AVENUE DE FRANCE
PARIS, FRANCE 75013

Correspondent

Correspondent
Name:

G MATHEW LOMBARD

Correspondent
Address:

1115 BROADWAY
12 FL
NEW YORK, NY 10010

Domestic Representative - Not Found

 



Reg. No. 5,205,582 

Registered May 16, 2017 

Int. Cl.: 5, 10, 41

Service Mark

Trademark

Principal Register 

BTG International Limited (UNITED KINGDOM private limited company )

5 Fleet Place

London UNITED KINGDOM EC4M7RD

CLASS 5: Pharmaceutical, medicinal substances, namely, pharmaceutical preparations for the

treatment of cancer, pharmaceutical preparations and substances for the treatment of

thrombosis, embolisms, drug delivery agents, namely, preparations and substances for

facilitating the delivery of pharmaceutical and medicinal preparations and substances;

preparations and substances for facilitating the delivery of pharmaceutical and medicinal

preparations and substances, namely, drug delivery agents consisting of compounds that

facilitate delivery of a wide range of pharmaceuticals; pharmaceutical preparations and

substances for use in the circulatory system; pharmaceutical preparations and substances for

embolisation; pharmaceutical preparations and substances for embolisation of tumours and

arteriovenous malformations (AVMs); pharmaceutical preparations and substances for use in

the circulatory system for the treatment of tumours and AVMs; transarterial

chemoembolisation pharmaceutical preparations; pharmaceutical preparations and substances

for facilitating the delivery of pharmaceutical and medicinal preparations and substances,

namely, therapeutic agents for delivery of radioactive materials to target sites within the body

for the treatment of cancer

FIRST USE 12-23-2015; IN COMMERCE 12-23-2015

CLASS 10: Surgical, medical apparatus and instruments, namely, medical device, apparatus

and instruments for treating cancer; drug delivery embolisation apparatus, instruments and

systems; apparatus and instruments for use in the circulatory system, namely, catheters,

injection syringes and sealed vials; medical apparatus and instruments for embolisation;

surgical and medical apparatus and instruments, namely, catheters, injection syringes and

sealed vial devices for dispensing microspheres during embolisation procedures in blood

vessels and in the circulatory system; embolisation apparatus, instruments and systems

comprising surgical and medical instruments for embolization, namely, embolic devices for

use in treating cancer and tumors, embolic devices for treating arteriovenous malformations

(AVMs) of the body, and embolic devices for use in treating tumors; drug delivery

embolisation systems; drug delivery apparatus and instruments namely, a drug delivery

system comprised of injection syringes and sealed vials; injection syringes for use with

catheters; apparatus and instruments for use in the circulatory system, namely, catheters,

injection syringes and sealed vials for dispensing microspheres during embolisation

procedures in blood vessels and in the circulatory system; medical apparatus and instruments

for embolization, namely, medical devices in the nature of particles, namely, embolic

microspheres for embolization; surgical and medical apparatus and instruments for

embolisation, namely, embolisation apparatus, instruments and systems comprising

microspheres and injection syringes for use in blood vessels and the circulatory system to

carry out embolisation; surgical and medical apparatus and instruments for use in the

circulatory system; surgical and medical apparatus for use in treatment of, arterio-venous



malformations; syringes for use in treatment of, arterio-venous malformations

FIRST USE 12-23-2015; IN COMMERCE 12-23-2015

CLASS 41: Education, namely, developing, arranging and conducting educational seminars,

workshops and programs and providing courses of instruction in the fields of healthcare, the

use of pharmaceuticals and medical devices, medical research, surgery, medical science,

medicine, medical diseases, disorders and related treatments; provision of educational content

namely, providing on-line instruction in the fields of healthcare, the use of pharmaceuticals

and medical devices, medical research, surgery, medical science, medicine, medical diseases,

disorders and related treatments; providing computer, electronic and online databases

featuring information about medical education in the field of healthcare, medicine, medical

treatment and patient care; training in the use and operation of pharmaceutical products,

pharmaceutical preparations, radiopharmaceutical preparations, medical devices, medical

imaging apparatus and medical research apparatus and consultation relating thereto;

educational services, namely, conducting live and online seminars, classes, workshops,

lectures, panel discussions, and training programs in the fields of healthcare, the use of

pharmaceutical and medical devices, medical research, surgery, medical science, medicine

and medical diseases, disorders and related treatments; Educational services, namely,

providing non-downloadable webinars in the fields of healthcare, the use of pharmaceuticals

and medical devices, medical research, surgery, medical science, medicine, medical diseases,

disorders and related treatments; educational services, namely, conducting live and online

seminars, classes, workshops, lectures, panel discussions and training in the field of health;

educational services, namely, providing non-downloadable webinars in the field of health;

education services, namely, conducting online and telephonic instruction and courses in the

fields of health and medical issues

FIRST USE 1-26-2017; IN COMMERCE 1-26-2017

THE MARK CONSISTS OF STANDARD CHARACTERS WITHOUT CLAIM TO ANY

PARTICULAR FONT STYLE, SIZE OR COLOR

SER. NO. 86-764,515, FILED 09-22-2015

DAVID AARO BROOKSHIRE, EXAMINING ATTORNEY
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REQUIREMENTS TO MAINTAIN YOUR FEDERAL TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE

DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS.

Requirements in the First Ten  Years*

What and When to File:

First Filing Deadline:  You must file a Declaration of Use (or Excusable Nonuse) between the 5th and 6th

years after the registration date.  See 15 U.S.C. §§1058 1141k.  If the declaration is accepted, the

registration will continue in force for the remainder of the ten-year period, calculated from the registration

date, unless cancelled by an order of the Commissioner for Trademarks or a federal court.

Second Filing Deadline:  You must file a Declaration of Use (or Excusable Nonuse) and an Application

for Renewal between the 9th and 10th years after the registration date.* See 15 U.S.C. §1059.

Requirements in Successive Ten-Year Periods*

What and When to File:

You must file a Declaration of Use (or Excusable Nonuse)  and  an  Application for Renewal
between every 9th and 10th-year period, calculated from the registration date.*

Grace Period Filings*

The above documents will be accepted as timely if filed within six months after the deadlines listed above with
the payment of an additional fee.

*ATTENTION MADRID PROTOCOL REGISTRANTS:  The holder of an international registration with an
extension of protection to the United States under the Madrid Protocol must timely file the Declarations of Use
(or Excusable Nonuse) referenced above directly with the United States Patent and Trademark Office (USPTO).
The time periods for filing are based on the U.S. registration date (not the international registration date).  The
deadlines and grace periods for the Declarations of Use (or Excusable Nonuse) are identical to those for
nationally issued registrations.  See 15 U.S.C. §§1058, 1141k.  However, owners of international registrations
do not file renewal applications at the USPTO. Instead, the holder must file a renewal of the underlying
international registration at the International Bureau of the  World Intellectual Property Organization, under
Article 7 of the Madrid Protocol, before the expiration of each ten-year term of protection, calculated from the
date of the international registration.  See 15 U.S.C. §1141j.  For more information and renewal forms for the
international registration, see http://www.wipo.int/madrid/en/.

NOTE:  Fees and requirements for maintaining registrations are subject to change.  Please check the

USPTO website for further information.  With the exception of renewal applications for registered

extensions of protection, you can file the registration maintenance documents referenced above online at h
ttp://www.uspto.gov.

NOTE:  A courtesy e-mail reminder of USPTO maintenance filing deadlines will be sent to trademark

owners/holders who authorize e-mail communication and maintain a current e-mail address with the

USPTO. To ensure that e-mail is authorized and your address is current, please use the Trademark

Electronic  Application System (TEAS) Correspondence  Address and Change of Owner  Address Forms

available at http://www.uspto.gov.
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Mark:
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US Serial Number: 86764515 Application Filing Sep. 22, 2015
Date:

US Registration 5205582 Registration Date: May 16, 2017
Number:

Filed as TEAS RF: Yes Currently TEAS RF: Yes

Register: Principal

Mark Type: Trademark, Service Mark

Status: Registered. The registration date is used to detemrine when post-registration maintenance documents are due.

Status Date: May 16, 2017

Publication Date: Jul. 12, 2016 Notice of Sep. 06, 2016
Allowance Date:

Mark Information
 

Mark Literal
Elements:

Standard Character
Claim:

Mark Drawing
Type:

SEE MORE. TREAT SMARTER.

Yes. The mark consists of standard characters without claim to any particular font style, size, or color.

4 — STANDARD CHARACTER MARK
 

Goods and Services
 

Note: The following symbols indiate that the registrant/owner has amended the goods/services:

0 Brackets [..] indiate deleted goods/services;
0 Double parenthesis ((..)) identify any goods/services not claimed in a Section 15 affidavit of incontestability, and
0 Asterisks ‘.." identify additional (new) wording in the goods/services.

For:

lntemational
Class(es):

Class Status:

Basis:

First Use:

For:

Pharmaceutial, medicinal substances, namely, phamraceutical preparations for the treatment of ancer, phannaceutial preparations
and substances for the treatment of throrrbosis, embolisrns, dmg delivery agents, namely, preparations and substances for facilitating
the delivery of pharmaceutical and medicinal preparations and substances; preparations and substances for facilitating the delivery of
phamraceutial and medicinal preparations and substances namely, dnrg delivery agents consisting of compounds that facilitate
delivery of a wide range of phamraceutials; phannaceutial preparations and substances for use in the circulatory system;
phannaceutial preparations and substances for embolisation; pharrnaceutial preparations and substances for embolisation of
trrrrrours and arteriovenous malformations (AVMs); pharmaceutical preparations and substances for use in the circulatory system for
the treatment of tumours and AVMs; transarterial chernoerrrbolisation phannaceutial preparations; phannaceutial preparations and
substances for facilitating the delivery of phannaceutial and medicinal preparations and substances namely, therapeutic agents for
deivery of radioactive materials to target sites within the body for the treatment of ancer

005 — Primary Class u.s Class(es): 006, 018, 044, 046, 051, 052

ACTIVE

1 (a)

Dec. 23, 2015 Use in Commerce: Der; 23, 2015

Surgical, rrredial apparatus and instruments, namely, medial device, apparatus and instruments for treating ancer, dnrg delivery
embolisation apparatus, instruments and systems; apparatus and instruments for use in the circulatory system, namely, catheters,
irjection syringes and sealed vials; rrredical apparatus and instruments for embolisation; surgial and medial apparatus and
irstruments, nanrely, atheters, injection syringes and sealed vial devices for dispensing microspheres during embolisation procedures
it blood vessels and in the circulatory system; embolisation apparatus, instruments and systems comprising surgial and medial
irstruments for embolization, narrrely, embolic devices for use in treating ancer and turrrors, errbolic devices for treating arteriovenous
malformations (AVMs) of the body, and embolic devices for use in treating traitors; drug delivery embolisation systems; drug delivery
apparatus and instruments namely, a dnrg delivery system comprised of injection syringes and sealed vials; irjection syringes for use
with atheters; apparatus and instruments for use in the circulatory system, namely, atheters, injection syringes and sealed vials for
dispensing rrl'crospheres during embolisation procedures in blood vessels and in the circulatory system; medial apparatus and
irstruments for embolization, namely, medical devices in the nature of particles, namely, embolic microspheres for ernbolization;
surgial and medial apparatus and instruments for embolisation, namely, embolisation apparatus, instruments and systems
cormrising microspheres and injection syringes for use in blood vessels and the circulatory system to carry out embolisation; surgical
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and medical apparatus and instruments for use in the circulatory system; surgical and medical apparatus for use in treatment of,
arterio-venous malformations; syringes for use in treatment of, arterio-venous malformations

International
Class(es):

010 - Primary Class U.S Class(es): 026, 039, 044

Class Status: ACTIVE

Basis: 1(a)

First Use: Dec. 23, 2015 Use in Commerce: Dec. 23, 2015

For: Education, namely, developing, arranging and conducting educational seminars, workshops and programs and providing courses of
instruction in the fields of healthcare, the use of pharmaceuticals and medical devices, medical research, surgery, medical science,
medicine, medical diseases, disorders and related treatments; provision of educational content namely, providing on-line instruction in
the fields of healthcare, the use of pharmaceuticals and medical devices, medical research, surgery, medical science, medicine,
medical diseases, disorders and related treatments; providing computer, electronic and online databases featuring information about
medical education in the field of healthcare, medicine, medical treatment and patient care; training in the use and operation of
pharmaceutical products, pharmaceutical preparations, radiopharmaceutical preparations, medical devices, medical imaging apparatus
and medical research apparatus and consultation relating thereto; educational services, namely, conducting live and online seminars,
classes, workshops, lectures, panel discussions, and training programs in the fields of healthcare, the use of pharmaceutical and
medical devices, medical research, surgery, medical science, medicine and medical diseases, disorders and related treatments;
Educational services, namely, providing non-downloadable webinars in the fields of healthcare, the use of pharmaceuticals and
medical devices, medical research, surgery, medical science, medicine, medical diseases, disorders and related treatments;
educational services, namely, conducting live and online seminars, classes, workshops, lectures, panel discussions and training in the
field of health; educational services, namely, providing non-downloadable webinars in the field of health; education services, namely,
conducting online and telephonic instruction and courses in the fields of health and medical issues

International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: Jan. 26, 2017 Use in Commerce: Jan. 26, 2017

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: BTG International Limited

Owner Address: 5 Fleet Place
London EC4M7RD
UNITED KINGDOM

Legal Entity Type: private limited company State or Country
Where Organized:

UNITED KINGDOM

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Jonathan A. Hyman Docket Number: RJENK70.032T

Attorney Primary
Email Address:

efiling@knobbe.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

JONATHAN A. HYMAN
Knobbe Martens Olson & Bear Llp
2040 Main St Fl 14
Irvine, CALIFORNIA 92614-8214
UNITED STATES

Phone: 310-551-3450 Fax: 949-760-9502

Correspondent e-
mail:

efiling@knobbe.com

jonathan.hyman@knobbe.com

Correspondent e-
mail Authorized:

Yes



Domestic Representative

Domestic
Representative

Name:

Jonathan A. Hyman Phone: 310-551-3450

Fax: 949-760-9502

Domestic
Representative e-

mail:

efiling@knobbe.com Domestic
Representative e-
mail Authorized:

Yes

Prosecution History

Date Description
Proceeding
Number

May 16, 2017 REGISTERED-PRINCIPAL REGISTER

Apr. 11, 2017 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

Apr. 08, 2017 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

Mar. 17, 2017 STATEMENT OF USE PROCESSING COMPLETE 71906

Mar. 06, 2017 USE AMENDMENT FILED 71906

Mar. 16, 2017 CASE ASSIGNED TO INTENT TO USE PARALEGAL 71906

Mar. 06, 2017 TEAS STATEMENT OF USE RECEIVED

Sep. 06, 2016 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Jul. 12, 2016 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Jul. 12, 2016 PUBLISHED FOR OPPOSITION

Jun. 22, 2016 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Jun. 02, 2016 APPROVED FOR PUB - PRINCIPAL REGISTER

Jun. 02, 2016 EXAMINER'S AMENDMENT ENTERED 88888

Jun. 02, 2016 NOTIFICATION OF EXAMINERS AMENDMENT E-MAILED 6328

Jun. 02, 2016 EXAMINERS AMENDMENT E-MAILED 6328

Jun. 02, 2016 EXAMINERS AMENDMENT -WRITTEN 90330

May 17, 2016 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

May 16, 2016 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

May 16, 2016 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jan. 09, 2016 NOTIFICATION OF NON-FINAL ACTION E-MAILED 6325

Jan. 09, 2016 NON-FINAL ACTION E-MAILED 6325

Jan. 09, 2016 NON-FINAL ACTION WRITTEN 90330

Jan. 09, 2016 ASSIGNED TO EXAMINER 90330

Sep. 28, 2015 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Sep. 25, 2015 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: Apr. 08, 2017
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Reg. No. 4,560,891

Registered July 1, 2014

Int. Cls.:5,10, 41, and
44

TRADEMARK

SERVICE MARK

PRINCIPAL REGISTER

 
Deputy Din-Hm- of the linked States:

Patent and Trademark ()l'fice

v

V

v

FRESENIUS MEDICAL CARE DEU'I'SCI ILAND UMBII (FED REP GERMANY LIMITED
LIABILITY COMPANY)

IiLS]5-KROICNER-S‘TRASSE 1
BAD IIOM'DU'RG. FED REP GERMANY 61352

FOR: PHARMACEUTICAL PRODUCTS FOR DIALYSIS RELATED THERAPY. NAMELY.
I’I-MRMACEUTICAI, SOLUTIONS AND CONCENTRATES USED IN DIALYSIS RELATED
TI IERAI’Y: PI MWCEU'I'ICAL PREPARATIONS USED IN DIALYSIS RELATED 'I'I LERAPY'.
DISINFEC'IANTS USED IN DIALYSIS TI IERAPY. NAMELY. DISINFECTANT HAND WASH.
DISINFEC'TAN'TS TOR MEDICAL INSTRUMENTS. DISINFECTANTS FOR SANITARY
PITRPOSES.AN'D DISINFECTANTS FOR TIIE SKIN: NI ITRITIONAL PRODUCTS. NAMELY.
NUTRITIONAL SUPPLEMENTS. NUTRITIONAL SUPPLEMENT PILLS AND INFUSION

SOLUTIONS USED IN ASSOCIATION WITH DIALYSIS THERAPY . IN CLASS 5 (US. CLS.
6. IS. 44. 46. 5] AND 52).

FIRST USE 8-0-2013: IN COMMERCE 8-0-2013.

FOR: PHARMACEUTICAL PRODUCTS. NAMELY. INJECTION DEVICE FOR PHARMA—
CEUTICALS SOLD EMPTY; MEDICAL INSTRUMENTS ANDAI’BARATUSAND MEDICAL
TECHNICAL DEVICESALL USED IN DIALYSIS RELATEDTHERAPY. NAMELY. DIALYSIS
MACHINES. DIALYSERS. DIALYSIS FILTERS. DIALYSIS MONITORS. CONTINUOUS
RENAL THERAPY MACHINES. IIEMOFIL'I'RA'TION AND IIEMODIALYSIS MACHINES.
ALL FOR DIALYSIS RELATED THERAPY AND PARTS 'ITIEREOI": MEDICAL BAGS FOR
MEDICAL FLUIDS FOR USE IN DIALYSIS: DIALYSIS PUMPS: MEDICAL SYRINGES'.
NEEDLES FOR MEDICAL USE; CATI IETERS FOR DIALYSIS; CANUI.AE: CLOSURE CAPS
FOR CATHETERS AND OTHER PARTS AND FITTINGS IN DIALYSIS THERAPY; TUBING
FOR USE IN DIALYSIS THERAPY; LOCKS FOR CATHETERS AND OTHER PARTS AND
FITTINGS FOR USE IN DIALYSIS 'I'IIERAI’Y'. ADAPTERS AND CONNEC'I'ERS FOR USE

IN CONNECTION WITH EQUIPMENT IN DIALYSIS THERAPY. IN CLASS 10 (US. CLS.
26.39 AND 44).

FIRST USE 6-0—20 I 3; IN COM'MERCE (3-0-20 | 3.

FOR: EDUCATIONAL SERVICES. NAMELY. TRAINING. CLASSES. AND SEMINARS IN
THE FIELD OI" DIALYSIS THERAPY: EDUCATION SERVICES. NAMELY. PROVIDING
EDUCATIONAL DEMONSTRATIONS. WORKSHOPS. AND MOTIVA‘ITONAL SPEAKERS

IN THE FIELD OI" DIALYSIS THERAPY. IN CLASS 4] (US. CLS. It)“. In] AND IUT).

LUP-002961



Reg. No. 4,550,391 l-‘IRS’l‘ USE 11-0-2012; IN COMMERCE 11-0-2012.
FOR: MEDICAL SERVICES PROVIDED IN DIALYSIS RELATED THERAPY. MEDICAL

SERVICES PROVIDED IN DIALYSIS CENTRES; MEDICAL SERVICES, IN CLASS 44 (US.
CLS. IOU ANI) [01).

FIRST USE 2-0-2013: 1N COWLRCE 2-0-2013.

OWNER or US. REG. Nos. 2.300.243 AND 3,679,063.

THE MARK CONSISTS OFA GEOMETRIC ANGLE DESIGN COM'PRISED OF THREE LINES
AND HAVING AN OVERALL TRIANGULAR SHAPE.

SN 85342560. FILED 10-1-2012.

MARY ROSSMAN. EXAMINING ATTORNEY

Page: 2 3' RN # 4.560.891
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REQUIREMENTS TO MAINTAIN YOUR FEDERAL
TRADEMARK REGISTRATION

WARNING: YOUR REGISTRATION WILL BE CANCELLED IF YOU DO NOT FILE THE
DOCUMENTS BELOW DURING THE SPECIFIED TIME PERIODS. 

Requirements in the First Ten Years*
What and When to File:

First Filing l)errdl'ine: You must file a Declaration of Use (or Excusable Nonuse) between the
51h and (ath years afterthe registration date, See [5 U.S.C. §§1058. ll-tlk. lithe declaration is
accepted. the registration will continue in force for the remainder of the ten-year period. calculated
from the registration date. unless cancelled by an order of the Commissioner for Trademarks or a
federal court.

Second Filing Deadline.- You must file a Declaration of Use (or Excusable Nonuse) and an
Application for Renewal between the 9th and ltlth years after the registration date“
See [5 U.S.C. §ll)5‘).

Requirements in Successive Ten-Year Periods"
What and When to File:

You must file a Declaration of Use [or Excusable Nonuse) and an Application for Renewal between
every 9th and lOth-year period calculated from the registration date."‘

Grace Period Filings"

The above documents will be accepted as timely if filed within six months after the deadlines listed above
with the payment of an additional fee.

The United States Patent and Trademark Office (USPTO) will NOT send you any future notice or
reminder of these filing requirements. 

*ATTENTION MADRID PROTOCOL REGISTRANTS: The holder ofan international registration with
an extension of protection to the United States under the Madrid Protocol must timely file the Declarations
of Use (or Excusable Nonuse) referenced above directly with the USPTO, The time periods for filing are
based on the U.S. registration date (not the international registration date), The deadlines and grace periods
for the Declarations of Use (or Excusable Nonuse) are identical to those for nationally issued registrations
See [5 U.S.C. §§ l(l58. l 141k, However. owners ol‘intemational registrations do not file renewal applications

at the USPTO. Instead. the holder must file a renewal of the underlying international registration at the
lntemational Bureau of the World Intellectual Property Organiration. under Article 7 of the Madrid Protocol.
before the expiration of each ten-year term of protection. calculated from the date of the international
registration. See 15 U.S.C. §l l-l-lj. For more infonnation and renewal forms forthe international registration.
see http:r'r’www.\vipo.intt'rnadridfeni’.

NOTE: Fees and requirements for maintaining regstrations are subject to change. Please check the
USPTO website for further information. With the exception of renewal applications for registered
extensions of protection, you can lile the registration maintenance documents referenced above online
at http:r’r‘w-wn-zuspto. gov.

Page: 3 t‘RN it 4.560.891
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Generated on: This page was generated by TSDR on 2017-11-06 14:05:07 EST

Mark:

US Serial Number: 85142560 Application Filing Oct 01, 2012
Date:

US Registration 4560891 Registration Date: Jul. 01, 2014
Number:

Register: Principal

Mark Type: Trademark, Service Mark

TM5 Common Status UVE/REGISTRATION/Issued and Active

Descriptor:
The trademark application has been registered with the Office.

Status: Registered. The registration date is used to determine when post—registration maintenance documents are due.

Status Date: Jul. 01, 2014

Publication Date: Sep. 17, 2013 Notice of Nov, 12, 2013
Allowance Date:

  

Mark Information 

Mark Literal None
Elements:

Standard Character No
Claim:

Mark Drawing 2 - AN ILLUSTRATION DRAWING WITHOUT ANY WORDS(S)/ LETTER(S)INUMBER(S)
Type:

Description of The mark consists of a geometric angle design comprised of three lines and having an overall triangular shape.
Mark:

Color(s) Claimed: Color is not claimed as a feature of the mark.

Design Search 24.15.02 - Arrows forming any other geometric figure
Code(s): 24.15.25 - Other arrows

26.05.12 - Triangles with bars, bands and lines
26.17.12 - Angles (geometric); Chevrons 

Related Properties Information
 

Claimed Ownership 2300248, 3679063
of US

Registrations: 

Goods and Services 

Note: The followrng symbols indicate that the registrant/owner has amended the goods/services.

0 Brackets [..] indicate deleted goods/services,
- Double parenthesis (( .)) identify any goods/sewrces not claimed in a Section 15 afiidavit of incontestability; and
0 Asterisks '..' identify additional (new) wording in the goods/servrces.

For: Pharmaceutical products for dialysis related therapy, namely, pharmaceutical solutions and concentrates used in dialysis related
therapy, pharmaceutical preparations used in dialysis related therapm disinfectants used in dialysis therapy, namely, disinfectant hand
wash, disinfectants for medical instruments, disinfectants for sanitary purposes, and disinfectants for the skin; nutritional products,
namely, nutritional supplements, nutritional supplement pills and infusion solutions used in association with dialysis therapy

LUP-002964



International
Class(es):

005 - Primary Class U.S Class(es): 006, 018, 044, 046, 051, 052

Class Status: ACTIVE

Basis: 1(a)

First Use: Aug. 2013 Use in Commerce: Aug. 2013

For: Pharmaceutical products, namely, injection device for pharmaceuticals sold empty; Medical instruments and apparatus, and medical
technical devices all used in dialysis related therapy, namely, dialysis machines, dialysers, dialysis filters, dialysis monitors, continuous
renal therapy machines, hemofiltration and hemodialysis machines, all for dialysis related therapy and parts thereof; medical bags for
medical fluids for use in dialysis; dialysis pumps; medical syringes; needles for medical use; catheters for dialysis; canulae; closure
caps for catheters and other parts and fittings in dialysis therapy; tubing for use in dialysis therapy; locks for catheters and other parts
and fittings for use in dialysis therapy; adapters and connecters for use in connection with equipment in dialysis therapy

International
Class(es):

010 - Primary Class U.S Class(es): 026, 039, 044

Class Status: ACTIVE

Basis: 1(a)

First Use: Jun. 2013 Use in Commerce: Jun. 2013

For: Educational services, namely, training, classes, and seminars in the field of dialysis therapy; education services, namely, providing
educational demonstrations, workshops, and motivational speakers in the field of dialysis therapy

International
Class(es):

041 - Primary Class U.S Class(es): 100, 101, 107

Class Status: ACTIVE

Basis: 1(a)

First Use: Nov. 2012 Use in Commerce: Nov. 2012

For: Medical services provided in dialysis related therapy, medical services provided in dialysis centres; medical services

International
Class(es):

044 - Primary Class U.S Class(es): 100, 101

Class Status: ACTIVE

Basis: 1(a)

First Use: Feb. 2013 Use in Commerce: Feb. 2013

Basis Information (Case Level)

Filed Use: No Currently Use: Yes Amended Use: No

Filed ITU: Yes Currently ITU: No Amended ITU: No

Filed 44D: No Currently 44D: No Amended 44D: No

Filed 44E: No Currently 44E: No Amended 44E: No

Filed 66A: No Currently 66A: No

Filed No Basis: No Currently No Basis: No

Current Owner(s) Information

Owner Name: Fresenius Medical Care Deutschland GmbH

Owner Address: Else-Kroener-Strasse 1
Bad Homburg GERMANY 61352

Legal Entity Type: LIMITED LIABILITY COMPANY State or Country
Where Organized:

GERMANY

Attorney/Correspondence Information

Attorney of Record

Attorney Name: Scott D. Woldow Docket Number: 033956.015

Attorney Primary
Email Address:

sdwoldow@sgrlaw.com Attorney Email
Authorized:

Yes

Correspondent

Correspondent
Name/Address:

Scott D. Woldow
SMITH, GAMBRELL & RUSSELL, LLP
1055 Thomas Jefferson St., NW



Suite 400
WASHINGTON, DISTRICT OF COLUMBIA UNITED STATES 20007

Phone: 202-973-2612 Fax: 202-263-4312

Correspondent e-
mail:

sdwoldow@sgrlaw.com docketing@sgrlaw.com Correspondent e-
mail Authorized:

Yes

Domestic Representative

Domestic
Representative

Name:

Scott D. Woldow Phone: 202-263-4300

Fax: 202-263-4329

Domestic
Representative e-

mail:

sdwoldow@sgrlaw.com Domestic
Representative e-
mail Authorized:

Yes

Prosecution History

Date Description
Proceeding
Number

Jul. 01, 2014 REGISTERED-PRINCIPAL REGISTER

May 30, 2014 NOTICE OF ACCEPTANCE OF STATEMENT OF USE E-MAILED

May 29, 2014 LAW OFFICE REGISTRATION REVIEW COMPLETED 68171

May 28, 2014 ALLOWED PRINCIPAL REGISTER - SOU ACCEPTED

May 23, 2014 STATEMENT OF USE PROCESSING COMPLETE 65362

Apr. 29, 2014 USE AMENDMENT FILED 65362

May 22, 2014 CASE ASSIGNED TO INTENT TO USE PARALEGAL 65362

Apr. 29, 2014 TEAS STATEMENT OF USE RECEIVED

Nov. 12, 2013 NOA E-MAILED - SOU REQUIRED FROM APPLICANT

Sep. 17, 2013 OFFICIAL GAZETTE PUBLICATION CONFIRMATION E-MAILED

Sep. 17, 2013 PUBLISHED FOR OPPOSITION

Aug. 28, 2013 NOTIFICATION OF NOTICE OF PUBLICATION E-MAILED

Aug. 09, 2013 LAW OFFICE PUBLICATION REVIEW COMPLETED 68171

Aug. 09, 2013 ASSIGNED TO LIE 68171

Jul. 27, 2013 APPROVED FOR PUB - PRINCIPAL REGISTER

Jul. 26, 2013 TEAS/EMAIL CORRESPONDENCE ENTERED 88889

Jul. 25, 2013 CORRESPONDENCE RECEIVED IN LAW OFFICE 88889

Jul. 25, 2013 TEAS RESPONSE TO OFFICE ACTION RECEIVED

Jul. 25, 2013 TEAS CHANGE OF CORRESPONDENCE RECEIVED

May 30, 2013 TEAS CHANGE OF CORRESPONDENCE RECEIVED

Feb. 04, 2013 NOTIFICATION OF NON-FINAL ACTION E-MAILED 6325

Feb. 04, 2013 NON-FINAL ACTION E-MAILED 6325

Feb. 04, 2013 NON-FINAL ACTION WRITTEN 72153

Jan. 29, 2013 ASSIGNED TO EXAMINER 72153

Oct. 06, 2012 NOTICE OF DESIGN SEARCH CODE MAILED

Oct. 05, 2012 NEW APPLICATION OFFICE SUPPLIED DATA ENTERED IN TRAM

Oct. 04, 2012 NEW APPLICATION ENTERED IN TRAM

TM Staff and Location Information

TM Staff Information - None

File Location

Current Location: PUBLICATION AND ISSUE SECTION Date in Location: May 29, 2014



IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

  

-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                      Opposer, Opposition  No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 
 

EXHIBIT O 
 

TO 

 

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 
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11/17/2017 FAQ

What level Of technology expertise is required to participate in the program?The majority of our communication and activities will take place via
email, teleconference, or videoconference. If you are not already comfortable with this level of technology use, please let us know.

May I share my experiences of participating in the Patient Partnership Program on social media?No. We may at times share confidential
and/or proprietary information and materials with you, which may belong exclusively to AstraZeneca. We ask that you discuss with us prior to mentioning the name of

AstraZeneca and/or using any AstraZeneca information that you obtain during this program. We will explain the terms and conditions of participating in this program via an

agreement that will be provided to you in advance of participating in any activities.

How can I give feedback about the Patient Partnership Program7We have much to learn from you and always welcome your feedback in order to
make this program a positive experience for you, your families and also future partners. Please share your ideas and feedback by email at PPP@healthivibe.com.

(mailto:PPP@healthivibe.com)

How many individuals will be enrolled in the Patient Partnership Program?Approximater a total of 10-12 per disease area.

How long will I be required to participate in the Patient Partnership Program?0ur patient partners are contracted for a minimum period of 1
year, and may be renewed.

May I leave the program if I choose?Yes. You have the right to terminate participation with the Patient Partnership Program at any time. Please contact us by
email at PPP@healthivibe.com (mailto:PPP@healthivibe.com) should you wish to terminate your participation in the program.

The information on this Web site is provided by AstraZeneca for educational purposes only and should not take the place of talking

with your doctor or health care professional. It should not be used for diagnosing or treating a health problem or disease. If you

have any questions about your medical condition, talk to your doctor or pharmacist.

©2016 AstraZeneca thttp:I/www.astrazeneca.comlHome) . All rights reserved. 997,783.011 Last Updated 07/16

 Privac Notice htt :I/www.astrazeneca rivac notice.com |Legal Terms and Conditions

htt ://www.astrazeneca.comlLe al-notice | Cookie Notice t/cookies.htmli | Contact Us (lcontact-us.htmli|

FAQs ilfag.htmli
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This website uses cookies to help us give you the best experience when you visit.

By using this website you consent to our use of these cookies.

Find out more about how we use cookies and how to manage them by reading our cookie 
notice.
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New Resource Offers 24/7 Support for those with Mental Illness
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New Rmoutoe Ofl‘us 24/7 Support for those with Mental Illness

- Global site

New Resource Offers 24/7 Support for those
with Mental Illness

PUBLISHED26 September 2016

 
Danei Edelen uses the NAMI AIR app to stay connected to supportive resources wherever she
is.

Nine years ago, Danei Edelen was established in her career as a marketing executive and

happily raising a family with her husband in Ohio. Then something unexpected happened. “After

five nights of no sleep, hallucinations, I sought hospitalization,” Danei said. She subsequently

learned she had experienced a psychotic break caused by an underlying and undiagnosed

mental illness called bipolar disorder.

Bipolar disorder is a chronic mental illness that causes shifts in mood and energy level. One in

five adults in the US. experiences a mental health issue in a given year and one in twenty-five

lives with a serious mental illness such as schizophrenia or bipolar disorder.

Danei is now working again, however, maintaining her well-being is a daily challenge. She

regularly attends a mental health support group called Connections, part of a national network

created in 2007 by the National Alliance on Mental Illness (NAMI) with founding support from

LUP-002953
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AstraZeneca. Danei credits much of her success to support she has received from others

experiencing similar mental health challenges. Since the inception of Connections, more than

45,000 patients and caregivers have benefitted from the program.

Not everyone can attend an in-person support group and sudden shifts in mood and mental

stability can occur at any time. To help those living with mental illness, AstraZeneca is now

supporting NAMI to offer a 24/7 virtual community through a mobile application called NAMI AIR.

AIR stands for Anonymous, Inspiring, Relatable. “The AIR app fills a void in our ability to deliver support

and allows us to reach a wider audience through a new platform," said Mary Giliberti, Executive Director
for NAMI.

The NAMI AIR application extends the peer-to-peer support that has made Connections so

successful to anyone who has a mobile phone. AIR provides a community where users can

anonymously share experiences and stories, offer support to others who may need it, and

connect to professional resources.

In just one year, NAMI AIR has attracted more than 11,000 users and the community is growing

steadily. The app is also providing a steady referral service to NAMI’s in—person support groups

and to their hotline. As Giliberti said, “We [NAMI] are grateful to the AstraZeneca team for

thinking ”outside of the box’ and developing this important project with us, which aligns so well
with our mutual interests."

AstraZeneca’s partnership with NAMI is part of our commitment to make a meaningful

difference for patients and communities beyond our medicines. “Addressing patient needs such

as social and emotional support are central to our commitment to putting patients first," said

Catherine Datto, Medical Lead, Neuroscience at AstraZeneca. “NAMI has been an excellent

partner for more than ten years, helping us to deliver on this commitment for those struggling

with mental health challenges. We are honored to continue to grow and evolve our work

together to continue responding to patient needs.”

You can learn more and download the NAMI AIR App from the App store for iPhone or Google

Play for Android.

You are now leaving AstraZeneca-us.com

You have selected a link that will take you to a site maintained by a third party who is solely

responsible for its contents.

AstraZeneca provides this link as a service to website visitors. AstraZeneca is not responsible

for the privacy policy of any third party websites. We encourage you to read the privacy policy of

every website you visit.

Click ‘cancel’ to return to AstraZeneca’s site or ‘continue’ to proceed.

3

Important notice for users

You are about to access AstraZeneca historic archive material. Any reference in these archives

to AstraZeneca products or their uses may not reflect current medical knowledge and should

LUP-002954
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not be used as a source of information on the present product label, efficacy data or safety data.

Please refer to your approved national product label (SmPC) for current product information.

l have read this warning and will not be using any of the contained product information for

clinical purposes.

l-ol-o
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10/26/2017 Celgene Patient Site

_§ UNITED STATES V SEARCH QA

(Celgene
Comm"’9‘“° ABOUT THERAPIES RESEARCH&DEVELOPMENT RESPONSIBILITY NEWSROOMimproving {ha lives

0/ palrenls war/dune

 Media/Professionals Partnerships Investors Careers ContactUs

Patients

COMMITTED TO IMPROVING THE LIVES OF PATIENTS WORLDWIDE

Underlying our commitment is a proven dedication to changing the course of human health through bold

pursuits in science and transformational medicines. Our commitment to medical progress goes hand in hand

with our promise to patients: all who can benefit from our discoveries should have the opportunity to do so. At

Celgene, patients always come first.

Online Patient Resources >
Find a list oforg aniza tions that provide helpful information forpatients, caregivers, and healthcare providers. )

REMS — Pharmacy Network >
Identity specialty pharmacies that are contracted to fill prescriptions for the Risk Evaluation and Mitigation Strategy (REMS) restricted
distribution programs for Celgene. >

COPYRIGHT © 2017 CELGENE CORPORATION

 
http://www.ceigene.cornlpatientsl 1/1
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Your CGD Support Services Team

 

 
 

|m rtantSafe lnformation htt - zn .azureed enet bli i

can Life vwm

counscnouv COP C_GDBasses (/llfe—
(labout- with-
chroni » chronic-

Support you neeérlolfivemmnic granulo
disease (C‘gbrisease) d'sease’ SUPP“
Your CGD support service team understands what you‘re going through. They're there to answer

questions, give support, and help make life with CGD easier. Your team includes a dedicated case

manager and CGD nurse educator who will work closely with you at every step along your

joumey—from CGD education to treatment information. These services are free of charge and built

around our 3 key principles: guide, support, and connect.

Guide - Helping you get your medicine

a Work with your doctor's office to simplify the process of starting your medicine

. Help address financial barriers for you by researching your insurance benefits, finding out

what your insurance will cover, and connecting you to financial assistance options

. Work with your specialty pharmacy to schedule the shipments of your medicine

. Provide you with refill reminders for your prescription

Support - Providing you with assistance and answers

- Serve as your dedicated personal resource and main point of contact for your ongoing needs

- Provide CGD education and answer any treatment-related questions f

o Help you stay on therapy through any life changes, such as moving or loss of insurance or (”U
employment

. Respond to your questions and concerns, and connect you with the right resources to get “I
answers

Connect - Bringing you together with the community

. Connect you and your family to others living with CGD through social media communities,

peer-mentor programs, and live events sap}
- Provide you and your family with helpful resources to help manage the day- to-day challenges .

of living with con Elven

0 Introduce you and your family to CGD advocacy groups for more support mp

. . . WEI
To learn more about the support semces that are available for patients

and caregivers, call 1 (877) 305-7704. M,

For additional support and resources that are dedicated to helping patients and families living with w

CGD, please visit these organizations to learn more. mi:
Chronic Granulomatous Disease Association

ht .c dassociationor h .c associationor we
The Chronic Granulomatous Disease Association is a nonprofit organization dedicated to helping

those with CGD and advancing research toward a cure. The group provides helpful disease an
information, support for parents and patients, and other valuable tools and resources for the CGD

community. sad

Global Genes bbfl
htt : loba nesor htt . lobal nesor

Global Genes is a leading nonprofit organization for patients and families fighting rare and genetic gmr
diseases like CGD. Their mission is to provide connections and resources so people can become

activists for their disease and feel empowered to keep moving forward. um

LUP-002967 m;
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Your CGD Support Services Team

Immune Deficiency Foundation
htt rima immuneor h . ima 'mmune.or

The Immune Deficiency Foundation (IDE) is a national nonprofit patient organization dedicated to

improving the lives of people with different kinds of primary immunodeficiency diseases, such as

CGD. IDF provides a wide variety of resources for people with CGD, including information about

diagnosis and treatment options, at wwaivinm'thcgdorg lhgpzuwwwlivinm'thcgdorg).

Jeffrey Modell Foundation
htt In i_or tt - inf to

The Jeffrey Modell Foundation is a nonprofit organization devoted to diagnosis, meaningful

treatments, and cures for primary immunodeficiency diseases. Thirty years after its creation, the

organization continues its mission of hope, advocacy, and action by supporting the medical and

global patient community.

National Organization for Rare Disorders
h - rarediseasesor htt - rarediseasesor

The National Organization for Rare Disorders (NORD) is a patient advocacy organization dedicated

to people with rare diseases and the groups that help them. NORD provides patients and families

with helpful advocacy information, assistance programs, and connections to patient organizations.

Turn your inbox into a help box
Stay updated with helpful information about managing CGD.

Email Address

Important Safety Information (Mt;
What is ACTIMMUN E® (Interferon gamma-1b) used for?

ACI'IJVIIVIUNEO is part of a drug regimen used to treat Chronic Granulomatous Disease, or CGD. m
CGD is a genetic disorder, usually diagnosed in childhood, that affects some cells of the immune

system and the body’s ability to fight infections effectively. CGD is often treated (though not w
cured) with antibiotics, antifungals, and ACTIMMUNE.

ACI‘IMMUNE is also used to slow the worsening of severe, malignant osteopetrosis (SMO). 5M0 is

a genetic disorder that affects normal bone formation and is usually diagnosed in the first few sap}months after birth.

When should I not take ACTIMMUNE? Eli"?!1

Don’t use ACI‘IMMUN‘E if you are allergic to interferon—gamma, E colliderived products, or any mpingredients contained in the product.

What warnin 5 should I know about ACTIMMUNE? we:9

At high doses, ACTIMMUNE can cause (flu-like) symptoms, which may worsen some pre-existing

heart conditions. ml

ACI‘IJVIMUNE may cause decreased mental status, walking disturbances, and dizziness, particularly m
at very high doses. These symptoms are usually reversible within a few days upon dose reduction

or discontinuation of therapy. W
Bone marrow function may be suppressed with ACTIMMUNE, and decreased production of cells

important to the body may occur. This effect, which can be severe, is usually reversible when the we
drug is discontinued or the dose is reduced.

Taking ACTIMMUNE may cause reversible changes to your liver function, particularly in patients m
less than 1 year old. Your doctor should monitor your liver function every 3 months, and monthly

in children under 1 year. sad

In rare cases, ACTIMMUNE can cause severe allergic reactions and/or rash. If you experience a hm
serious reaction to ACI'IMMUNE, discontinue it immediately and contact your doctor or seek
medical hel .

" gl'Br
What should I tell my healthcare provider?

Be sure to tell your doctor about all the medications you are taking. um
LUP-002968 Hm;
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Your CGD Support Services Team
Tell your doctor if you:

- are pregnant or plan to become pregnant or plan to nurse

- have a cardiac condition such as irregular heartbeat, heart failure, or decreased blood flow to

your heart

- have a history of seizures or other neurologic disorders
- have, or have had, reduced bone marrow function. Your doctor will monitor these cells with

blood tests at the beginning of therapy and at 3-month intervals on ACTIMMUNE therapy

What are the side effects of ACTIMMUNE?

The most common side effects with ACTIMMUNE are “flu-like" symptoms such as fever.

headache, chills, muscle pain, or fatigue, which may decrease in severity as treatment continues.

Bedtime administration of ACTIMMUNE may help reduce some of these symptoms.

Acetaminophen may be helpful in preventing fever and headache.

What other medications might interact with ACTIMMUNE?

Some drugs may interact with ACTIMMUNE to potentially increase the risk of damage to your
heart or nervous system, such as certain chemotherapy drugs. Tell your doctor about all other

medications you are taking.

Avoid taking ACTIMMUNE at the same time as a vaccination.

You are encouraged to report negative side effects of prescription drugs to the FDA. Visit

www.fda.gov[medwatch lht_t2:([www.fda.ggv(medwatch1, or call 1-800-mA—1088 stein-800132—

10881. You may also contact the Horizon Pharma Medical Information Department toll—free at

1—866-419—615; (telzl-Séo-gg-ozg) or medicalinfomtigthorizonphmcom

(mailto:medicalinformatiothorizonpharmacom).

Theriskinformation provided here is not comprehensive. To learn more, talkaboutACTIMMUNE

with yourhealthcareprovider orpharmacist. The .FDA-approvedproduct labeling can be found at f
h : WWWAC'IWMUIVEIOIH htt : .ACTMWUNECO chranjc- anulolnatous-disease or

1-866-422-624; CteL'I-Soo-ézg-ogzz. (Mt;

can

CGD commune“

 

Chronic Ora 1 Disease CGD Basics bout-chronic ranulomatous-disease Get

Life with Chronic Granulomatous Disease CGD ifewith—chroni ranulornatous—disease KieLCoggfi

else I”:
Contact Us h .horizon rrna. uct-su ‘ Pol' h horizon rrna.c ' i Terms of Use htt .horizor

lugglmorizongharmgcoml ma
The information provided in this site is intended only for residenu of the United States. The health information cmtained herein is provided for educational
purposes only and is not intended to replace discussions with a healthcare provider.

ACHMMUNE' and CGD Connections?“ are owned by or licensed to Horizon All other referenced trademarks are the property of their respective owners. 3 I

h H O R I Zor I (httglflizongharmacoml Elm
All digits Reserved @2017 Horizon Pharma. Inc mACTIMMUNE' is distributed in the US by HZNP USA Inc
June 2017 P-ACT00107
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‘ 1 HORIZON
(http://wwwhorizonpharma.coml)

Patient Advocacy Overview
When patients benefit, everyone benefits.

It's a belief that we hold at our core and runs through everything we do. And it's why we partner with more than 50 patient

advocacy groups. from large global organizations to small. local groups. addressing the needs of people living with common

disorders to those struggling with very rare diseases.

Each year, our more than 1,000 employees take part in hundreds of advocacy events around the world supporting people living

with diseases that our medicines help treat. including rare disorders and rheumatic conditions. Through these interactions.

we're able to listen. learn and support the creation of new resources that address the most pressing unmet needs.

The following are just a few examples of our advocacy efforts:

- #RAREIS CAMPAIGN — ELEVATING THE FACES OF THE RARE DISEASE COMMUNITY

In February of 2017. we launched RARE/s". an Initiative that aims to elevate the voices, faces and experiences of

people living with rare diseases, as well as highlight programs and resources for the rare disease community. The

campaign is anchored by an Instagram page (httpszllwww.instagram.com/rareis__/) that showcases photos of people

touched by rare disease and captures elements of their patient. caregiver or advocate experience,

To learn more, read the RAREis campaign's inaugural press release (http://ir.horizon-pharma.com/releasedetail.cfm?

ReleaseiD=1014862) and watch the video below.

http://www.horizonphanna.com/paiientsladvocacy/ 1/5
LUP-00297O
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- UCD IN COMMON" —- CREATED FOR AND FROM THE UCD COMMUNITY

Created in collaboration with people living with a urea cycle disorder (UCD), their families, caregivers and healthcare

professionals. UCD in Common offers supportive. educational and interactive resources.

A website and Facebook page provide shareable videos and lifestyle tips as well as low-protein recipes for people

living with a UCD who must restrict their protein intake because of its effect of elevating ammonia levels.

“UCD in Common is a labor of love for those of us who collaborated with Horizon on its creation," said

Guadalupe M., mother of a young daughter with a UCD and one of 13 members of Horizon Pharma's UCD
patient and caregiver working group.

"In working together with other families. we noticed many challenges we had in common at different stages of our

journey. As the initiative evolves. we're excited to hear from more families so that we can find strength through our

individual experiences and inspire others to confidently face the challenges of managing a UCD."

To learn more. visit the community's website, UCDinCommoncom (https://www.ucdincommon.coml). or Facebook

page (https://www.facebook.com/UCDinCommon). and watch the video below.

g:o4| ' H’l:l

- SCHOLARSHIPS FOR THE IMMUNE DEFICIENCY FOUNDATION'S NATIONAL CONFERENCE

The Immune Deficiency Foundation's (IDF) National Conference will include a special symposium and activities for

people affected by Chronic Granulomatous Disease (CGD). In addition to learning from experts, it's an incredible

opportunity for those living with the disease to meet peers who are also dealing with the rare disease.

Horizon Pharma sponsored scholarships that IDF provided for individuals and families with CGD to attend the

conference in June 2017. Scholarships included retreat registration, hotel room. and limited travel.

People affected by CGD may apply for future scholarships by visiting lDFNAtionalConference.org/Scholarships

(http://idfnationalconference.org/Scholarships).

- CGD” CONNECTIONS

CGD Connections is a community resource for people With chronic granulomatous disease (CGD), a rare disease

affecting about 1 in every 200,000 people in the United States. Through a dedicated Facebook page. CGD

Connections offers practical advice and helpful information about living with and managing CGD, as well as a place to

share with others living with CGD.

http://www.horizonphanna.com/patientsladvocacyl
LUP-0029 7 l
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To learn more, visit the CGD Connections Facebook page (https://www.facebook.com/CGDConnections/).

- KNOW CYSTINOSIS‘”

Know Cystinosis is a website dedicated to helping people with cystinosis, a rare, genetic metabolic condition. The site

provides education about the disease as well as tips for living with cystinosis, including guides for talking with children,

planning for school and college and more.

To learn more, visit KnowCystinosis.com (http://www.knowcystinosis.com/).

- HORIZON NEPHROPATHIC CYSTINOSIS SCHOLARSHIP (HNCS)

Global Genes, a leading global rare disease patient advocacy organization, and Horizon Pharma have partnered to

provide people living with nephropathic cystinosis an opportunity to further their education and pursue long-term

career goals through a special scholarship.

“In our experience working alongside people living with rare diseases, we’ve witnessed an increasing resilience to

overcome adversity and pursue long-term goals,” said Rob Metz, senior vice president, patient advocacy, Horizon

Pharma plc. “We hope that these scholarships will give inspiration to many people living with the daily challenges of

nephropathic cystinosis. Global Genes is an ideal partner to lead this effort, given the organization’s track record

providing connections and resources for the rare disease community.”

- SUPPORTING THE NURSING COMMUNITY, HEROES OF CARING

The “Heroes of Caring” project was created to recognize and celebrate the extraordinary work of nurses who commit

themselves to rheumatology care. This collaborative initiative—between the non-profit professional nursing

organization, Rheumatology Nurses Society (RNS) and Horizon Pharma—captures the real-life stories and work of

those caring for patients worldwide.

To learn more, visit HeroesofCaring.org (http://www.HeroesofCaring.org/) and watch the video below.

Rheumatoid Nurses Society

http://www. horizonpharma .com/patients/advocacy/ 3/5
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9 Global v

Patient Group Funding

Related Links

Payments to I [ealthcare Professionals y‘aboui; 
. . . . . usicurpnmIe—respunsibiIily/dning—lnlsiness—

Novartis works With many organizations that advocate for patients around the

world. These organizations play a crucial role by informing and supporting patients.

as well as safeguarding the tights of patients and caregivers. Further, patient

responsilily/transparentyfpayn'ieriIs—

hcal thcare-profcssi [.1113 [51
 

 organizations provide healthcare companies with important advice from their own RC‘éPUn-‘iblt [’FUWI'L'HWN “idlmlll‘

perspective. Interacting with patient organizations enables Novartis to learn about UV'ssirpuralit-furiousibi“withing-business—

and understand unmet patient needs, as well as barriers to treatment success. This WSPUT'S“Jl.W'Ebpflnhlblf‘PFUWI‘C'Umfl
 

information can guide us in developing therapies and solutions that eFfectively
address these needs.

l’osjliQns l/gljn]I|—|!.§/C(il'['!l)l'§ [g—

In all our interactions with patient groups, we are committed to working ethically

and transparently while respecting their integrity. Novartis fully complies with all

legal and statutory requirements regarding the disclosure of patient group support '

as a minimum standard in any country. integrity

 

 
Novartis discloses our relationships with patient organizations by March 31 every

year. in compliance with the god: ofl’ran-iye L’. Annual Report 2016
" ' -. -- mum-1 1n l‘M' ' -- ‘ -- -- '-

    
 Il'i. W ww-c i. X

  
Review the strategy and annual performance

 

 

rel tion it — *tx en— 1e 11 mm itic' l—m I ry—am—n Ien —r1 rams I n on ofNovartis and read letters From our

Relationships between the Pharmaceutical Industry and Patient Organizations set Chairman and CEO.

by the European Federation of Pharmaceutical Industries and Associations {El-"PIA

I3. I'Im Mwww. "t'aiax'u I). Novartis fully recognizes that it has many common Liam—ME

interests with patient organizations that represent and support the needs of patients " llflm=”"“""iw-""163?!le”'“i'n'fwwn"”31"
and their caregivers. Novartis endorses the EFPIA Code ensuring that its mum

relationships with patient organizations take place in an ethical and transparent
manner.

' Download thl': 3016 report U’Dl‘ 0.2. Mill

flit! pszwxv. Imvartis.con1.-"si [esXvnvw .iiofli'tis..cimi.r' ii l mu pa tjgn [-su ppun-wcb-rcport;
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g][ebcf[_c[a[_]t

K:88:>FCDAANAE<F:@7GHIJKLC>EPMDAR
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Shared Solutions® | Relapsing Multiple Sclerosis Therapy Support

24/7 PHONE SUPPORT 1.800.887.8100 Visrt HCP Slte I Prescr bing information I Important Safety lnfomiatlon

 
Home > Shared SolutionsC an

PERSONALIZED SUPPORT FROM TEVA'S SHARED SOLUTIONS®

Teva's Shared Solution5® understands and cares about how relapsing MS (RMS) can affect you. We will stand side

by side with you to provide the resources and support you need to help you achieve your RMS management goals.

ThTOUQh financial support. training and nurse support, BNd educational resources. Teva’s Shared Solutions® Wl” partner

with you throughout your COPAXONE® therapy experience.

Watch the video below to learn more, and download the Shared Solutions® brochure (ppm to read anytime.

 
Since Day One of this journey, Shared SolutionS® has

been side by side with me.

-Sonia, Teva Survey Respondent

s Financial Support
Teva's Shared Solution5® is dedicated to helping you find affordable access to COPAXONE®

‘ therapy—we can assist you in searching for financial solutions that may help prevent financial
concerns from getting in the way of starting and staying on COPAXONE®.

Teva's Shared Solution5® financial support includes:

COPAXONE Co-pay Soluti0115®

If you're eligible for COPAXONE Co-pay Solution5®. your co-pay for 3-times-a-week

COPAXONE® 40 mg could be lowered to $0 per month out of pocketfi Terms and conditions

apply. Call Teva's Shared Solutions® for information about COPAXONE Co-pav Solution5® for

Use SHOW MORE A

COPAXONE® (glatiramer acetate injection) is prescription medicine used for the treatment of people with relapsing forms of multiple
sclerosis (MS).

Important Safety Information

https://www.copaxone.com/shared—solutions[l0/26/20]7 6:09:14 PM] LUP-003040



working hard for you to help make your COPAXONE  affordable.

Teva's  is dedicated to providing you with support, education, and training to

enhance your COPAXONE  therapy experience. Teva-trained nurses are caring professionals

who can come to your home and work with you to create a personalized injection plan, help you

maintain your commitment to therapy, and help you achieve your treatment goals.

Teva's  training and nurse support includes:

Teva's  is there for you whenever you need support. Compassionate MS-

certified nurses are available by phone around the clock—so you will always have the one-on-

one support you need.

Be confident with your injection technique throughout your therapy experience. Before you inject

for the first time, you should be trained by a doctor or nurse, even if you have used an injectable

therapy before. Be sure to call Teva's  at  to set up an

appointment for  when you start COPAXONE  therapy and at

any time throughout your treatment experience.

Teva's  has carefully and thoughtfully created resources to help you stay on

track with COPAXONE ; we've developed innovative, interactive  to help

you manage your COPAXONE  injections and stay the course with COPAXONE .

Teva's  offers in-person support from dedicated Teva-trained nurses, who focus

on educating you about RMS and COPAXONE  therapy, and offer caring support through 1-on-

1 injection training throughout your therapy experience. These committed professionals partner

with you to help you stay on track with your COPAXONE .

Teva's  cares about empowering you to stay committed to your COPAXONE

therapy. We can connect you with resources, people, and programs to help you obtain

knowledge about COPAXONE  and RMS. We can provide ways for you to stay current on the

latest RMS management tools and Teva's COPAXONE  developments, while creating

opportunities for you to meet and interact with others who are also living with RMS.

®
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Teva's  educational resources include:

Teva's  feels strongly about keeping you connected to the MS community. That

is why we provide you with live educational events, webcasts, and teleconferences to help you

stay informed and empowered.

Teva's  recognizes the importance of making a personal connection with

someone who has had similar experiences.  connects you with an MS Peer so

you can get support from someone who can relate to your experience of living with RMS. To

learn more from the perspective of an MS Peer, check out the . MS Peers are

peers with relapsing forms of MS who are compensated by Teva.

Teva's  is committed to staying close in touch. You will receive personalized

ongoing contact from the team at Teva's  via email, mail, or phone, so you can

be confident knowing that you have someone with you every step of the way.

COPAXONE  (glatiramer acetate injection) is prescription medicine used for the treatment of people with relapsing forms of multiple

sclerosis (MS).

Do not take COPAXONE  if you are allergic to glatiramer acetate or mannitol.

Some patients report a short-term reaction right after injecting COPAXONE . This reaction can involve flushing (feeling of warmth

and/or redness), chest tightness or pain with heart palpitations, anxiety, and trouble breathing. These symptoms generally appear

within minutes of an injection, last about 15 minutes, and do not require specific treatment. During the postmarketing period, there have

been reports of patients with similar symptoms who received emergency medical care. 

 Call your doctor right away if you develop hives, skin rash with irritation, dizziness, sweating, chest pain,

trouble breathing, or severe pain at the injection site. If any of the above occurs, do not give yourself any more injections until your

doctor tells you to begin again.

back to top
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Shared Solutions® | Relapsing Multiple Sclerosis Therapy Support

Chest pain may occur either as part of the immediate postinjection reaction or on its own. This pain should only last a few minutes. You

may experience more than one such episode, usually beginning at least one month after starting treatment. Tell your doctor if you

experience chest pain that lasts for a long time or feels very intense.

A permanent indentation under the skin (Iipoatrophy or. rarely, necrosis) at the injection site may occur, due to local destruction of fat

tissue. Be sure to follow proper injection technique and inform your doctor of any skin changes.

The most common side effects in studies of COPAXONE® are redness. pain, swelling, itching. or a lump at the site of injection,

flushing. rash. shortness of breath, and chest pain. These are not all of the possible side effects of COPAXONE®. For a complete list.

ask your doctor or pharmacist. Tell your doctor about any side effects you have while taking COPAXONE®.

You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch or call 1-800-FDA-
1088.

Please see full Prescribing Infonnation for Teva‘s COPAXONE®.

Connect with us on Lift MS Blog & Facebook: f

Tenns of Use | Privacy Notice | Site Map | Contact Us

CALL A MS—CERTIFIED NURSE

1.800.887.8100

Injections for 3-times-a-week COPAXONE® 40 mg must be at least 48 hours apart.

TApplies only to daily COPAXONE® 20 mg. Certain limits and restrictions apply.

Terms and Conditions for daily COPAXONE® include: COPAXONE Co-pay Solutions® is open to both new and existing patients who

are residents of the US or Puerto Rico and who have commercial prescription insurance coverage for COPAXONE® 20 mg. The offer is

not valid for uninsured patients or patients covered in whole or in part by Medicaid, Medicare, TRICARE, or any other federal or state

government pharmaceutical assistance plan or program (regardless of whether a specific prescription is covered). or by private health

benefit programs that reimburse for the entire cost of prescription drugs. Use of this offer must be consistent with the terms of any drug

benefit provided by a health insurer, health plan, or private third-party payor. This offer is void in Massachusetts and where otherwise

prohibited by law, taxed, or restricted. No additional purchase is required. This offer is valid only at participating pharmacies and may

be changed or discontinued at any time without notice. This program is not health insurance.

fiApplies only to 3-times-a-week COPAXONE® 40 mg. Certain limits and restrictions apply.

Terms and Conditions for 3-times-a-week COPAXONE® include: COPAXONE Co-pay Solutions® is open to both new and existing

patients who are residents of the US or Puerto Rico and who have commercial prescription insurance coverage for COPAXONE® 40

mg. The offer is not valid for uninsured patients or patients covered in whole or in part by Medicaid, Medicare, TRICARE, or any other

federal or state government pharmaceutical assistance plan or program (regardless of whether a specific prescription is covered), or by

private health benefit programs that reimburse for the entire cost of prescription drugs. Use of this offer must be consistent with the

terms of any drug benefit provided by a health insurer, health plan. or private third-party payor. This offer is void where prohibited by

law, taxed, or restricted. No additional purchase is required. This offer is valid only at participating pharmacies and may be changed or

discontinued at any time without notice. This program is not health insurance.
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Shared Solutions® | Relapsing Multiple Sclerosis Therapy Support

COPAXONE®. COPAXONE CO—PAY SOLUTIONS®. and COPAXONE iTracker® are registered trademarks of Teva Pharmaceutical
Industries Ltd.

Shared Solutions® is a registered service mark of Teva Neuroscience. Inc.
COPAXONE webTracker"" is a trademark of Teva Pharmaceutical Industries Ltd.

aut01901®2 for glass syringe is a registered trademark of Owen Mumford. Ltd. Available by prescription only.

Apple and iTunes are trademarks of Apple lnc.. registered in the US. and other countries. App Store is a service mark of Apple Inc.

Android and Google Play are trademarks of Google Inc

© 2017 Teva Neuroscience, lnc. COP-44790 September 2017 This site is intended for US residents only. 
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ŴỲ \SON\\Z
WSooSON\\Z
Ŷ
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pMŶPON\\
Ya
b̂NQPM
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\ÛSOTN
PY
̂NVYjN
cY_dNY
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IN THE U.S. PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

  

-----------------------------------------------------x 
LUPIN PHARMACEUTICALS, INC., 
 

                                      Opposer, Opposition  No. 91226322 
v. 

 
AMPEL, LLC, 

Applicant. 

------------------------------------------------------x 
 

EXHIBIT P 
 

TO 

 

DECLARATION OF THOMAS H. CURTIN IN SUPPORT OF MOTION FOR SUMMARY 

JUDGMENT BY OPPOSER LUPIN PHARMACEUTICALS, INC. 
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AMPEL BioSolutions & Lupus (SLE)

AMPEL BioSolutions launched a project in July ol‘ZU l 3 to re—imagine drug discovery in

SLE and rapidly bring new precision therapies to patients with this chronic disabling

disease.

SLE is a systemic autoimmune disease in which the immune system that normally

protects against infectious diseases becomes misdirected and attacks the person’s

organs and tissues. This disease predominantly affects women of childbearing age and

also is more common in many minority groups. Despite intensive research on this

disease, there has been only one new treatment approved in more than half a century,

and that new therapy (Benlysta) has been only modestly effective. The standard

process of drug development has not been effective in SLE. stimulating AMPEL

BioSolutions to rethink the paradigm.
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LRxL STATI'M - m

One of AMPEL's most recent LRxLTM projects, LRxL-STAT‘” was launched in October of

2013 with the support of New York’s Alliance for Lupus Research & the Lupus Research

Institute (LRI). Effective safe treatments for Lupus are sorely lacking, with only one

drug approved for Lupus in the last 50 years. Frustrated by the slow—paced translation

of basic science discoveries into new treatments for Lupus, the ALR & LRI

commissioned AMPEL BioSolutions to carry out an in-depth analysis of all drugs &

biologics approved for human use in the United States.

7' Mil" "cu

 
After six month of extensive research of the human 8-; mouse literature, AMPEL has

compiled the Lupus Treatment List (LRXLW) in consultation with members of the

community which were then vetted by an expert committee in April of 2014. Take a look

at the LRxL—STAT’” Linkedln site to view the poster presented at the American College

of Rheumatology meeting in November of 2014. The next step is conducting SLE

Treatment Acceleration Trials (STAT) with our Lupus Clinical Investigators Network

(LuCle) & Patient Partner Integrator Network (LuPPiN‘ML

APB—00003
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Through its ground-breaking LFi'xLTM program. AMPEL has made a significant advance

on the path to advancing Lupus treatments. Under LRxLT”. AMPEL conducted

extensive research to compile valuable information relating to the potential treatments

and therapies for Lupus. A core component of this information is the development of

what is simply referred to as LRxLT”, an actual list of all pharmaceuticals that may assist

in the treatment of Lupus. Under its LRxL‘M program. AMPEL will continue its research

efforts and will update and revise the LRxLTM as appropriate. The LRxLTM will be utilized

by LuClNT” to conduct research and trials. including LuClN-STAT‘“.

LuClN" - m

 
AMPEL is in process of identifying highly qualified and experienced research sites to

participate Lupus Drug Repositioning initiative, This Lupus Clinical investigators

Network (LuCINTM) is composed of clinical sites throughout the United States with

exceptional research capabilities and experience in Lupus.

With the administrative and technical support of AMPEL. LuClNWI sites will conduct

science-rich trials on the novel and interesting agents of the Lupus Treatment List that

have a high likelihood of success. We have identified over 60 sites with interest in
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carrying out science-rich trials of novel and interesting agents that have a high likelihood

of success. In addition, we plan that all investigators will have access to all data and

publication of trial results will be encouraged. The members of LuCINTM had their first

meeting at the American College of Rheumatology summit in November of 2014.

 LUCIN STATTM_ 4»

An initial core initiative of LuCINTM is LuCIN STAT,TM ground-breaking research and

clinical trials dedicated to testing the identified Lupus therapies. Under the LUCIN

STATTM program, LuClNTM will focus on SLE treatment and acceleration trials for the

Lupus therapies that are added to the LRxLT”.

LuPPiNTM

LuPPiNTM, or the Lupus Patient Partner Integrator Network, is AMPEL’s patient centric

program to develop a network of caregivers, patients and patient advocates dedicated

to assisting and supporting Lupus patients. LuPPiNTM has its roots in Dr. Peter Lipsky’s

internationally recognized program at the UT Southwestern Medical Center in Dallas for

Rheumatoid Arthritis patients called Patient Partners. Patients were trained to help

medical students and professionals detect early signs and symptoms of musculoskeletal

conditions, thereby facilitating an early diagnosis and therapeutic intervention to

improve patient outcomes. These "Patient Partners" were a milestone in patient

empowerment with "Centers of Excellence" established worldwide and more than 600

Patients Partners trained over a four-year period.
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Today, AMPEL BioSolutions aims to expand this program to SLE clinical research

through LuPPiNT“. Because of the difficulty of diagnosis and the lack of clear

communication of symptoms, AMPEL believes that developing a patient training

program will facilitate better communication between patients and doctors. In addition,

patient partners—whether they be Lupus patients or dedicated patient advocates—can

be of great help in educating Lupus patients about available treatment options.

demystifying clinical trials to other patients, and helping to explain the nature of clinical

trials, the patient protections in such trials and the important contribution patients can

make in the development of new treatments. Working together with Lupus advocacy

organizations and individuals AMPEL through its LuF’F‘iNTM program is pushing the

boundaries of clinical research and developing ways of improving the clinical trial

experience by actively engaging patient involvement.

C0LTS“l

AMPEL BioSolutions has developed a unique and proprietary system for assessing the

efficacy of Lupus treatment known as CoLTsT”. CoLTsT“ enables potential Lupus

therapies to be scored and ranked based on defined criteria. As part of its CoLTs‘”

program, AMPEL BioSolutions provides analysis of Lupus therapies to its partners who
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are testing existing Lupus therapies and/or hereafter-discovered Lupus therapies.

Parties that are interested in utilizing CoLTsTM should contact AMPEL.

Lupus Drug Candidates

Kadmon, KD025 ROCKZ inhibitor

Janssen, Stelara lL-12/23 inhibitor

Clients & Collaborators

(a;

spa
Alliancefor Lupus Researchrliltlr. Hill. (UM.

C2,) Lupus-~ Research

L7 Institute

\-

Janssenmnnflxfll—fixllmnfil’ls
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GlaxoSmithKline

ii

About AMPEL

AMPEL BioSolutions is a biomedical research consultation firm Specializing in

translational and personalized medicine including drug and target identification,

protocol design and management, biomarker identification, and bioinformatic

analysis.
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Read more...

Specializing In

Drug Repurposing

Rapid Results

Data Analysis 8. Interpretation

Clinical Trial Design & Management

New Target Identification

Disease Biomarkers

View our Brochure

Press Releases
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NEW RESULTS PUBLISHED DEMONSTRXI‘E EFFECTIVENESS OF AMPEL‘S

INNOVATIVE SY STEM

 
 

New results published in the professional journal Lupus demonstrate the

effectiveness of an innovative system developed to identify promising treatments for

lupus among existing drugs approved for use in other...

JUN

222015

PILOT STUDY WITt-l UVA T0 [EXPLORE MORE WAYS TO TACKLE LUPLIS

"A pilot study at UVa Research Park will explore the science behind the old saying

“mind over matter." A local company called AMPEL Biosolutions is teaming up with

the University of Virginia...

 

APB—00009



 
Contact AMPEL

1001 Research Park Blvd. Suite 301

Charlottesville. Virginia 22911

434-296-2675 (AMPL)

Fax: 434-964-9586

info@ampel.org

Get Map

©2015 AMPEL BioSolutions. LLC 1 All Rights Reserved | Login | Website by Blue Cloud
Studio
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Allergan to sell generic drug business to Teva for $40 .5 billion.

JERUSALEM -- Teva Pharmaceutical Industries Ltd. says it will pay $40.5 billion in cash and stock for Allergan’s generic 
drugs unit in an acquisition that will reinforce Teva’s position as the world’s No. 1 maker of generics. In another deal, 
Ltd. announced that it would buy Gavis Pharmaceuticals LLC in an $880 million transaction.

The Teva-Allergan deal, believed to be the largest in Israel’s corporate history, gives Teva stronger economies of scale. 
Industry analysts assert that Teva, which dropped its hostile pursuit of Mylan, will likely have to sell off some chugs to allay 
antitrust concerns of the Federal Trade Commission.
  
Allergan, which is recognized for its Botox anti-wrinkle treatment, became the third-largest generic drug maker in the United 
States after combining with Actavis in March.
  
”This transaction delivers on Teva’s strategic objectives in both generics and specialty,” said president and chief executive
officer Erez Vigodman. “Through our acquisition of Allergan Generics, we will establish a strong foundation for long-term, 
sustainable growth, anchored by leading generics capabilities and a world-class late-stage pipeline that will accelerate our 
ability to build an exceptional portfolio of products--both in generics and specialty as well as the intersection of the two. Our 
respective portfolios of generic medicines and applications are highly complementary, providing Teva with high-quality 
growth and earnings visibility, and the scale and resources to expand upon our specialty capabilities.
  
”Given our in-depth knowledge and understanding of Allergan’s world-class generics business, we are confident we can 
realize the projected synergies and accretion inherent in this acquisition for our stockholders and integrate Allergan Generics
quickly into Teva. With pro forma revenues of approximately $26 billion and combined EBITDA [earnings before interest, 
taxes, depreciation and amortization] of approximately $9.5 billion anticipated in 2016, this acquisition reinforces our 
strategy, accelerates growth and diversifies revenues both by product and geographically, supporting our new business 
model. I strongly believe that as a result of our strengthened financial profile following this transaction, we will be even 
better positioned to reap the benefits of Teva’s integrated, innovative specialty and generic research to support top line 
growth and expand our portfolio across the business.”
  
In another example of consolidation, has entered into a definitive agreement to acquire privately held Gavis 
Pharmaceuticals. The transaction has been unanimously approved by the boards of both companies.

The acquisition enhances ’s scale in the U.S. generics market and also broadens ’s pipeline in dermatology, 
controlled substance products and other high-value and niche generics. Gavis brings to a highly skilled U.S.-based 
research and development organization that complements Coral Springs, Fla., inhalation R&D center.

Gavis’ New Jersey-based manufacturing facility will become ’s first manufacturing site in the U.S.
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Gavis is a privately held company specializing in formulation development, manufacturing, packaging, sales, marketing and 
distribution of pharmaceutical products. It recorded sales of $96 million in fiscal year 2014, and it has over 250 New 
Jersey-based employees. Gavis currently has 66 Abbreviated New Drug Application (ANDA) filings pending approval of the 
Food and Drug Administration and a pipeline of more than 65 representing niche dosage forms.
  
Gavis’ pending filings address a market value of about $9 billion. The combined company will have a portfolio of 101 
in-market products, 164 cumulative filings pending approval and a deep pipeline of products under development for the U.S. 
The acquisition creates the fifth-largest portfolio of ANDA filings with the FDA, addressing a $63.8 billion market.
  

Company: “TEVA” LIMITED LIABILITY CO; CNA HOLDINGS INC; CNA HOLDINGS LLC; TEVA
PHARMACEUTICAL INDUSTRIES LTD; ALLERGAN PLC; GAVIS PHARMACEUTICALS LLC; LTD; 
MYLAN NV; TEVA PHARMACEUTICAL INDUSTRIES LTD

News Subject: (Business Management (1BU42); Corporate Events (1CR05); Corporate Groups & Ownership (1XO09); 
Mergers & Acquisitions (1ME39))

Industry: (Drug Approval Process (1DR91); Drug Discovery & Development Process (1DR41); Generic Drugs (1GE93); 
Pharmaceuticals (1PH33); Pharmaceuticals & Biotechnology (1PH13); Pharmaceuticals Research & Development (1PH57))

Region: (Americas (1AM92); New Jersey (1NE70); North America (1NO39); U.S. Mid-Atlantic Region (1MI18); USA 
(1US73))

Language: EN

Other Indexing: (Erez Vigodman; Erez Vigodman; Coral Springs) (Israel)

Keywords: (Business); (Pharmaceuticals and cosmetics industries); (Retail industry); (Pharmaceutical industry); (Generic 
drugs); (Pharmaceutical industry); (Generic drugs)

Company Terms: Teva Pharmaceutical Industries Ltd.

Sic: 2833; 2834

Naics Code: 325411; 325412

Ticker Symbol: TEVA

Word Count: 578

© 2017 Thomson Reuters. No claim to original U.S. Government Works.



Baltimore’s pharmaceutical companies at work, 2014 WLNR 14200034

© 2017 Thomson Reuters. No claim to original U.S. Government Works. 1

5/ 23/ 14 Baltimore Bus. J . (Pg. Unavail. Online)
2014 WLNR 1420 0034

Baltimore Business J ournal
Copyright ©  2014 American City Business J ournals, Inc.

May 23, 2014

Baltimore’s pharmaceutical companies at work

Carolyn Proctor

A spotlight on some of the pharmaceuticals being developed by local firms.
  
Did you find this article useful?Why not subscribe to Baltimore Business Journal for more articles and leads?Visit 
bizjournals.com/subscribe or call 1-866-853-3661.
  
Actavis Inc. is currently developing a new treatment for infertility, and also two new long-acting contraceptives. Long-acting 
contraceptives currently on the market include injections, implants and IUDs.Cerecor Inc. has a new antidepressant in Phase 
II development designed to treat severely depressed and suicidal patients by taking effect much faster than current drugs on 
the market.Eisai Inc. has a large number of drugs in development right now, including many to treat various forms of cancer, 
and several neurology medications treating Alzheimer’s disease, seizures and insomnia.Gliknik Inc. has two drugs in Phase II 
development that are made to generate immune responses against cancer, so that one’s immune system can actually attack a 
cancerous tumor. Ltd., parent of Baltimore’s Pharmaceuticals Inc., is currently developing new anti-diabetic 
drugs, new medications for pain and inflammation, new treatments for auto-immune diseases such as rheumatoid arthritis, 
cancer treatments, anti-virals and treatments for central nervous system disorders.
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Two bidders will vie for 1st Mariner Bank today
  
1st Mariner Bank, Baltimore’s largest independent bank, will go to auction this morning with two bidders vying for the bank. 
Parent company First Mariner Bancorp is selling the bank as part of the parent’s Chapter 11 bankruptcy, filed Feb. 10. The 
bank’s deposits, loans, contracts and other business will not be affected as the bank is not included in the bankruptcy. A court 
filing by the company Wednesday said the bank has received one bid, which was not identified, in addition to the previously 
disclosed bid by a group of investors led by the New York investment firm Priam Capital. “More than one qualified bid has 
been received by the bid deadline,” according to the filing, which paves the way for today’s private auction under the 
court-approved procedures. Priam has made the only publicly known bid, for just under $4.8 million. It also would 
recapitalize the bank with $80 million to $100 million. Attorneys for the bank and for creditors could not be reached 
Wednesday. First Mariner’s bankruptcy capped a year- long struggle to recover after residential loans soured during the 
housing bust. After today’s auction, which is closed to the public, the bank is required to identify the successful bidder in a
court filing within one business day. The winning bidder will require court approval at a hearing April 14. Priam would have 
been considered the successful bidder if no others had made offers.
  
-- Lorraine Mirabella
  
Epic Pharmacies will seek successor to retiring CEO
  
Cockeysville-based Epic Pharmacies Inc. said Wednesday it is searching for a CEO and president to replace Angelo Voxakis, 
who plans to retire at the end of the year. Voxakis, a longtime advocate for community pharmacies and a pharmacy owner, 
has led the national network of independently owned pharmacies for 16 years. The company has formed an executive search 
committee. Epic has grown from 300 member pharmacies to 1,500 since Voxakis joined the co-op of community pharmacies. 
Membership in Epic Pharmacy Network Inc., which offers centralized contracting services, also has grown, from 280 to 
2,200 stores. Epic, formed in 1982, offers programs and services while returning its net revenues to its members.
  
-- Lorraine Mirabella
  

name on harbor building marks expansion

Pharmaceuticals Inc. has placed its name in lights over the Inner Harbor, a mark of the Indian drug manufacturer’s 
growing presence since the company located its U.S. headquarters in Baltimore more than a decade ago. , which today 
sells about 70 different generic products in the United States, started with three people in small offices at the World Trade 
Center in the early 2000s. It now employs more than 60 people on two floors at 111 S. Calvert Street, part of a U.S. 
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workforce about 200-strong, said Mary Furlong, executive vice president of corporate development. “We thought it was 
important to put our name out there, to signal to people that this is a good, growing company here in the U.S.,” Furlong said.
The Baltimore office focuses on sales and marketing, as well as human resources and financing. Research and development 
historically has occurred in India, but the company opened a Florida R&D center last year, and plans to announce a second 
facility this year. is looking “very seriously” at Maryland for the site, Furlong said. first selected Baltimore for 
its proximity to the Food and Drug Administration, as well as connections to the Northeast corridor, she said. The company 
acquired signage rights after it added a second floor last summer.

-- Natalie Sherman
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Generics are set to make more inroads.

BURLINGTON, Mass. -- Between now and 2020, 40 blockbuster brands will lose patent exclusivity in the United States, 
according to Decision Resources, a pharmaceutical and health care research and advisory firm.
  
In a report released last month, it says the loss of brand sales to generics is forecast to exceed $155 billion over this 
period.The largest single-year loss of brand exclusivity will occur in 2015, and through 2020 the share of generics 
opportunities will increasingly shift from small-molecule drugs to branded biologics and recombinant proteins.
  
Drug manufacturers are encountering difficulty in generating replacement blockbusters because of cost pressures imposed by 
insurers, patients and physicians.The Wall Street Journal recently reported that of 271 drugs that have been launched since 
2006, only 13 have garnered sales of over $1 billion, down from 33 of 257 medications that were introduced over the 
previous five years.
  
”Blockbusters are not going to be that common anymore,” Ganesh Vedarajan, who leads the oncology and specialty 
therapeutics sector of ZS Associates told the newspaper.
  
ZS, a sales and marketing management consultant to pharmaceutical manufacturers, recently reviewed about 500 drug 
launches.It found that those that were introduced between 2006 and 2010 averaged $143 million in annual sales in the United 
States three years after arriving on the market.That compared with $208 million in annual sales in the United States for the 
previous five years.
  
The trend is continuing.In December, the Food and Drug Administration approved more than a half-dozen generic versions 
of Cymbalta, the antidepressant that’s now Eli Lilly & Co.’s top-selling drug.The six genetics manufacturers--Teva 
Pharmaceutical Industries and India’s , Sun Phanna, Torrent Pharmaceuticals, Aurobindo Pharma and Dr. 
Reddy’s--quickly began rolling out their versions.Analysts predict that branded Cymbalta is likely to see most of its sales 
evaporate quickly.

Like other innovator companies, Lilly is attempting to push its in-development drugs to market.But industry observers assert 
that even should the new therapies receive regulatory FDA approval, those products may not deliver as much as Lilly once 
hoped.
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HDMA Honors Pharmaceutical and 
Consumer Product Manufacturers 
With Annual DIANA Awards

June 3, 2014

ARLINGTON, Va. — HDMA honored pharmaceutical and consumer 

product manufacturers at its 2014 Business and Leadership 

Conference in Phoenix, Ariz., through the presentation of the 

Association's annual Distribution Industry Awards for Notable 

Achievements in Healthcare (the DIANA awards).

The DIANA awards have recognized supply chain excellence and 

successful trading partner relationships since 1959. The awards 

honor pharmaceutical and consumer product manufacturers for 

developing innovative new product introductions and promotions for 

the healthcare distribution industry. Manufacturers also are 

recognized for advancing trade relations by fostering strong trading 

partner relationships with HDMA distributor members and creating 

exceptional business practices that benefit the entire healthcare 

supply chain.

In addition, presented for the second year, the DIANA Manufacturer 

Partner of the Year recognizes companies for their active 

participation in the Association. The winning companies have at least 
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five consecutive years of membership, regularly participate in HDMA

conferences, serve on Association committees, and show support

through event attendance and sponsorships.

HDMA President and CEO John M. Gray said, "We are pleased to

honor our manufacturer trading partners for their innovative and

collaborative efforts with distributors, as well as the time and effort

they devote to HDMA’s important mission."

2014 DIANA Manufacturer Partner of the Year

Winners:

HDMA Manufacturer Member With Sales to Healthcare Distributors

of More Than $500 Million:

Mylan Inc.

HDMA Manufacturer Member With Sales to Healthcare Distributors

of Less Than $500 Million:

Upsher-Smith Laboratories, Inc.

2014 DIANA Winners:

Best New Product Introduction or Promotion Awards

Branded Pharmaceutical Products: Eisai, Inc., for Belviq®

Generic Pharmaceutical Products: Citron Pharma LLC, for

Duloxetine DR Capsules USP

Over-the-Counter and Home Healthcare Products: Merck Consumer

Care, for Oxytrol® for Women

Best Overall Manufacturer Awards

Branded Pharmaceutical Product Manufacturer with Sales to

Healthcare Distributors of Less Than $300 Million:

Winner: Depomed, Inc.

First Merit Finalist: Avion Pharmaceuticals

Imsz/www halthmedisuibufionW01m3m—mhmeW—mfimmmm-am
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Second Merit Finalist: Upsher-Smith Laboratories, Inc.

Branded Pharmaceutical Product Manufacturer with Sales to

Healthcare Distributors of More Than $300 Million:

Winner: Forest Pharmaceuticals, Inc.

First Merit Finalist: Boehringer Ingelheim Pharmaceuticals, Inc.

Second Merit Finalist: Eisai, Inc.

Generic Pharmaceutical Product Manufacturer with Sales to

Healthcare Distributors of Less Than $100 Million:

Winner: Alvogen, Inc.

First Merit Finalist: Lannett Company

Second Merit Finalist: Breckenridge Pharmaceutical, Inc.

Generic Pharmaceutical Product Manufacturer with Sales to

Healthcare Distributors of More Than $100 Million:

Winner: Actavis, Inc.

First Merit Finalist: Lupin Pharmaceuticals, Inc.

Second Merit Finalist: Amneal Pharmaceutical

Consumer Product Manufacturer

Winner: BD Medical - Diabetes Care

First Merit Finalist: Merck & Co., Inc.

Second Merit Finalist: Novartis Consumer Health, Inc.

ABOUT HDA

HDA is the national association representing primary healthcare distributors, the vital link

between the nation's pharmaceutical manufacturers and healthcare providers. Each business

day, HDA member companies ensure that over 15 million prescription medicines and

healthcare products are delivered safely and efficiently to more than 200,000 pharmacies,

LUP-0029 1 9
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hospitals, long-term care facilities, clinics and others nationwide. HDA and its members work

daily to provide value and achieve cost savings, an estimated $42 billion each year to our

nation’s healthcare system.

CONTACT

Farah M. Simonett

(703) 885-0269

fsimonettthaorg

Sponsorship Member Directory HDA PAC FOLLOW US

Membership Industry Recognition Service Provider Search

Professional Development (Awards) Women's Executive
HDA Research Forum

Foundation

@2017 Healthcare Distribution Alliance. All rights Privacy | Antitrust | Sitemap | Terms of Use | Contact

reserved. Website design and development by Americaneagle.coml inc
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Indian drugmaker opens Coral Springs lab 
Talent in  pharmaceutical industry is lure

A leading drugmaker from India took an unusual path to opening its $13 million research center in Coral Springs.
  

Pharmaceuticals decided nearly three years ago to expand into the business of inhalation products for asthma and 
respiratory diseases and began a global search for an expert in that field.

It found a top scientist from China, Dr. Xian-Ming Zeng, who was living in Broward County and working for an Israeli 
company, then hired him.
  
Zeng suggested the Indian heavyweight set up its new venture in Broward, tapping South Florida’s skilled talent in the 
life-sciences industry, research centers and universities.
  
Lupin checked out the area and found lots of strong local employees available, a business-friendly environment and 
competitive costs, CEO Vinita Gupta said in an interview.
  
”Attracting people to the area has been fairly easy for us,” added Gupta, who said the lack of a state income tax helps draw 
talent from elsewhere to Florida. The 47-year-old CEO keeps her main home across Alligator Alley in Naples as she expands 

’s business in the U.S. and globally.

has committed to employ an initial 45 people at its new research-and-development center at salaries averaging more 
than $100,000, said David Coddington, vice president of the Greater Fort Lauderdale Alliance, Broward’s economic 
development group.

The state, county and local governments will provide $315,000 in tax incentives for the venture, once sustains those 
45 jobs in the life-sciences industry targeted for growth, Coddington said.

’s debut in South Florida comes as the company has agreed to buy Gavis Pharmaceuticals of New Jersey for $880 
million. That deal, expected to close this fall, will let start U.S. production and boost its drug pipeline.

Gupta, a pharmacist by profession, has been spearheading ’s U.S. and global push since graduating with an MBA from 
Northwestern University’s Kellogg School.

Her father started in Mumbai, India, 48 years ago with a focus on making drugs to treat tuberculosis and built it into 
one of his country’s key drugmakers. He then asked his daughter to expand operations abroad.

Gupta said her team’s plan resulted in $850 million in U.S. sales last year, adding that it should top $1 billion this year. The 
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company also has been expanding in Japan and, in the past 18 months, has done six acquisitions to help grow in Latin 
America and Europe, she added.

Plans call for to grow in global sales to $5 billion in roughly three years from $2 billion last year, Gupta said.

’s investment also highlights India’s emergence as a global player and business partner for Florida.

While India is not among the 13 countries where Florida has a business development office, ties are growing. Last year, 
Florida’s direct-goods trade with India topped $1 billion, making India the No. 32 trade partner for the state. More than 20 
companies from India now have investments in the state in industries targeted for growth, according to Enterprise Florida, the
state’s public-private economic development agency.
  
Indian-owned companies in South Florida include Cambridge Integrated Services Group, CPG Solutions, Diamedix Corp., 
Digital Risk, Econocaribe Consolidators, Immunovision, JAS Diagnostics, Reliance Globalcom Services, and Whyte and 
Mackay (Americas), Enterprise Florida said.
  
Photo: Michael Tse and Linda DeLaPaz check equipment in a new lab at Lupin Pharmaceuticals in Coral Springs. MARK 
RANDALL/STAFF PHOTOGRAPHER
  

Company: CPG SOLUTIONS LLC; DIAMEDIX CORP; DIGITAL RISK LLC; ECONOCARIBE CONSOLIDATORS 
INC; GAVIS PHARMACEUTICALS LLC; INTEGRATED SERVICES GROUP INC; IMMUNOVISION INC; JAS 
DIAGNOSTICS INC; PHARMACEUTICALS INC; RELIANCE GLOBALCOM SERVICES INC; WHYTE AND
MACKAY LTD; CAMBRIDGE INTEGRATED SERVICES GROUP INC; CAMBRIDGE INTEGRATED SERVICES 
GROUP INC

News Subject: (Economic Development (1EC65); Economics & Trade (1EC26); Emerging Market Countries (1EM65))

Industry: (Pharmaceuticals (1PH33); Pharmaceuticals & Biotechnology (1PH13); Pharmaceuticals & Biotechnology Industry 
Highlights (1PH07); Pharmaceuticals Wholesale Distribution (1PH35))

Region: (Americas (1AM92); Asia (1AS61); Florida (1FL79); India (1IN24); Indian Subcontinent (1IN32); North America 
(1NO39); Southern Asia (1SO52); U.S. Southeast Region (1SO88); USA (1US73))

Language: EN

Other Indexing: (CAMBRIDGE INTEGRATED SERVICES) (Linda DeLaPaz; Vinita Gupta; Vinita Gupta; Xian-Ming 
Zeng; David Coddington; Michael Tse; Mark C.M. Randall; Mark Randall)

Keywords: (DRUG)

Edition: Palm Beach

Word Count: 558

© 2017 Thomson Reuters. No claim to original U.S. Government Works.



Indian officials discuss pharma firms' expanding presence in United States NJBIZ

Login/Register Contact Us Advertise

All._USINESS~AlL NIW JERSEV
 
Indian officials discuss pharma firms' expanding

presence in United States

By Anjalee Khemlani. June 12. 2017 at 3:00 AM

 
Manish Singhal. assistant secretary general of the Federation of lndian

Chambers of Commerce and Industry. - (ANJALEE KHEMLANI)

What seems like contradictory politics for the life sciences industry, which is focused on global growth, is

actually encouraging Indian interest.

On one side of the globe, Indian Prime Minister Narendra Modi has pushed the “Make in India” campaign
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to encourage more local production of goods.

On the other, U.S. President Donald Trump is pushing “Buy American, Hire American” to encourage local

production and decrease the dependency on foreign countries like China, as well as decrease the use of

H-1B visa workers.

But rather than be discouraged, Indian companies are actually ramping up their presence and efforts to

locate or produce for the U.S. market.

The latest proof of that is Lupin Pharmaceuticals opening a manufacturing facility in Somerset last month.

Lupin joins Sun Pharmaceuticals and Dr. Reddy’s Laboratories as Indian pharma firms in the state.

Right now, roughly 30 percent of generics in the U.S. come from India, according to Sumani Dash,

director and country head of the U.S. and Canada for the Confederation of Indian Industry.

ABOVE: The India Pavilion at the Interphex conference in New York City. -

(ALUN JONES)

Dash said the result is billions of dollars invested in state-of-the-art manufacturing in the state, as well as

expansion of commercial space — a fact well-known by the local municipalities.

Which is why the companies that manufacture drugs in India are ramping up their presence at shows like

the recent Interphex.

Interphex is one of the largest and oldest conferences for pharmaceutical, biotechnology and medical

device development and manufacturing, having been around for 38 years and attracting more than 600

companies each year for the three-day event in New York City.
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The conference saw a growth after just two years of introducing a special section for Indian companies —

the India Pavilion — and the group’s organizers are only planning to continue the upward trend.

Last year, the India Pavilion was about 6,000 square feet, with 34 vendors. This year, it went up by 600

square feet to include a total of 46 vendors, according to an Interphex spokesperson.

The enthusiasm today is a far cry from two years ago, when pharmaceuticals came under fire from the

FDA after negative audit results and more stringent rules that some Indian companies felt were targeting

them.

Since then, Dash said, the companies have worked with the FDA to improve, and asked for a level

playing field.

Mahendra Mehta, managing director of Parle Global Technologies in Pennsylvania, said India is growing

into a good competitor for the U.S. players.

“You need cheaper drugs here, you don’t want your health care costs to go up … so you would look at

India to be a good partner,” Mehta said. “India does have a huge potential for outsourcing. Countries like

the U.S. and European countries should be working with India because it’s a nice country to deal with in

terms of English-speaking staff.”

Besides, the Indian companies believe the U.S. is not ready to serve its own market as far as demand is

concerned.

“U.S. is a bigger market and I don’t think they’ll be able to manufacture everything in the U.S. even if they

plan right now. There are many companies who are already based in the U.S. now; that gives us an

advantage. India has many FDA-approved plants, so we are already ready to serve the U.S. market,”

Mehta said.

Manish Singhal, assistant secretary general of the Federation of Indian Chambers of Commerce and

Industry, said the ambitions and frugality of Indian companies should not be underestimated.

“Generally, the way the Indian mindset works is, if I develop this (product) and have to earn something

out of it, let me earn $1 per (item) and sell 100 rather than just earning $10 per (item) and selling just 10,”

Singhal said.

And the argument being made by the companies is that, with the downward pressure on drug pricing, it

only makes sense to seek the cost effectiveness and frugality that India offers.

Or, as Singhal put it, “I mean, when we can send a satellite to the moon at one-tenth the cost, medicine is

nothing.”

More From This Industry
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Deal, The
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J uly 24, 2015

India’s Lupin buys U.S.-based generics company Gavis Pharmaceuticals

Laura Cooper

Mumbai, India-based Ltd. announced two deals this week, including the $880 million purchase of Gavis 
Pharmaceuticals LLC and Novel Laboratories Inc. in order to expand its US generics business.

The acquisition of Somerset, N.J.-based Gavis helps build its presence in the U.S. generic market and broadens its 
pipeline in dermatology, controlled substances and other niche generics. The N.J.-based company will also provide its 
first manufacturing site in the U.S.

According to a statement about the acquisition from , Gavis had sales of $96 million over the course of 2014. The 
statement also noted that Gavis has 66 abbreviated new drug applications -- an application for the approval of an already 
approved drug -- that are pending in front of the Food and Drug Administration. The drugs that are the subject of those filings 
have a potential market of about $9 billion, the company said.

The generic pharmaceutical company has a number of drugs, including Amlodipine, which treats high blood pressure, 
Hydrocodone Bitartrat, a cough suppressant and antifungal Nystatin, among many others.
  
”This is a pivotal acquisition for as it aligns with our goal to expand and deepen our US presence. GAVIS has a strong 
track record of delivering highly differentiated products in a short time and is poised for continued strong growth as it 
delivers on its existing pipeline,” said CEO Vinita Gupta, in the statement.

also announced on Friday that the company made a strategic asset purchase from German pharmaceutical company 
Temmler Pharma Gmbh & Co., a part of Aenova Group. The terms of the agreement call for to purchase Temmler’s 
specialty product portfolio that includes 13 products focusing on the central nervous system and rare diseases.

is a pharmaceutical company working in the branded and generic drug areas mostly for treatments in the 
cardiovascular, diabetology, asthma, anti-infective and pediatric fields. It is the fifth largest generic drug maker in the U.S. 
and third largest Indian pharmaceutical company.

Lupin worked with a legal team at Brown Rudnick LLP including Rob Funsten, Katy Gardner, Mary Bucci, Steve Cheng, 
Mary Ambacher, Sarah Wilk and Andrew Oliver, Vince Guglielmotti, Barbara Kelly, James Maynor, Doug Cohen, Kyle 
Johnson, Jeff Vigliotti and Mark Leonardo.
  
Gavis retained JP Morgan Chase as its financial adviser and Latham and Watkins LLP as its legal counsel.
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Lupin acquires Gavis.

MUMBAI -- announced on July 23 that it will acquire Gavis Pharmaceuticals and Novel Laboratories in a $880 
million, cash- and debt-free transaction. Both and Gavis’ boards of directors unanimously approved the vote.

Through the acquisition, will expand its reach in the U.S. generics market, as well as in dermatology, 
controlled-substance products and other high-value and niche generics.
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Lupin Pharmaceuticals.

BALTIMORE -- Pharmaceuticals Inc. is dedicated to delivering high-quality, branded and generic pharmaceutical 
products trusted by health care professionals and patients across the United States.

is currently the fifth-largest generic pharmaceutical company in the U.S. by prescriptions dispensed, with 5.5% 
generic market share, according to IMS Health.

journey began in 2003 with three Baltimore-based employees and first U.S. generic product approval. As a 
market share leader in 44 generic products and among the top three in 79 products in the U.S., now markets a total of 
124 products, according to IMS Health.

Last fiscal year, generated over $887 million in net revenues, contributing 43% of the company’s global revenues.

In March of this year, completed its acquisition of privately held U.S.-based Gavis Pharmaceuticals LLC and Novel 
Laboratories Inc. Novel has since been renamed Somerset. The Gavis-Novel acquisition positions as having the 
fifth-largest pipeline of ANDA (Abbreviated New Drug Application) filings with the Food and Drug Administration. 
notes that it has brought significant, high-quality, affordable medications to the marketplace, which has helped fuel the 
growth of the company’s business.

Today, has 45 first-to-file products, which include 25 exclusive FTF opportunities.

The momentum of sustained growth year over year is a result of a valuable pipeline, solid customer relationships 
and smooth execution. has 163 ANDAs pending FDA approval and a deep pipeline of products under development for 
the U.S.

has a strong corporate culture of excellence in place, ensuring strict adherence to FDA regulations year after year.

Last fiscal year, launched 21 new products, including the successful commercialization of the exclusive generic 
equivalent of Glumetza. The majority of products are vertically integrated, which ensures quality control throughout 
each step of product development and manufacturing. This gives an unparalleled advantage over its competitors, the 
company points out, as it is able to control its supply chain while offering competitive pricing.

Recent generic launches include diclofenac topical solution, 1.5% (Pennsaid 1.5%); norgestimate and ethinyl estradiol tablets 
(Ortho Tri-Cyclen); Blisovi Fe 1.5/30 tablets (Loestrin Fe 1.5/30); Blisovi Fe 1/20 tablets (Loestrin Fe 1/20); and zolpidem 
tartrate sublingual, CIV tablets (Intermezzo).
  

aims to continue to strengthen its market presence by launching new products and expanding its pipeline to offer 
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medications in such new therapeutic areas as dermatology, pediatrics, women’s health, inhalation and complex injectables.
  

says its steadfast commitment to quality and reliability has resulted in the company consistently delivering 
high-quality products, and its ongoing investment in technological capabilities will position the company to ensure customer 
satisfaction for years to come.

111 South Calvert St.
  
24th Floor

Baltimore, Md. 21202
  
Key contact: BOB HOFFMAN
  
Executive Vice President, U.S. Generics

Phone: (410) 576-2000

lupinpharmaceuticals.com
  
LUPIN’S RECENT GENERIC LAUNCHES BRAND EQUIVALENT Diclofenac Topical Solution 1.5% Pennsaid 1.5% 

Norgestimate/Ethinyl Estradiol Tablets Ortho Tri-Cyclen Blisovi Fe 1.5/30 Tablets Loestrin Fe 1.5/30 Blisovi 

Fe 1/20 Tablets Loestrin Fe 1/20 Zolpidem Tartrate Sublingual CIV Tablets Intermezzo
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Lupin to expand in Coral Springs, add 45 jobs

Nancy Dahlberg; The Miami Herald

, a pharmaceutical company headquartered in India, announced this week it will be expanding in Coral Springs, 
including building a new laboratory by the end of the year. The expansion will create at least 45 high-skilled positions in 
Broward County, the company said.

What makes announcement particularly significant is that its new facility will focus on the research and 
development of new drugs, said Todd Holt, director of business development for the Greater Fort Lauderdale Alliance , with 
an expertise in the life science industry. Nearly 1,000 biotech, pharmaceutical and medical devices companies call Florida 
home, according to Enterprise Florida. Broward County has more than 500 life science companies, and recruiting companies 
with high-paying R&D jobs is a goal of the Alliance.

Xian-Ming Zeng, senior vice president of Inhalation Research and Development, believes the company can recruit 
high-quality scientists from the South Florida area. “There is a unique opportunity to collaborate with the area’s universities 
and explore long-term recruitment solutions. Not only does this mean the cost of recruiting is lower but the resulting 
candidates are highly-trained and desirable as employees,” he said in a statement.

, a U.S.-owned subsidiary of Limited of Mumbai, is the fifth largest generics player by prescription. ’s 
local facility will focus on inhalation products for the treatment of asthma, allergic rhinitis, chronic obstructive pulmonary
diseases and other lung diseases, the company said.

Enterprise Florida, the Greater Fort Lauderdale Alliance , Broward County, CareerSource Florida and the Florida Department 
of Economic Opportunity worked together on the expansion plan.
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Ruling negates key Pfizer patent
Rivals seek slice of lucrative sales for arthritis drug 

Linda A. J ohnson; Associated Press

TRENTON, N.J. — A federal court invalidated the key patent for one of Pfizer’s most lucrative medicines, potentially 
opening the door for cheaper generic versions 18 months sooner than expected and cutting into the drugmaker’s profit.
  
Pfizer Inc., still trying to make up for the loss of about $7 billion in annual sales since generic competition challenged its 
cholesterol fighter Lipitor in December 2011, could lose a couple of billion more if the court decision on the Celebrex patent 
stands. The world’s second-biggest drugmaker said it disagrees with the ruling and will pursue all available remedies, 
including immediately -appealing Wednesday’s ruling -b-y Judge Arenda Allen of -Virginia’s Eastern District Court in 
Norfolk.
  
Celebrex, Pfizer’s fourth-bestselling product, brought in $2.9 billion in worldwide sales last year. The anti-inflammatory pill 
is widely used for arthritis and acute pain. Celebrex has been on the market for more than a decade, so Pfizer’s gross profit
margin on the drug may exceed 90 percent.
  
Trading of Pfizer shares on the New York Stock Exchange was briefly halted before the announcement. Shares closed at 
$31.98, down 44 cents, or 1.4 percent, but near Pfizer’s 52-week high. In after-hours trading, shares fell another 7 cents.
  
The case involves a reissue patent that prevented US sales of generic versions until Dec. 2, 2015. Last March, the US Patent 
& Trademark Office granted Pfizer the reissue patent, which corrected what Pfizer called technical deficiencies in the 
original patent covering the conditions treated by the drug’s active ingredient, celecoxib. Those include acute pain and 
menstrual pain, rheumatoid and osteo arthritis, and a painful spinal joint disorder called ankylosing spondylitis.
  
Five makers of generic drugs have been seeking Food and Drug Administration permission to sell generic Celebrex starting 
on May 30, when the drug’s original patent expires.
  
New York-based Pfizer sued, alleging patent infringement by the companies: Teva Pharmaceuticals USA Inc., Mylan
Pharmaceuticals Inc., Pharmaceuticals USA Inc., Apotex Inc., and Watson Laboratories Inc., which became Actavis 
Inc. early last year after a merger.

The suit had been scheduled for a trial beginning on March 19, but Judge Allen told the parties last week she would rule on 
motions they had filed in the case, instead of holding a trial.
  
”Odds are in favor of generics launching early,” Bernstein Research analyst Dr. Timothy Anderson wrote to investors. He 
estimates Pfizer’s earnings per share would then be -reduced by 4 percent this year and 8 percent in 2015.
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In another development for the drugmaker Wednesday, Pfizer said its blockbuster vaccine against pneumonia and other 
infections met its goal of preventing illness in vulnerable elderly patients in a large study.
  
The company’s Prevnar 13 protects against 13 strains of pneumococcal disease, which can also cause children’s ear 
infections and life-threatening bloodstream infections.
  
The study, which included about 85,000 patients aged 65 or older, found that compared with study participants getting a 
placebo, those getting the vaccine had about 46 percent fewer cases of pneumonia.
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Why are the prices of generic drugs soaring? 
Once prescribed to keep escalating health care costs down, copies of brand-name pills carry a new side effect: 

Sticker shock

Ellen J ean Hirst, Tribune reporter

A photo caption accompanying this story contains corrected material, published Nov. 27, 2014.
  
After calling for a routine prescription refill, Craig Elliott got a rude shock: His bill was going up fivefold.
  
The 44-year-old piano tuner and guitar instructor from Elgin, who has health insurance, used to pay $20 for a three-month 
supply of his generic epilepsy drug as a member of Walgreen’s Prescription Savings Club. But recently, the price shot up to 
more than $100, forcing him to order month by month.
  
”I’ll get by ... (but) I don’t like now having a larger bill every month,” Elliott said.
  
Countless other Americans are feeling the same sticker shock at the drugstore. Historically costing pennies on the dollar 
compared with a brand-name drug, generic drugs have long been considered a vital weapon in the fight to contain soaring 
health care costs. But in the past year, the price of many generics is disconcertingly moving in the wrong direction, drawing 
the attention of Congress and pinching the wallets of consumers as well as pharmacies and insurers.
  
”We are talking about the need of the American people to be able to afford the medicine that their doctors prescribe,” U.S. 
Sen. Bernie Sanders, I-Vt., chairman of a Senate health care subcommittee, said at a hearing on the issue Thursday. “There 
appears to be now a trend in the industry where a number of drugs are going up at extraordinary rates. ... We wanted to know 
if there was a rational economic reason as to why patients saw these price increases or whether it was simply a question of 
greed.”
  
Experts say raw material shortages, consolidation in the industry and medical advancements that make replicating 
brand-name drugs more expensive have all contributed to skyrocketing costs.
  
According to Catamaran, a Schaumburg-based pharmacy benefit manager that administers prescription drug programs, 
consumers and insurers paid an average of $13.14 per prescription for the 50 most popular generics in 2010. In 2014, they 
paid $62.10, a 373 percent increase. Today, more than a third of available generics cost insurers and consumers more than 
$100 per prescription, company data show.
  
”People who don’t have insurance, they’re picking up the full fare of these drugs,” said Catamaran Chief Medical Officer Dr. 
Sumit Dutta. “And they’re often not in the best place to handle the cost of these medications.”
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A Pembroke Consulting analysis of federal data shows the price pharmacies pay for generics over the past year has soared 
too, by as much as 17,700 percent in one case. One in 11 generic drugs have more than doubled in acquisition cost for 
pharmacies over the past year.

To cope, insurance companies have introduced copay tiers to their plans to offset rising generic prices, Dutta said.
  
Deerfield-based Walgreen Co., which cited skyrocketing generic drug prices as an obstacle for 2015 profits, has a similar 
tiered system with its Prescription Savings program, a membership plan that offers discounts on services and drugs. The 
generic epilepsy drug Elliott takes, carbamazepine, had previously been on its list of value-priced generics but was removed 
when the price increased, a Walgreen spokesman said. According to Pembroke Consulting, pharmacies in July 2014 paid 
between 10 percent less or 60 percent more for the drug -- depending on the dose -- compared with a year earlier.
  
A spokeswoman for Teva Pharmaceuticals, one of six manufacturers of the epilepsy drug according to the U.S. Food and 
Drug Administration website, declined to say why the price of carbamazepine has been rising.
  
”Teva is committed to ensuring access and providing high-quality, affordable medicines to U.S. patients,” the spokeswoman 
said in an emailed response. “While it is possible to find examples of generic medicines that have increased in price, these 
select instances are not indicative of the overall market trend.”
  
The largest price increase from 2013 to 2014 was for a 500 milligram capsule of tetracycline, an antibiotic used to treat 
bacterial infections. That dose went up in price 17,714 percent, from 5 cents per pill to $8.59. An FDA spokeswoman said a 
more than two-year shortage due to unavailability of raw materials to make the drug, as well as manufacturing issues, was 
resolved in March.
  
While raw material shortages are one factor behind price increases, health analysts say market competition -- or lack thereof 
-- also plays a role. Sometimes, drug manufacturers opt to discontinue a line because the presence of other manufacturers 
results in pricing pressures, which cut into profits. They also feel pressure to specialize product lines and consolidate through 
mergers and acquisitions, creating even more pricing power for the remaining manufacturers.
  
And as medicine advances and drugs become more expensive and difficult to imitate, fewer companies are willing to invest 
in making generic versions of brand-name drugs that move off patent protection.
  
When chemotherapy drug Xeloda moved off patent in December 2013, a generic version, capecitabine, came to market. 
Today, it costs just $40 less per prescription than it did when it was a branded drug -- $2,660 instead of $2,700, a 1.5 percent 
decrease, according to Catamaran data.
  
The rising prices caught the attention of Congress, and last month Sanders and Maryland’s Rep. Elijah Cummings requested 
financial documents from 14 pharmaceutical companies across the country. Northbrook-based Marathon Pharmaceuticals is 
among those being investigated.
  
Marathon makes drugs for rare diseases and is the only company manufacturing two drugs that are used for heart diseases --
Isuprel and Nitropress, a spokesman said. The price of those drugs increased nearly five times from November 2012 to 
September 2014, according to the Health Care Supply Chain Association, which represents large group purchasing 
organizations for hospitals.
  
Marathon said it doesn’t think it should have been included in the investigation, even though the two drugs it makes are no 
longer covered by patents. The company did not dispute the roughly 400 percent increase in the price of the two drugs, but 
said it has spent more than $200 million on the drugs, including buying intellectual property from Hospira last year and 
investments in the drugs, a cost not usually incurred by generic drug “copycats.”
  
A Hospira spokeswoman declined to elaborate on why the company sold the drugs beyond saying they were divested “for 
business reasons.”
  
”Again, it’s a drug that someone owned that we had to buy, we had to pay for it,” Marathon General Counsel Pat Morris said. 
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“And we have to do this in the face of (the fact that) a generic drug could come in tomorrow and take all of our sales.” 
  
Some experts have said prices will come down when other pharmaceutical companies recognize an opportunity to share in 
the profits of some of the drugs that have skyrocketed in price. Buyer consolidation should help too, they said.
  
Last year, CVS Caremark announced a partnership with Cardinal Health, giving it more generic drug buying power. 
Walgreen Co. works with AmerisourceBergen and Alliance Boots, and McKesson announced its acquisition of Celesio in 
January. Those three groups wield a huge amount of purchasing power, which should keep generic drug prices down.
  
”What the American people are entitled to know,” Sanders said, “is why there are a number of generic drugs that have seen a 
huge increase in prices in recent years.”
  
- - - 
  
Quick facts
  
What is a generic drug?
  
Generic drugs are chemically identical to brand name drugs, equally effective and prescribed for the same purposes.
  
How do generic drugs come to market?
  
Drug companies submit an application to the U.S. Food and Drug Administration for approval to make and sell a generic 
drug, but those applications can’t be approved until the all patents and exclusivity for the brand-name drug have expired. 
Patents expire after 20 years and exclusivity can last up to seven years.
  
Why were generic drugs introduced?
  
Generic drugs help combat the rising cost of health care and allow market competition for brand-name drugs.
  
Who makes generic drugs?
  
The top five U.S. companies by unbranded generic prescriptions dispensed are Teva Pharmaceuticals USA, Mylan Labs, 
Actavis, Sandoz, and Pharma, respectively, according to the Generic Pharmaceutical Association.

SOURCES: U.S. Food and Drug Administration, Generic Pharmaceutical Association
  
----------
  
ehirst@tribpub.com
  
Twitter @ellenjeanhirst
  
Photo: Craig Elliott, a music teacher from Elgin, saw the bill for his epilepsy drug jump around 400 percent (this sentence as 
published has been corrected in this text). STACEY WESCOTT/TRIBUNE
Photo: Craig Elliott, whose anti-seizure medication leaped from $20 to $100, has managed to afford the hike, but he says he’s 
smarting from the sticker shock. STACEY WESCOTT/TRIBUNE
Graphic: Generic drug prices on the rise
About half of generic drugs purchased by pharmacies went up in price from 2013 to 2014, with 1 in 11 doubling in price. 
Typically, the cost of generics should decrease over time. The biggest increase for a dose was just over 17,714 percent.
BREAKDOWN OF GENERIC DRUG PRICE CHANGES
Among a representative sample of 2,376 unique doses of generic drugs, from July 2013 to July 2014
Price change 0% - 100%
16% increased 0 to 4.99%
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8% increased 5 to 9.99%
9% increased 10 to 24.99%
9% increased 25 to 99.9%
9% increased 100% or more
19% decreased 0 to 4.99%
14%decreased 5 to 9.99%
13% decreased 10 to 24.99%
3% decreased 25 to 94.6%
Explore a searchable table of the 2,376 drugs chicagotribune.com/genericdrugs
10 EXAMPLES: CHANGE IN DRUG COST
For average price per unit
July 2013: Low/high price
July 2014: Low/high price
Range in price change for various doses
Drug / What drug is used for:
Tetracycline / Bacterial infections
Captopril / High blood pressure, heart failure
Clomipramine / Obsessive-compulsive disorder
Desonide / Skin issues: itching, dryness, swelling
Levothyroxine / Low thyroid activity
Carbamazepine / Seizures, epilepsy
Simvastatin / High cholesterol
Omeprazole / Acid reflux
Glyburide / Type 2 diabetes
Rizatriptan / Migraine headaches
SOURCE: Pembroke Consulting analysis of Centers for Medicare & Medicaid Services data files 
TRIBUNE
- See the microfilm for a complete version of this graphic.\  
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You’re reading this because your child has been diagnosed with Attention 

Deficit Hyperactivity Disorder (ADHD). First things first. Your child isn’t to blame 

for his or her behavior – and through treatment and counseling it’s both 

treatable and manageable. But going through the vast amount of information 

available on ADHD can be stressful.

We know you must have a lot of questions, and we’re here to help. This booklet 

was created to guide you and your family from the onset to understand what 

ADHD is, how it’s diagnosed and how it’s treated. It’s natural to be concerned 

about your child, but resources and professional help are readily available, 

and can help you, your child and your family lead happy, productive lives.



ADHD? What’s That?

ADHD is a behavioral disorder that afects people at all stages of life, but is 

most often identified in young children. While relatively common, it can lead 

to behavioral troubles that are diicult to control without proper treatment.1

1. ADHD, Inattentive1

Your child may have diiculty paying close attention to details and make 

careless mistakes in schoolwork or other activities. He or she may often be 

easily distracted by extraneous stimuli, and forgetful in everyday activities.

2. ADHD, Hyperactive/Impulsive1

Your child may often fidget with hands or feet or squirm in his or her seat. 

They may often have diiculty playing or engaging in leisure activities quietly. 

He or she may be extremely talkative and interrupt other conversations.

3. ADHD, Combined1

Your child exhibits symptoms from both types of ADHD.





How is ADHD Diagnosed? 

Diagnosing ADHD is a complex and involved process. There’s much more to it 

than administering a simple exam or running a blood test. Your child’s physician 

must observe, evaluate and rely on several methods of assessment before 

making a diagnosis.1 These methods may include:

+ Psychological tests

+ Interviews with your child and family members

+ Behavior evaluations completed by parents and teachers

+ Review of school and medical records

+ Physical and neurodevelopmental screening

+ Learning disability screening and intelligence testing

+ Vision and hearing tests or formal speech and language assessments

Methylphenidate HCl chewable does not treat all symptoms of ADHD, but it 

can provide your child some relief from easy distractions, short attention spans, 

hyperactivity and/or impulsivity. For more information, see the Medication Guide 

located in the back of this booklet.





How is ADHD Treated? 

There isn’t a simple solution for ADHD, and treatment can sometimes be 

complicated – but it helps and it’s worth it. The best form of treatment for your 

child involves a combination of several important elements. These various 

methods work together to provide a unified approach for children diagnosed 

with ADHD:

1. Behavior Management. Helping your child learn appropriate behavior 

both at home and at school is a key aspect of treating ADHD. While this 

booklet contains some helpful information on parenting a child with ADHD, 

it’s important that you consult your child’s physician and school counselor for 

additional direction on how to best handle behavioral issues with your child.1





How Methylphenidate Can Help 

Your child’s physician may have prescribed Methylphenidate Hydrochloride 

chewable tablets to help your child deal with his or her ADHD. Methylphenidate 

comes in the form of a chewable, easy-to-take tablet. It’s the only short-acting, 

Immediate-Release Chewable Tablet currently on the market, making it an 

appealing option for patients who only need medication during certain parts 

of their day.3,4 It also provides a choice in a formulation that some children 

may prefer.5 And convenient, precise dosing makes administration a breeze 

for kids and parents who are on the go.6



Children Who Should Not  
Take Methylphenidate

Before your child begins taking Methylphenidate, be sure to tell your 

doctor if any of the following apply to your child:

+ Your child is anxious, tense or agitated.

+ Your child has any allergies.

+ Your child has glaucoma.

+  Your child has tics or Tourette’s syndrome, or a family history of Tourette’s 

syndrome. Tics are hard-to-control repeated movements or sounds.

+  Your child is taking (or has taken within the past 14 days) an anti-depression 

medicine called a monoamine oxidase inhibitor (MAOI).

+  Your child has circulation problems in fingers and toes.

+  Your child has seizures or has had an abnormal brain wave test (EEG).

+  Your child has a history of heart-related issues, especially heart defects  

or serious heart problems/conditions, and is at a greater risk.

+  Your child sufers from mental problems including psychosis, mania, bipolar 

illness or depression.

If you notice any unusual symptoms develop while your child is taking 

Methylphenidate, be sure to contact your child’s physician immediately.



What can you do? 

There are steps that you can take as a parent in order to ensure your child’s 

success with managing ADHD. And proper treatment of ADHD through 

medication and behavioral counseling can help family members, teachers 

and others see the true potential of your child.

+  Help yourself understand ADHD. There are thousands of ADHD-related 

websites and reputable sources that contain useful information. Parenting 

forums can help you get in touch with other parents whose families deal 

with ADHD on a daily basis. However, it’s important to be on the lookout 

and learn to distinguish accurate medical facts from inaccurate information 

provided by non-professionals. Be cautious of websites or companies that 

claim to have a cure for ADHD. While there is currently no cure for ADHD, there 

are many things you can do in order to make the symptoms manageable for 

both your child and your family.



+  Help your child understand ADHD. It’s important that you help your child 

understand the diagnosis in words that make sense to him or her. Ensure 

that he or she knows that it’s nothing to be embarrassed about. The 

diagnosis is nothing he or she caused or could have prevented. Help your 

child understand that by cooperating and participating in diferent methods 

of treatment, life will become easier for the whole family, both at school 

and at home.



For Your Child …

While life with a child with ADHD can be stressful for everyone, 

it’s important to remember that it’s most diicult for him or her.

+  Acknowledge and support the things your child is good at. Children diagnosed 

with ADHD often excel in activities such as computers, art or individual sports. 

When your child finds something he or she is good at, encourage participation 

and allow him or her to experience accomplishment and success.

+  Help build his or her social skills. Other children will often have trouble 

understanding why children diagnosed with ADHD exhibit behaviors such as 

aggressiveness or hyperactivity. Your child may be mistreated as an outsider 

simply because others don’t comprehend what he or she is going through. 

Because of this, it’s important to encourage activities that will help your child 

learn how to behave well, cooperate and make friends.





At Home … 

Taking care of another family member with ADHD can be stressful at times. 

It’s important that you take care of yourself, because if you become ill due to 

stress or lack of sleep, you can no longer be of support to your child.

+  Join a community support group. There are support groups all over the world 

that exist to help parents who have children with ADHD. Check with your 

physician, school, local church or community center for recommendations. 

There are also anonymous support groups online. It’s important to choose 

one that you’re comfortable with, as you will benefit most from being 

around people you can trust and speak openly with.

+  Consider getting psychiatric help for your child, yourself – and possibly 

your other family members. ADHD is stressful for everyone involved. 

Professional counseling can help relieve stress and provide guidance on 

how to handle the challenges that may arise.



+  Don’t depend on trial and error. It’s crucial to have a plan for successful 

behavior management from the get go. It’s important to develop and 

present your child with a program that suits his or her individual needs. 

You can work with your physician, attend parent-training classes or consult 

specialized books to help.

+  Consistency ensures success. Once a plan is developed, make sure that 

everyone who is in your child’s life on a regular basis follows it. Whether 

you’re disciplining unwelcome behavior or rewarding good behavior, 

consistency is key in efectively managing ADHD.

+  Make sure your other children do not feel neglected. Your child requires a 

lot of attention and support in order to live a productive life. It’s not unusual 

for siblings to feel like they do not receive enough attention as a result. 

This can lead to siblings acting out and causing problems in the family 

environment. Make sure you set aside some one-on-one time, or enlist 

the help of other family members to ensure all of your children receive the 

attention they deserve.



At School …

You are the most important support member in your child’s life – no one 

understands him or her the way you do. So it’s important to stick up for your 

child, especially in environments where you can’t always be present, such  

as school. A good way to start is by scheduling a meeting with your child’s 

teacher, special educator, principal or guidance counselor. Explain to them 

your child’s diagnosis and treatment plan. It’s important that you discuss and 

cooperate with the school in order to ensure your child’s success, but always 

stand your ground and speak up on your child’s behalf.

+  Educate yourself about educational rights for children with ADHD. Teach 

yourself about the education laws that protect your child’s right to learn. The 

Individuals with Disabilities Education Act (IDEA) and Section 504 of the 

Rehabilitation Act will help you maximize your child’s educational opportunities.



+  Become your child’s record keeper and advocate. You will receive crucial 

information about your child from evaluations, test results, behavior records, 

medical history and more. Since you are the only one who will have access 

to all of this information, it’s important that you manage and share it with the 

right people in order to maximize the efectiveness of treatment.

+  Collaborate with your child’s teacher in order to put together and keep 

track of a behavioral record. Your child’s teacher spends a large amount of 

time with him or her – almost as much as you do. This makes teachers a 

valuable ally when it comes to tracking your child’s behavior and progress. 

Ask your child’s teacher to keep a behavioral record that covers topics 

such as ability to focus, behavior control, impulse control, cooperation and 

homework performance.

It All Comes Together

With a behavioral management plan and the help of medication such as 

Methylphenidate, ADHD can be treated, and your child can lead a normal and 

productive life. A strict adherence to the right combination of treatments can 

give your child a new sense of self-worth and positive, controllable behavior.



Are there any adverse efects  
to keep in mind? 

As with any prescription medicine, there are some important 

side efects to look out for. It is crucial to your child’s health 

and well-being to remain vigilant of serious side efects. The 

following have been reported with use of Methylphenidate 

HCl and other stimulant medicines.

1. Heart-related problems:

+ stroke and heart attack in adults

+ increased blood pressure and heart rate

+ sudden death in patients who have heart problems or heart defects





2. Mental (Psychiatric) problems:

+ new or worse behavior and thought problems

+ new or worse bipolar illness

+ new or worse aggressive behavior or hostility

+  new psychotic symptoms (such as hearing voices, believing things that  

are not true, are suspicious) or new manic symptoms

Tell your doctor about any mental problems you or your child have, or about 

a family history of suicide, bipolar illness or depression. Call your doctor right 

away if your child has any new or worsening mental symptoms or has problems 

while taking Methylphenidate Hydrochloride chewable tablets, especially 

seeing or hearing things that are not real, believing things that are not real  

or are suspicious.



3. Circulation problems in fingers and toes

+  Tell your doctor if your child has numbness, pain, skin color change or 

sensitivity to temperature in his or her fingers or toes.

+  Call your doctor right away if your child has any signs of unexplained wounds 

appearing on fingers or toes while taking Methylphenidate Hydrochloride 

chewable tablets.



What Are the Possible Side Efects  
of Methylphenidate? 

Tell your doctor if your child has side efects that are 

bothersome or do not go away such as:

+ Nervousness 

+ Trouble sleeping 

+ Headache 

+ Stomach ache 

+ Fast heart beat 

+ Nausea 

+ Decreased appetite 

+ Dizziness 

+ Weight loss





How a Balanced Diet Can Help

Making sure your child gets the right nutrition goes a long way toward 

helping them deal with the everyday challenges that come with ADHD. While 

no specific foods have been directly linked to causing ADHD, diferent foods 

may afect a child in diferent ways. By paying attention to what your child 

eats and ensuring that they get the minerals, fiber and vitamins they need, 

you can teach healthy habits that will benefit them for the rest of their lives.7

A nutritious diet includes:7

+ Fruits and Vegetables 

+ Whole Grains 

+ Protein 

+  Healthy Fats such as omega-3 fatty acids, polyunsaturated fats  

and monounsaturated fats 



Avoid or limit foods that contain high amounts of:7

+ Sugar (cereals, candy and other sweets) 

+ Trans fats (processed and fast foods) 

+ Saturated fats (dairy, meat and poultry)
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Helpful Resources

Education and support for both you and your child will help pave the way 

for successful treatment. Below are some relevant resources that can help 

you manage your child’s ADHD and put you in touch with other parents 

who are going through the same issues. Your entire family will benefit from 

understanding and learning how to cope with ADHD.

ADDitude Magazine 

www.additudemag.com

The American Academy of Child and Adolescent Psychiatry 

www.aacap.org





PRESCRIBING INFORMATION

Methylphenidate Hydrochloride Chewable Tablets
GAVIS Pharmaceuticals, LLC

DESCRIPTION

Methylphenidate hydrochloride is a mild central nervous system (CNS) stimu-

lant, available as 2.5 mg, 5 mg and 10 mg chewable tablets for oral adminis-

tration. Methylphenidate hydrochloride is methyl -phenyl-2-piperidineacetate 

hydrochloride, and its structural formula is

Methylphenidate hydrochloride USP is a white to off-white powder. Its solu-

tions are acid to litmus. It is soluble in water, alcohol, and chloroform. 

Each Methylphenidate Hydrochloride Chewable Tablet, for oral administra-

tion, contains 2.5 mg, 5 mg or 10 mg of methylphenidate hydrochloride USP. 

In addition, Methylphenidate Hydrochloride Chewable Tablets also contain the 

following inactive ingredients: aspartame, maltose, microcrystalline cellu-

lose, grape flavor, pregelatinized starch, phosphoric acid, and stearic acid.

CLINICAL PHARMACOLOGY

Methylphenidate is a racemic mixture comprised of the d- and l-threo enan-

tiomers. The d-threo enantiomer is more pharmacologically active than the 

l-threo enantiomer.

Methylphenidate HCl is a central nervous system (CNS) stimulant.

The mode of therapeutic action in humans is not completely understood, but 

methylphenidate presumably activates the brain stem arousal system and 

cortex to produce its stimulant effect. Methylphenidate is thought to block the 

reuptake of norepinephrine and dopamine into the presynaptic neuron and 

increase the release of these monoamines into the extraneuronal space.

There is neither specific evidence which clearly establishes the mechanism 

whereby Methylphenidate Hydrochloride Chewable Tablets produces its men-

tal and behavioral effects in children, nor conclusive evidence regarding how 

these effects relate to the condition of the central nervous system.

Pharmacokinetics

Absorption

Methylphenidate Hydrochloride Chewable Tablets are readily absorbed. Fol-

lowing oral administration of Methylphenidate Hydrochloride Chewable Tab-

lets, peak plasma methylphenidate concentrations are achieved at about 1 to 

2 hours. Methylphenidate Hydrochloride Chewable Tablets have been shown 

to be bioequivalent to Ritalin® tablet. The mean Cmax following a 20 mg dose 

is approximately 10 ng/mL.

Food Effect

In a study in adult volunteers investigating the effects of a high-fat meal on 

the bioavailability of Methylphenidate Hydrochloride Chewable Tablets at a 

dose of 20 mg, the presence of food delayed the peak concentrations by ap-

proximately 1 hour (1.5 hours, fasted and 2.4 hours, fed). Overall, a high-fat 

meal increased the AUC of Methylphenidate Hydrochloride Chewable Tablets 

by about 20%, on average. Through a cross-study comparison, the magnitude 

of food effect is found to be comparable between the Methylphenidate Hydro-

chloride Chewable Tablets and Ritalin, the immediate release tablet.

Metabolism and Excretion

In humans, methylphenidate is metabolized primarily via deesterification to al-

pha-phenylpiperidine acetic acid (PPA, ritalinic acid). The metabolite has little or 

no pharmacologic activity.

After oral dosing of radiolabeled methylphenidate in humans, about 90% of 

the radioactivity was recovered in urine. The main urinary metabolite was 

PPA, accounting for approximately 80% of the dose.

The pharmacokinetics of the Methylphenidate Hydrochloride Chewable Tab-

lets have been studied in healthy adult volunteers. The mean terminal half-life 

(t½) of methylphenidate following administration of 20 mg Methylphenidate 

Hydrochloride Chewable Tablets (t½ = 3 hours) is comparable to the mean 

terminal t½ following administration of Ritalin (methylphenidate hydrochlo-

ride immediate-release tablets) (t½ = 2.8 hours) in healthy adult volunteers.

Special Populations

Gender – The effect of gender on the pharmacokinetics of methylphenidate 

after Methylphenidate Hydrochloride Chewable Tablets administration has not 

been studied.

Race – The influence of race on the pharmacokinetics of methylphenidate 

after Methylphenidate Hydrochloride Chewable Tablets administration has not 

been studied.

Age – The pharmacokinetics of methylphenidate after Methylphenidate Hy-

drochloride Chewable Tablets administration have not been studied in pediat-

rics.

Renal Insufficiency

There is no experience with the use of Methylphenidate Hydrochloride Chew-

able Tablets in patients with renal insufficiency. After oral administration of 

radiolabeled methylphenidate in humans, methylphenidate was extensively 

metabolized and approximately 80% of the radioactivity was excreted in the 

urine in the form of ritalinic acid. Since renal clearance is not an important 

route of methylphenidate clearance, renal insufficiency is expected to have 

little effect on the pharmacokinetics of Methylphenidate Hydrochloride Chew-

able Tablets.

Hepatic Insufficiency

There is no experience with the use of Methylphenidate Hydrochloride Chew-

able Tablets in patients with hepatic insufficiency.



WARNINGS

Serious Cardiovascular Events

Sudden Death and Pre-Existing Structural Cardiac Abnormalities or Other 

Serious Heart Problems

Children and Adolescents – Sudden death has been reported in association 

with CNS stimulant treatment at usual doses in children and adolescents with 

structural cardiac abnormalities or other serious heart problems. Although some 

serious heart problems alone carry an increased risk of sudden death, stimulant 

products generally should not be used in children or adolescents with known 

serious structural cardiac abnormalities, cardiomyopathy, serious heart 

rhythm abnormalities, or other serious cardiac problems that may place them 

at increased vulnerability to the sympathomimetic effects of a stimulant drug.

Adults – Sudden deaths, stroke, and myocardial infarction have been reported 

in adults taking stimulant drugs at usual doses for ADHD. Although the role of 

stimulants in these adult cases is also unknown, adults have a greater likeli-

hood than children of having serious structural cardiac abnormalities, cardio-

myopathy, serious heart rhythm abnormalities, coronary artery disease, or 

other serious cardiac problems. Adults with such abnormalities should also 

generally not be treated with stimulant drugs.

Hypertension and other Cardiovascular Conditions

Stimulant medications cause a modest increase in average blood pressure 

(about 2 to 4 mmHg) and average heart rate (about 3 to 6 bpm), and individu-

als may have larger increases. While the mean changes alone would not be 

expected to have short-term consequences, all patients should be monitored 

for larger changes in heart rate and blood pressure. Caution is indicated in 

treating patients whose underlying medical conditions might be compro-

mised by increases in blood pressure or heart rate, e.g., those with pre-exist-

ing hypertension, heart failure, recent myocardial infarction, or ventricular 

arrhythmia. 

Assessing Cardiovascular Status in Patients being Treated with Stimulant 

Medications

Children, adolescents, or adults who are being considered for treatment with 

stimulant medications should have a careful history (including assessment 

for a family history of sudden death or ventricular arrhythmia) and physical 

exam to assess for the presence of cardiac disease, and should receive fur-

ther cardiac evaluation if findings suggest such disease (e.g., electrocardio-

gram and echocardiogram). Patients who develop symptoms such as exer-

tional chest pain, unexplained syncope, or other symptoms suggestive of 

cardiac disease during stimulant treatment should undergo a prompt cardiac 

evaluation.

Psychiatric Adverse Events

Pre-Existing Psychosis – Administration of stimulants may exacerbate 

symptoms of behavior disturbance and thought disorder in patients with a 

pre-existing psychotic disorder.

INDICATIONS AND USAGE

Attention Deficit Disorders, Narcolepsy

Attention Deficit Disorders (previously known as Minimal Brain Dysfunction 

in Children). Other terms being used to describe the behavioral syndrome 

below include: Hyperkinetic Child Syndrome, Minimal Brain Damage, Minimal 

Cerebral Dysfunction, Minor Cerebral Dysfunction.

Methylphenidate Hydrochloride Chewable Tablets are indicated as an integral part 

of a total treatment program which typically includes other remedial measures 

(psychological, educational, social) for a stabilizing effect in children with a 

behavioral syndrome characterized by the following group of developmentally 

inappropriate symptoms: moderate-to-severe distractibility, short attention 

span, hyperactivity, emotional lability, and impulsivity. The diagnosis of this 

syndrome should not be made with finality when these symptoms are only of 

comparatively recent origin. Nonlocalizing (soft) neurological signs, learning 

disability, and abnormal EEG may or may not be present, and a diagnosis of 

central nervous system dysfunction may or may not be warranted.

Special Diagnostic Considerations

Specific etiology of this syndrome is unknown, and there is no single diagnostic 

test. Adequate diagnosis requires the use not only of medical but of special 

psychological, educational, and social resources.

Characteristics commonly reported include: chronic history of short attention 

span, distractibility, emotional lability, impulsivity, and moderate-to-severe 

hyperactivity; minor neurological signs and abnormal EEG. Learning may or 

may not be impaired. The diagnosis must be based upon a complete history 

and evaluation of the child and not solely on the presence of one or more of 

these characteristics.

Drug treatment is not indicated for all children with this syndrome. Stimulants 

are not intended for use in the child who exhibits symptoms secondary to 

environmental factors and/or primary psychiatric disorders, including psychosis. 

Appropriate educational placement is essential and psychosocial intervention 

is generally necessary. When remedial measures alone are insufficient, the 

decision to prescribe stimulant medication will depend upon the physician’s 

assessment of the chronicity and severity of the child’s symptoms.

CONTRAINDICATIONS

Marked anxiety, tension, and agitation are contraindications to Methylphenidate 

Hydrochloride Chewable Tablets, since the drug may aggravate these symptoms. 

Methylphenidate Hydrochloride Chewable Tablets are contraindicated also in 

patients known to be hypersensitive to the drug, in patients with glaucoma, 

and in patients with motor tics or with a family history or diagnosis of Tourette’s 

syndrome.

Methylphenidate Hydrochloride Chewable Tablets are contraindicated during 

treatment with monoamine oxidase inhibitors, and also within a minimum of 

14 days following discontinuation of a monoamine oxidase inhibitor (hyper-

tensive crises may result).



Bipolar Illness – Particular care should be taken in using stimulants to treat 
ADHD in patients with comorbid bipolar disorder because of concern for possible 
induction of a mixed/manic episode in such patients. Prior to initiating treatment 
with a stimulant, patients with comorbid depressive symptoms should be 
adequately screened to determine if they are at risk for bipolar disorder; such 
screening should include a detailed psychiatric history, including a family history 
of suicide, bipolar disorder, and depression.

Emergence of New Psychotic or Manic Symptoms – Treatment emergent 
psychotic or manic symptoms, e.g., hallucinations, delusional thinking, or 
mania in children and adolescents without a prior history of psychotic illness 
or mania can be caused by stimulants at usual doses. If such symptoms occur, 
consideration should be given to a possible causal role of the stimulant, and 
discontinuation of treatment may be appropriate. In a pooled analysis of multi-
ple short-term, placebo-controlled studies, such symptoms occurred in about 
0.1% (4 patients with events out of 3482 exposed to methylphenidate or 
amphetamine for several weeks at usual doses) of stimulant-treated patients 
compared to 0 in placebo-treated patients.

Aggression – Aggressive behavior or hostility is often observed in children and 
adolescents with ADHD, and has been reported in clinical trials and the post-
marketing experience of some medications indicated for the treatment of ADHD. 
Although there is no systematic evidence that stimulants cause aggressive 
behavior or hostility, patients beginning treatment for ADHD should be moni-
tored for the appearance of or worsening of aggressive behavior or hostility.

Seizures

There is some clinical evidence that stimulants may lower the convulsive 
threshold in patients with prior history of seizures, in patients with prior EEG 
abnormalities in absence of seizures, and, very rarely, in patients without a 
history of seizures and no prior EEG evidence of seizures. In the presence of 
seizures, the drug should be discontinued.

Priapism

Prolonged and painful erections, sometimes requiring surgical intervention, 
have been reported with methylphenidate products in both pediatric and 
adult patients. Priapism was not reported with drug initiation but developed 
after some time on the drug, often subsequent to an increase in dose. Pria-
pism has also appeared during a period of drug withdrawal (drug holidays or 
discontinuation): Patients who develop abnormally sustained or frequent and 
painful erections should seek immediate medical attention.

Peripheral Vasculopathy, Including Raynaud’s Phenomenon

Stimulants, including Methylphenidate Hydrochloride Chewable Tablets, used 
to treat ADHD are associated with peripheral vasculopathy, including Rayn-
aud’s phenomenon. Signs and symptoms are usually intermittent and mild; 
however, very rare sequelae include digital ulceration and/or soft tissue 
breakdown. Effects of peripheral vasculopathy, including Raynaud’s phenom-
enon, were observed in post-marketing reports at different times and at 
therapeutic doses in all age groups throughout the course of treatment. Signs 
and symptoms generally improve after reduction in dose or discontinuation of 
drug. Careful observation for digital changes is necessary during treatment 
with ADHD stimulants. Further clinical evaluation (e.g., rheumatology referral) 
may be appropriate for certain patients.

Long-Term Suppression of Growth

Careful follow-up of weight and height in children ages 7 to 10 years who 

were randomized to either methylphenidate or non-medication treatment 

groups over 14 months, as well as in naturalistic subgroups of newly methyl-

phenidate-treated and non-medication treated children over 36 months (to 

the ages of 10 to 13 years), suggests that consistently medicated children 

(i.e., treatment for 7 days per week throughout the year) have a temporary 

slowing in growth rate (on average, a total of about 2 cm less growth in height 

and 2.7 kg less growth in weight over 3 years), without evidence of growth 

rebound during this period of development.

Published data are inadequate to determine whether chronic use of amphet-

amines may cause a similar suppression of growth, however, it is anticipated 

that they likely have this effect as well. Therefore, growth should be monitored 

during treatment with stimulants, and patients who are not growing or gaining 

height or weight as expected may need to have their treatment interrupted.

Visual Disturbance

Difficulties with accommodation and blurring of vision have been reported with 

stimulant treatment.

USE IN CHILDREN LESS THAN SIX YEARS OF AGE

Methylphenidate Hydrochloride Chewable Tablets should not be used in children 

under six years, since safety and efficacy in this age group have not been 

established.

DRUG ABUSE AND DEPENDENCE

Methylphenidate Hydrochloride Chewable Tablets should be given cau-

tiously to emotionally unstable patients, such as those with a history of 

drug dependence or alcoholism, because such patients may increase 

dosage on their own initiative.

Chronically abusive use can lead to marked tolerance and psychic depen-

dence with varying degrees of abnormal behavior. Frank psychotic epi-

sodes can occur, especially with parenteral abuse. Careful supervision is 

required during drug withdrawal, since severe depression as well as the 

effects of chronic overactivity can be unmasked. Long-term follow-up 

may be required because of the patient’s basic personality disturbances.

PRECAUTIONS

General

Patients with an element of agitation may react adversely; discontinue therapy 

if necessary.

Periodic CBC, differential, and platelet counts are advised during prolonged 

therapy.

Drug treatment is not indicated in all cases of this behavioral syndrome and 
should be considered only in light of the complete history and evaluation of 
the child. The decision to prescribe Methylphenidate Hydrochloride Chewable 
Tablets should depend on the physician’s assessment of the chronicity and 
severity of the child’s symptoms and their appropriateness for his/her age. 



contains 0.84 mg of phenylalanine and each 10.0 mg Methylphenidate  
Hydrochloride Chewable Tablet contains 1.68 mg of phenylalanine.

Drug Interactions

Methylphenidate Hydrochloride Chewable Tablets may decrease the hypotensive 
effect of guanethidine. Use cautiously with pressor agents.

Human pharmacologic studies have shown that Methylphenidate hydrochloride 
may inhibit the metabolism of coumarin anticoagulants, anticonvulsants 
(phenobarbital, diphenylhydantoin, primidone), phenylbutazone, and tricyclic 
drugs (imipramine, clomipramine, desipramine). Downward dosage adjustments 
of these drugs may be required when given concomitantly with Methylphenidate 
hydrochloride.

Carcinogenesis, Mutagenesis, Impairment of Fertility

In a lifetime carcinogenicity study carried out in B6C3F1 mice, methylphenidate 
caused an increase in hepatocellular adenomas and, in males only, an increase 
in hepatoblastomas, at a daily dose of approximately 60 mg/kg/day. This dose 
is approximately 30 times and 2.5 times the maximum recommended human 
dose on a mg/kg and mg/m2 basis, respectively. Hepatoblastoma is a relatively 
rare rodent malignant tumor type. There was no increase in total malignant 
hepatic tumors. The mouse strain used is sensitive to the development of 
hepatic tumors, and the significance of these results to humans is unknown.

Methylphenidate did not cause any increase in tumors in a lifetime carcino-
genicity study carried out in F344 rats; the highest dose used was approxi-
mately 45 mg/kg/day, which is approximately 22 times and 4 times the 
maximum recommended human dose on a mg/kg and mg/m2 basis, respectively.

Methylphenidate was not mutagenic in the in vitro Ames reverse mutation assay 
or in the in vitro mouse lymphoma cell forward mutation assay. Sister chromatid 
exchanges and chromosome aberrations were increased, indicative of a 
weak clastogenic response, in an in vitro assay in cultured Chinese Hamster 
Ovary (CHO) cells. The genotoxic potential of methylphenidate has not been 
evaluated in an in vivo assay.

Usage in Pregnancy

Adequate animal reproduction studies to establish safe use of Methylphenidate 
Hydrochloride Chewable Tablets during pregnancy have not been conducted. 
However, in a recently conducted study, methylphenidate has been shown to 
have teratogenic effects in rabbits when given in doses of 200 mg/kg/day, 
which is approximately 167 times and 78 times the maximum recommended 
human dose on a mg/kg and a mg/m2 basis, respectively. In rats, teratogenic 
effects were not seen when the drug was given in doses of 75 mg/kg/day, 
which is approximately 62.5 and 13.5 times the maximum recommended 
human dose on a mg/kg and a mg/m2 basis, respectively. Therefore, until 
more information is available, methylphenidate should not be prescribed for 
women of childbearing age unless, in the opinion of the physician, the potential 
benefits outweigh the possible risks.

ADVERSE REACTIONS

Nervousness and insomnia are the most common adverse reactions but are 
usually controlled by reducing dosage and omitting the drug in the afternoon or 
evening. Other reactions include hypersensitivity (including skin rash, urticaria,

Prescription should not depend solely on the presence of one or more of the 
behavioral characteristics.

When these symptoms are associated with acute stress reactions, treatment 
with Methylphenidate Hydrochloride Chewable Tablets is usually not indicated.

Long-term effects of Methylphenidate Hydrochloride Chewable Tablets in 
children have not been well established.

Information for Patients

Prescribers or other health professionals should inform patients, their families, 
and their caregivers about the benefits and risks associated with treatment 
with methylphenidate and should counsel them in its appropriate use. A patient 
Medication Guide is available for Methylphenidate Hydrochloride Chewable 
Tablets. The prescriber or health professional should instruct patients, their 
families, and their caregivers to read the Medication Guide and should assist 
them in understanding its contents. Patients should be given the opportunity 
to discuss the contents of the Medication Guide and to obtain answers to any 
questions they may have.

Physicians are advised to discuss the following issues with patients for whom 
they prescribe Methylphenidate Hydrochloride Chewable Tablets:

Choking – Taking this product without adequate fluid may cause it to swell 
and block your throat or esophagus and may cause choking. Do not take this 
product if you have difficulty in swallowing. If you experience chest pain, 
vomiting, or difficulty in swallowing or breathing after taking this product, 
seek immediate medical attention.

Directions – Take this product (child or adult dose) with at least 8 ounces (a full 
glass) of water or other fluid. Taking this product without enough liquid may 
cause choking. See choking warning.

Priapism

Advise patients, caregivers, and family members of the possibility of painful 
or prolonged penile erections (priapism). Instruct the patient to seek im-
mediate medical attention in the event of priapism.

Circulation Problems in Fingers and Toes [Peripheral Vasculopathy, In-
cluding Raynaud’s Phenomenon]

• Instruct patients beginning treatment with Methylphenidate Hydrochloride 
Chewable Tablets about the risk of peripheral vasculopathy, including Rayn-
aud’s Phenomenon, and associated signs and symptoms: fingers or toes may 
feel numb, cool, painful, and/or may change color from pale, to blue, to red.

• Instruct patients to report to their physician any new numbness, pain, 
skin color change, or sensitivity to temperature in fingers or toes. 

• Instruct patients to call their physician immediately with any signs of 
unexplained wounds appearing on fingers or toes while taking Methyl-
phenidate Hydrochloride Chewable Tablets.

• Further clinical evaluation (e.g., rheumatology referral) may be appropriate 
for certain patients.

Phenylketonurics – Phenylalanine is a component of aspartame. Each 2.5 
mg Methylphenidate Hydrochloride Chewable Tablet contains 0.42 mg of 
phenylalanine; each 5.0 mg Methylphenidate Hydrochloride Chewable Tablet 



fever, arthralgia, exfoliative dermatitis, erythema multiforme with histopathological 
findings of necrotizing vasculitis, and thrombocytopenic purpura); anorexia; nausea; 
dizziness; palpitations; headache; dyskinesia; drowsiness; blood pressure and 
pulse changes, both up and down; tachycardia; angina; cardiac arrhythmia; 
abdominal pain; weight loss during prolonged therapy; libido changes; and 
rhabdomyolysis. There have been rare reports of Tourette’s syndrome.

Toxic psychosis has been reported. Although a definite causal relationship 
has not been established, the following have been reported in patients taking 
this drug: instances of abdominal liver function, ranging from transaminase 
elevation to hepatic coma; isolated cases of cerebral arteritis and/or occlusion; 
leukopenia and/or anemia; transient depressed mood; a few instances of 
scalp hair loss. Very rare reports of neuroleptic malignant syndrome (NMS) 
have been received, and, in most of these, patients were concurrently receiving 
therapies associated with NMS. In a single report, a ten year old boy who had 
been taking methylphenidate for approximately 18 months experienced an 
NMS-like event within 45 minutes of ingesting his first dose of venlafaxine. It 
is uncertain whether this case represented a drug-drug interaction, a response 
to either drug alone, or some other cause.

In children, loss of appetite, abdominal pain, weight loss during prolonged therapy, 
insomnia, and tachycardia may occur more frequently; however, any of the 
other adverse reactions listed above may also occur.

OVERDOSAGE 

Signs and symptoms of acute overdosage, resulting principally from over-
stimulation of the central nervous system and from excessive sympathomi-
metic effects, may include the following: vomiting, agitation, tremors, hyperre-
flexia, muscle twitching, convulsions (may be followed by coma), euphoria, 
confusion, hallucinations, delirium, sweating, flushing, headache, hyperpyrexia, 
tachycardia, palpitations, cardiac arrhythmias, hypertension, mydriasis, dryness 
of mucous membranes, and rhabdomyolysis.

Consult with a Certified Poison Control Center regarding treatment for up-to-
date guidance and advice. 

Treatment consists of appropriate supportive measures. The patient must be pro-
tected against self-injury and against external stimuli that would aggravate 
overstimulation already present. Gastric contents may be evacuated by gastric 
lavage. In the presence of severe intoxication, use a carefully titrated dosage of 
a short-acting barbiturate before performing gastric lavage. Other measures to 
detoxify the gut include administration of activated charcoal and a cathartic.

Intensive care must be provided to maintain adequate circulation and respiratory 
exchange; external cooling procedures may be required for hyperpyrexia. 

Efficacy of peritoneal dialysis or extracorporeal hemodialysis for methylphenidate 
overdosage has not been established.

DOSAGE AND ADMINISTRATION

Dosage should be individualized according to the needs and responses of the 
patient.

Directions – Take this product (child or adult dose) with at least 8 ounces (a 
full glass) of water or other fluid. Taking this product without enough liquid 
may cause choking. See choking warning.

Adults

Administer in divided doses 2 or 3 times daily, preferably 30 to 45 minutes 
before meals. Average dosage is 20 to 30 mg daily. Some patients may require 
40 to 60 mg daily. In others, 10 to 15 mg daily will be adequate. Patients who 
are unable to sleep if medication is taken late in the day should take the last 
dose before 6 p.m.

Children (6 years and over)

Methylphenidate Hydrochloride Chewable Tablets should be initiated in small 
doses, with gradual weekly increments. Daily dosage above 60 mg is not 
recommended.

If improvement is not observed after appropriate dosage adjustment over a 
one-month period, the drug should be discontinued.

Chewable Tablets: Start with 5 mg twice daily (before breakfast and lunch) 
with gradual increments of 5 to 10 mg weekly.

If paradoxical aggravation of symptoms or other adverse effects occur, reduce 
dosage, or, if necessary, discontinue the drug.

Methylphenidate Hydrochloride Chewable Tablets should be periodically discon-
tinued to assess the child’s condition. Improvement may be sustained when 
the drug is either temporarily or permanently discontinued.

Drug treatment should not and need not be indefinite and usually may be 
discontinued after puberty.

HOW SUPPLIED

Each Methylphenidate Hydrochloride Chewable Tablet 2.5 mg is available as a 
white colored, grape flavored round, flat faced, beveled edge tablet debossed 
with “NL” above and “570” below on the one side and plain on the other side.

Bottles of 100 .........NDC 43386-570-01

Each Methylphenidate Hydrochloride Chewable Tablet 5 mg is available as a 
white colored, grape flavored round, flat faced, beveled edge tablet debossed 
with “NL” above and “571” below on the one side and plain on the other side.

Bottles of 100 .........NDC 43386-571-01

Each Methylphenidate Hydrochloride Chewable Tablet 10 mg is available as a 
white colored, grape flavored round, flat faced, beveled edge tablet debossed 
with “NL” above the bisect and “572” below the bisect on one side and plain 
on the other side.

Bottles of 100 .........NDC 43386-572-01

Protect from moisture. Dispense in tight container with child-resistant closure.

Storage: Store at 20º to 25°C (68° to 77°F) [see USP Controlled Room Temperature].

Ritalin is a registered trademark of Novartis Corporation.

Manufactured by:  Manufactured for: 
Novel Laboratories Inc.  GAVIS Pharmaceuticals, LLC 
400 Campus Drive,  Somerset, NJ 08873 
Somerset, NJ 08873 
USA
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MEDICATION GUIDE

Methylphenidate Hydrochloride Chewable Tablets
2.5 mg, 5 mg, and 10 mg

Read the Medication Guide that comes with Methylphenidate Hydrochloride 

Chewable Tablets before you or your child starts taking it and each time you 

get a refill. There may be new information. This Medication Guide does not 

take the place of talking to your doctor about your or your child’s treatment 

with Methylphenidate Hydrochloride Chewable Tablets.

What is the most important information I should know about 

Methylphenidate Hydrochloride Chewable Tablets?

The following have been reported with use of methylphenidate 

HCl and other stimulant medicines.

1. Heart-related problems:

•  sudden death in patients who have heart problems  

or heart defects

• stroke and heart attack in adults

• increased blood pressure and heart rate

Tell your doctor if you or your child have any heart problems, heart 

defects, high blood pressure, or a family history of these problems.

Your doctor should check you or your child carefully for heart problems 

before starting Methylphenidate Hydrochloride Chewable Tablets.

Your doctor should check you or your child’s blood pressure and heart 

rate regularly during treatment with Methylphenidate Hydrochloride 

Chewable Tablets.

Call your doctor right away if you or your child has any signs of 

heart problems such as chest pain, shortness of breath, or fainting 

while taking Methylphenidate Hydrochloride Chewable Tablets.

2. Mental (Psychiatric) problems:

All Patients

• new or worse behavior and thought problems

• new or worse bipolar illness

• new or worse aggressive behavior or hostility

Children and Teenagers

•  new psychotic symptoms (such as hearing voices,  

believing things that are not true, are suspicious) or new 

manic symptoms

Tell your doctor about any mental problems you or your child have, 

or about a family history of suicide, bipolar illness, or depression.

Call your doctor right away if you or your child have any new or 

worsening mental symptoms or problems while taking Methyl-

phenidate Hydrochloride Chewable Tablets, especially seeing or 

hearing things that are not real, believing things that are not real, 

or are suspicious.

3. Circulation problems in fingers and toes

[Peripheral vasculopathy, including Raynaud’s phenomenon]: fingers or 

toes may feel numb, cool, painful, and/or may change color from pale, 

to blue, to red.

•  Tell your doctor if you have or your child has numbness, pain, skin 

color change, or sensitivity to temperature in your fingers or toes.

•   Call your doctor right away if you have or your child has 

any signs of unexplained wounds appearing on fingers or 

toes while taking Methylphenidate Hydrochloride Chewable 

Tablets. 

What Are Methylphenidate Hydrochloride Chewable Tablets?

Methylphenidate Hydrochloride Chewable Tablets are a central nervous 

system stimulant prescription medicine. Methylphenidate Hydrochloride 

Chewable Tablets are tablets that are made to be chewed and swallowed. 

They are used for the treatment of Attention Deficit and Hyperac-

tivity Disorder (ADHD). Methylphenidate Hydrochloride Chewable Tablets 

may help increase attention and decrease impulsiveness and hyperactivity 

in patients with ADHD.

Methylphenidate Hydrochloride Chewable Tablets should be used as a part 

of a total treatment program for ADHD that may include counseling or other 

therapies.

Methylphenidate Hydrochloride Chewable Tablets are also used in the 

treatment of a sleep disorder called narcolepsy.

Methylphenidate Hydrochloride Chewable Tablets are a federally 

controlled substance (CII) because it can be abused or lead to 

dependence. Keep Methylphenidate Hydrochloride Chewable 

Tablets in a safe place to prevent misuse and abuse. Selling or 

giving away Methylphenidate Hydrochloride Chewable Tablets 

may harm others, and is against the law.

Tell your doctor if you or your child have (or have a family history of) 

ever abused or been dependent on alcohol, prescription medicines or 

street drugs.



Who should not take Methylphenidate Hydrochloride Chewable 

Tablets?

Methylphenidate Hydrochloride Chewable Tablets should not be 

taken if you or your child:

• are very anxious, tense, or agitated

• have an eye problem called glaucoma

•  have tics or Tourette’s syndrome, or a family history of Tourette’s syn-

drome. Tics are hard to control repeated movements or sounds.

•  are taking or have taken within the past 14 days an antidepression 

medicine called a monoamine oxidase inhibitor or MAOI.

•  are allergic to anything in Methylphenidate Hydrochloride Chewable 

Tablets. See the end of this Medication Guide for a complete list of 

ingredients.

Methylphenidate Hydrochloride Chewable Tablets should not be used in 

children less than 6 years old because it has not been studied in this age 

group.

Methylphenidate Hydrochloride Chewable Tablets may not be right 

for you or your child. Before starting Methylphenidate Hydrochlo-

ride Chewable Tablets tell your or your child’s doctor about all 

health conditions (or a family history of) including:

• heart problems, heart defects, high blood pressure

• mental problems including psychosis, mania, bipolar illness, or depression

• tics or Tourette’s syndrome

• seizures or have had an abnormal brain wave test (EEG)

•  circulation problems in fingers and toes 

Tell your doctor if you or your child is pregnant, planning to become pregnant, 

or breastfeeding.

Can Methylphenidate Hydrochloride Chewable Tablets be taken 

with other medicines?

Tell your doctor about all of the medicines that you or your child take 

including prescription and nonprescription medicines, vitamins, and 

herbal supplements.

Methylphenidate Hydrochloride Chewable Tablets and some medicines 

may interact with each other and cause serious side effects. Sometimes 

the doses of other medicines will need to be adjusted while taking Methyl-

phenidate Hydrochloride Chewable Tablets.

Your doctor will decide whether Methylphenidate Hydrochloride Chewable 

Tablets can be taken with other medicines. 

Especially tell your doctor if you or your child takes:

• anti-depression medicines including MAOIs

• seizure medicines

• blood thinner medicines

• blood pressure medicines

• cold or allergy medicines that contain decongestants

Know the medicines that you or your child takes. Keep a list of your medi-

cines with you to show your doctor and pharmacist.

Do not start any new medicine while taking Methylphenidate  

Hydrochloride Chewable Tablets without talking to your doctor first.

How should Methylphenidate Hydrochloride Chewable Tablets 

be taken?

•  Take Methylphenidate Hydrochloride Chewable Tablets exactly 

as prescribed. Your doctor may adjust the dose until it is right for you 

or your child.

•  Methylphenidate Hydrochloride Chewable Tablets are usually taken 2 

to 3 times a day.

•  Take Methylphenidate Hydrochloride Chewable Tablets 30 to 45 minutes 

before a meal.

•  Chew Methylphenidate Hydrochloride Chewable Tablets well 

and swallow with at least 8 ounces (a full glass) of water or 

other liquid. Methylphenidate Hydrochloride Chewable Tablets 

can swell and cause choking if enough liquid is not taken 

with them. Get emergency medical care if you have chest 

pain, vomiting, or trouble swallowing, or breathing after 

taking a Methylphenidate Hydrochloride Chewable Tablet.

•  From time to time, your doctor may stop Methylphenidate Hydrochloride 

Chewable Tablets treatment for awhile to check ADHD symptoms.

•  Your doctor may do regular checks of the blood, heart, and blood pres-

sure while taking Methylphenidate Hydrochloride Chewable Tablets. 

Children should have their height and weight checked often while tak-

ing Methylphenidate Hydrochloride Chewable Tablets. Methylphenidate 

Hydrochloride Chewable Tablets treatment may be stopped if a problem 

is found during these check-ups.

•  If you or your child takes too much Methylphenidate Hydro-

chloride Chewable Tablets or overdoses, call your doctor or 

poison control center right away, or get emergency treatment.
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What are possible side effects of Methylphenidate Hydrochloride 

Chewable Tablets?

See “What is the most important information I should know about 

Methylphenidate Hydrochloride Chewable Tablets?” for information 

on reported heart and mental problems.

Other serious side effects include:

• slowing of growth (height and weight) in children

• seizures, mainly in patients with a history of seizures

• eyesight changes or blurred vision

•  Painful and prolonged erections (priapism) have occurred with methyl-

phenidate. If you or your child develop priapism, seek medical help right 

away. Because of the potential for lasting damage, priapism should be 

evaluated by a doctor immediately.

Common side effects include:

• nervousness

• trouble sleeping

• headache

• stomach ache

• fast heart beat

• nausea

• decreased appetite

• dizziness

• weight loss

Talk to your doctor if you or your child has side effects that are bothersome 

or do not go away.

This is not a complete list of possible side effects. Ask your doctor or pharmacist 

for more information.

Call your doctor for medical advice about side effects. You may 

report side effects to FDA at 1-800-FDA-1088.

How should I store Methylphenidate Hydrochloride Chewable 

Tablets?

•  Store Methylphenidate Hydrochloride Chewable Tablets in a safe place 

at room temperature, 68° to 77°F (20° to 25°C). Protect from moisture.

•  Keep Methylphenidate Hydrochloride Chewable Tablets and all 

medicines out of the reach of children.

General information about Methylphenidate Hydrochloride Chewable 

Tablets

Medicines are sometimes prescribed for purposes other than those listed in 

a Medication Guide. Do not use Methylphenidate Hydrochloride Chewable 

Tablets for a condition for which it was not prescribed. Do not give Methyl-

phenidate Hydrochloride Chewable Tablets to other people, even if they have 

the same condition. It may harm them and it is against the law.

This Medication Guide summarizes the most important information about 

Methylphenidate Hydrochloride Chewable Tablets. If you would like more 

information, talk with your doctor. You can ask your doctor or pharmacist 

for information about Methylphenidate Hydrochloride Chewable Tablets that 

was written for healthcare professionals.

What are the ingredients in Methylphenidate Hydrochloride Chewable 

Tablets?

CAUTION PHENYLKETONURICS: Methylphenidate Hydrochloride 

Chewable Tablets contain phenylalanine.

Active Ingredient: methylphenidate hydrochloride USP

Inactive Ingredients: aspartame, maltose, microcrystalline cellulose, grape 

flavor, pregelatinized starch, phosphoric acid, and stearic acid.

This Medication Guide has been approved by the U.S. Food and Drug 

Administration.

Manufactured by:

Novel Laboratories Inc.

400 Campus Drive,

Somerset, NJ 08873

USA

Manufactured for:

GAVIS Pharmaceuticals, LLC

Somerset, NJ 08873
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CERTIFICATE OF SERVICE 

 

I hereby certify that on this 29th day of December, 2017, the foregoing Motion for Summary 

Judgment is being served upon the attorney for Applicant via email to: 

Patrick Asplin 
pca@lplaw.com 

Lenhart Pettit 
P.O. Box 2057 

Charlottesville, VA 22902 
 

 
 
        /Suzanna M. M. Morales/  
        Suzanna M. M. Morales 
 

 
 


