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CLAIMS 1, 2, 11-13, 22-26, 30-33, 35, 37, 39, 41, 43, 45, 47 AND 49 ARE PRESENTED 

FOR EXAMINATION 

Applicants' Amendment and Information Disclosure Statement filed December 8, 2004 

have been received and entered into the application. 

Accordingly, claims 1, 2, 11-13, 22-26, 30-33, 35, 37, 39, 41 , 43, 45, 47 and 49 have 

been amended and claims 8-10, 18, 55-58 and 60-62 have been canceled. Also, as reflected by 

the attached, completed copy of form PT0-1449 ( 15 pages), the Examiner has considered the 

cited references. 

In view of the above amendments, and the remarks by Applicants at pages 7-8 of their 

amendment, the objections and rejections set forth in the previous Office action dated September 

8, 2004 are withdrawn. 

Upon further review of the claims as well as a consideration of the state of the art as 

represented by the references newly cited by Applicants, the following new objection and claim 

rejection under 35 U.S.C. § 112, first paragraph are deemed proper. 

Allowable Claims 

Claims 12 and 13 are io condition for allowance. 

Claim Objection 

Claim 1 is objected to as containing a grammatical error. The expression 

"stabilize/reduce/iron accumulation" at lines 4-5 should read as ---stabilize/reduce iron 

accumulation---. Appropriate correction is required. 
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The following is a quotation of the first paragraph of 35 U.S.C. 112: 

Page 3 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and e.itact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1, 2, 11, 23-26, 30-33, 35, 37, 39, 41, 43, 45, 47 and 49 are rejected under 35 

U.S.C. 112, first paragraph, because the specification, while being enabling for treating, 

stabilizing or reducing/stabilizing the risk of iron-induced cardiac disease through the 

administration of deferiprone or a physiologically acceptable salt thereof, does not reasonably 

provide enablement for the prevention or reversal of such disease. The specification does not 

enable any person skilled in the art to which it pertains, or with which it is most nearly 

connected, to practice the invention commensurate in scope with these claims. 

Burden on the Examiner for Making a Rejection Under 3 5 U.S. C § 112 First 

Paragraph 

As set forth in In re Marzocchi, 169 USPQ 367, 370 (CCPA 1971): 

"[A] [s]pecification disclosure which contains teaching of manner and process of making 
and using the invention in terms corresponding to the scope to those used in describing and 
defining subject matter sought to be patented must be taken as in compliance with enabling 
requirement of first paragraph of35 U.S.C. 112 unless there is reason to doubt the objective 
truth of statements contain therein which must be relied on for enabling support; assuming that 
sufficient reason for such doubt exists, a rejection for failure to teach how to make and/or use 
will be proper on that basis, such a rejection can be overcome by suitable proofs indicating that 
teaching contained in specification is truly enabling." (emphasis added). 

Here, the objective truth of the statement that iron-induced cardiac disease could be 

prevented or reversed is doubted because the "prevention" or "reversal" of iron-induced cardiac 

disease is tantamount to a cure for such disease, while the art (see the references relied upon 
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infra) and Applicants teach that, at best, iron-induced cardiac disease may be effectively treated 

through the administration of the claimed active agent. Also, the state of the art concerning the 

treatment of iron-induced cardiac disease with chelation therapy appeared to be that some degree 

of cardiac disease would occur. Support for this conclusion is Applicants' statement at page 34 

of the present specification, lines 26-29 "Although effe.ctive iron chelation with desferrioxamine 

has been available for over 25 years, cardiac disease remains a frequent cause of morbidity and is 

still responsible for 70% of the deaths among patients with transfusion-dependent thalassemia 

patients (sic)." 

It is noted that prevention and reversal do not necessarily equate to the term "cure". 

However, such is a proper interpretation because it is broad and reasonable as provided for in the 

MPEP at section 2111 . ("Claims must be given their broadest reasonable interpretation 

consistent with the supporting description"). 

A prevention, reversal of or cure for iron-induced cardiac disease each circumscribe 

methods of absolute success. Absolute success is not reasonably possible with most 

diseases/disorders and more than a mere allegation that deferiprone is effective for preventing or 

reversing iron-induced cardiac disease would be necessary to satisfy the enabling requirement in 

the face of the doubt expressed by the Examiner which is based on the state of the art at the time 

of the invention. 

Concerning the state of the art of treating iron-induced heart cardiac disease, Applicants 

have set forth in their response filed August 23, 2004 at page 19, last full sentence that "The data 

reveals that iron induced heart disease occurs even in patients who are compliant with 

desferroxamine and even for those who do not have high levels of total body iron assessed by 
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serum ferretin or liver iron concentrations."(emphasis original). This statement satisfies the 

Examiner's burden of doubt as expressed in In re Marzocchi, Id. as such establishes the 

difficulty known to the skilled artisan in the mere treatment of the disease. Logic would dictate 

that if such difficulty is encountered while trying to manage the disease while it exists in a 

patient, the prevention or reversal of such a disease, where absolute success would need to be 

demonstrated, would be therapeutic goals not readily or reasonably expected by the skilled 

artisan. In order to imbue the artisan with at least a reasonable expectation that the prevention or 

reversal of iron-induced cardiac disease could be obtained through the mere administration of 

deferiprone or a physiologically acceptable salt thereof, the artisan would need to review clinical 

data where such prevention or reversal was shown. Because such data is lacking in the present 

specification, and the Examiner cannot locate data showing such prevention or reversal, it is the 

Examiner' s position that the artisan would not be enabled to practice the present invention in a 

manner commensurate in scope with the claims, which include both the prevention and reversal 

of iron-induced cardiac disease. The reference cited by Applicants, Liu, P. "Personal letter from 

Dr. Liu on reversal of the heart failure in a patient with thalassemia treated with deferiprone" 

(cited on page 8 of form PT0-1449) is noted in this regard, but is insufficiently detailed to 

diminish the propriety of the Examiner's position. That is, a determination of whether a cardiac 

disease was, in fact, reversed, would involve consideration of more than just an anecdotal report 

of nonnal ventricular function. 

It is noted that claims 1-2 are not directed to the prevention or reversal of iron-induced 

cardiac disease. The claims do, however, include the requirement that "further iron 

accumulation in the heart" is prevented. It is doubted that such accumulation could actually be 
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deferiprone therapy, because therapy with a related drug, i.e., desferroxxamine, was not known 

to be totally effective in removing iron-induced cardiac disease in patients who are compliant 

with therapy (see Applicants' remarks relied on above, i.e., "The data reveals ... ") and because 

the cardiac disease is characterized as "iron induced", it may be reasonably presumed that some 

level of iron would continue to accumulate so as to further contribute to the disease. 

Further supporting the Examiner' s doubt as to the accuracy of Applicants' statements 

that iron-induced cardiac disease may be prevented or reversed through the administration of 

deferiprone or a physiologically acceptable salt thereof are the following statements which 

appear to indicate the efficacy of deferiprone in only reducing the risk of such disease, rather 

than actually preventing or reversing the disease: 

"Applicant's (sic) have discovered that the administration of effective amounts of 

deferiprone results in patients being at less risk of developing cardiac disease than a patient 

treated with desferroxamine."(emphasis added) (Applicants' amendment filed August 23, 2004 

at page 20, middle of the second paragraph); and 

"This specification teaches an even greater protective effect than could be expected from 

overall body iron reduction alone." (emphasis added) (Applicants' amendment filed August 23, 

2004 at page 20, third full paragraph). 

Also, the data in the present specification at pages 22-39 has also been noted, but does 

not demonstrate that the administration of deferiprone resulted in the prevention or reversal of 

iron-induced cardiac disease. The statement that "the successful reversal of the iron-induced 

congestive heart failure in a patient participating in the study provides evidence for the 
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cardioprotective effect of this iron chelator'' references the above mentioned Liu, P. "Personal 

letter from Dr. Liu on reversal of the heart failure in a patient with thalassernia treated with 

deferiprone" reference (cited on page 8 of form PT0-1449). This anecdotal report fails to 

establish, however, that the heart disease, was in fact, "reversed" . The reference does not 

provide objective data upon which the author's opinion is based and it is further not believed that 

the results demonstrated in but a single patient provides meaningful information upon which to 

base a reasonable conclusion respecting the efficacy of deferiprone on iron-induced cardiac 

disease. 

Summary 

As the cited art and discussion above establish, practicing the claimed method in the 

manner disclosed by Applicants would not imbue the skilled artisan with a reasonable 

expectation that the iron-induced cardiac disease could be prevented or reversed or that iron 

accumulation in the heart could be prevented, i.e., no accumulation of iron whatsoever. In order 

to actually achieve these objectives, it is clear from the discussion above that the skilled artisan 

could not rely on Applicant's disclosure as required by 35 U.S.C. § 112, first paragraph. Given 

that the art fails to recognize, and Applicants have failed to demonstrate, that iron-induced 

cardiac disease could actually be prevented or reversed, the skilled artisan would be faced with 

the impermissible burden of undue experimentation in order to practice this embodiment of the 

claimed invention. 

Accordingly, the claims are deemed properly rejected. 

Claim Rejection - 35USC§112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 22-24, 30-33, 35, 37, 39, 41, 43, 45, 47 and 49 are rejected under 35 U.S.C. 112, 

second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 

subject matter which applicant regards as the invention. 

"The primary purpose of this requirement of definiteness of claim language is to ensure 

that the scope of the claims is clear so the public is informed of the boundaries of what 

constitutes infringement of the patent. A secondary purpose is to provide a clear measure of what 

applicants regard as the invention so that it can be detennined whether the claimed invention 

meets all the criteria for patentability and whether the specification meets the criteria of 35 

U.S.C. 112, first paragraph with respect to the claimed invention." (MPEP 2173). 

The phrase "less critical" in the expression "less critical organs/tissue in the body" 

(claims 22-24) and "substantially" in the expression "substantially in the range of.." (claims 35, 

37 and 39) are relative terms which renders the claim indefinite. The phrase "less critical" and 

"substantially" are not defined by the claim, the specification does not provide a standard for 

ascertaining the requisite degree, and thus one of ordinary skill in the art would not be 

reasonably apprised of the scope of the invention. 

The terms "less critical" and "substantially" would invite subjective interpretations of 

whether or not a particular dosage amount of deferiprone or a physiologically acceptable salt 

thereof is included by or excluded from the present claims and it is thus the Examiner's position 

that the public would not be informed of the boundaries of what constitutes infringement of the 

present claims. Therefore, the claims fail to meet either the tenor or express requirements of 35 

U.S.C. § 112, second paragraph and are properly rejected. 
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examiner should be directed to Raymond J. Henley Ill whose telephone number is 571-272-

0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessfu~ the examiner's 

supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number for the 

organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free) . 

-~~fm-
Primary Examiner 
Art Unit 1614 

March 22, 2005 
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10/311 ,814 
Interview Summary 

Examiner 

Applicant(s) 

SPINO ET AL 

Art Unit 

Raymond J. Henley Ill 1614 

All participants (applicant, applicant's representative, PTO personnel): 

(1) Raymond J. Henley Ill. 

(2) bk.J.~- ~IA~µ..e,.s 
Date of Interview: 01 December 2004. 

(3) __ . 

(4) __ . 

Type: a)l8] Telephonic b)O Video Conference 
c)O Personal [copy given to: 1)0 applicant 2)0 applicant's representative] 

Exhibit shown or demonstration conducted: d)O Yes e)181 No. 
If Yes, brief description: _ _ . 

Claim(s) discussed: All. generally. 

Identification of prior art discussed: None. 

Agreement with respect to the daims f)l81 was reached . g)O was not reached. h)O NIA. 

Substance of Interview including description of the general nature of what was agreed to if an agreement was 
reached, or any other comments: If all objections/rejections are overcome. the aoplication should be in condition for 
allowance .. 

(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
allowable, if available, must be attached. Also, where no copy of the amendments that would render the claims 
allowable is available, a summary thereof must be attached.) 

THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION MUST INCLUDE THE SUBSTANCE OF THE 
INTERVIEW. (See MPEP Section 713.04). If a reply to the last Office action has already been filed, APPLICANT IS 
GIVEN ONE MONTH FROM THIS INTERVIEW DATE, OR THE MAILING DATE OF THIS INTERVIEW SUMMARY 
FORM, WHICHEVER IS LATER, TO FILE A STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See 
Summary of Record of Interview requirements on reverse side or on attached sheet. 

Examiner Note: You must sign this form unless ii is an 
Attachment to a signed Office action. 

U.S . Paten! anl Tnufamarl< O!!lce 

PTOL-413 (Rev. 04--03) Interview Summary Paper No. 03222005 
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Summary of Record of Interview Requirements 

Manual of Patent Examining Procedure (MPEP), Section 713.04, Substance of Interview Must be Made of Record 
A complete written statement as to the substance or any raco-to-face, video conference, or telephone intervi- with regard to an application must be made of record in the 
application whether or not an agreement with the examiner was reached at the interview. 

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews 
Paragraph {b) 

In every instance where reconsideration is requested in view of an intervi- with an examiner, a complete written statement of the reasons presented at the interview as 
warranting favorable action must be f~ed by tho applicant An interview does not remove tho necessity for reply to Of!leo action as specified in§§ 1.111 , 1.135. (35 U.S.C. 132) 

37 CFR § 1.2 Business to be transacted in writing. 
All business with the Patent or Trademark Office should be transacted In writing. The personal attendance or applicants or their attorneys or agents at the Patent and 
Trademark Office is unnecessary. The action of the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention will be paid to 
any alleged oral promise, stipulation, or understanding In relation to which there Is disagreement or doubt. 

The action Of the Patent and Trademark Office cannot be based exclusively on the written record in the Office if that record is itself 
incomplete through the failure to record the substance of interviews. 

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless 
the examiner indicates he or she will do so. It is the examiner's responsibility to see that such a record is made and to correct material inaccuracies 
which bear directly on the question of patentability. 

Examiners must complete an Interview Summary Form for each interview held where a matter of substance has been discussed during the 
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction 
requirements for which interview recordation is otherwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing 
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the 
substance of an interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required. 

The Interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file. and listed on the 
•contents• section of the file wrapper. In a personal interview, a duplicate of the Form Is given to the applicant (or attorney or agent) at the 
conclusion of the interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant's correspondence address 
either with or prior to the nex1 official communication. If additional correspondence from the examiner is not likely before an allowance or if other 
circumstances dictate, the Form should be mailed promptty after the interview rather than wtth the nex1 official communication. 

The Form provides for recordation of the following Information: 
- Application Number (Series Code and Serial Number) 

Name of applicant 
Name of examiner 
Date of interview 
Type of interview (telephonic, video-conference, or personal) 
Name of participant(s) (applicant, attorney or agent .• examiner, other PTO personnel, etc.) 
An indication whether or not an exhibit was shown or a demonstration conducted 
An identification of the specific prior art discussed 
An indication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by 
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does 
not restrict further action by the examiner to the contrary. 
The signature of the examiner who conducted the interview (if Form is not an attachment to a signed Office action) 

It is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case. It 
should be noted, however, that the Interview Summary Form will not normally be considered a complete and proper recordation of the interview 
unless it includes, or is supplemented by the applicant or the examiner to Include, all of the applicable items required below concerning the 
substance of the interview. 

A complete and proper recordation of the substance of any interview should include at least the following applicable items: 
1) A brief description of the nature Of any exhibit shown or any demonstration conducted, 
2) an identification of the claims discussed, 
3) an identification of the specific prior art discussed, 
4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the 

Interview Summary Form completed by the Examiner, 
5) a brief identification of the general thrust of the principal arguments presented to the examiner, 

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not 
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the 
examiner can be understood in the contex1 of the application file. Of course, the applicant may desire to emphasize and fully 
describe those arguments which he or she feels were or might be persuasive to the examiner.) 

6) a general indication of any other pertinent matters discussed, and 
7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by 

the examiner. 

Examiners are expected to carefully review the applicant's record of the substance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an ex1endable one month time period to correct the record. 

Examiner to Check for Accuracy 

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner's version of the 
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, "Interview Record OK" on the 
paper recording the substance of the interview along with the date and the examiner's initials. 
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Hider RC, Kayyli R, Evans P, Mackinnon S. The production of Hydroxyl Radicals by 
Deferi rone-iron com ounds under h siolo ical conditions. Blood 94 10, 406a. 1999. 
Engle MA, Erlandson M, Smith CH. Late Cardiac Complications of Chronic, Severe, 
Refracto Anemia with Hemochromatosis. Circulation 1964; 30:693-705. 
The Criteria Committee of the New York Heart Association. Nomenclature and Criteria for 
Diagnosis of Disease of the heart and Great Vessels. 9lh ed. Boston, Mass; Little, Brown & Co; 
1994:253-255. 
Sirchia G, Zanella A. A Short Guide to the Management of Thalassemia. Thalassemia Today: 
the Mediterranean Ex erience. 1987: 635-670. 
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Berdoukas V, Bohans T. The Effect of Liver Iron on Cardiac Function. 10th International 
Conference on Oral Chelators in the treatment of Thalassemia and other diseases and Biomed 
Meetin 10, 13. 2000. 
Hershko C, Graham G, Bates GW, Rachmilewitz EA. Non-Specific Serum Iron in 
Thalassemia: an Abnormal Serum Iron Fraction of Potential Toxicity. Br J Haematol 1978; 40: 
255-263. 
Olivieri NF, Koren G, Matsui 0, Liu P, Blendis L, Cameron R et al. Reduction of Tissue Iron 
Stores and Normalization of Serum Ferritin During Treatment with the Oral Iron Chelator 
Deferi rone in Thalassemia lntennedia. Blood 1992; 79 10 :2741-2748. 
Al-Refaie FN, Sheppard L, Nortey P, Wonke B, Hoffbrand AV. Pharmacokinetics of the Oral 
Iron Chelator Deferiprone (Deferiprone) in Patients with Iron Overload. Br J Haematol 1995; 
89:403-408. 
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Novartis Marketing Brochure on Desferal (Desferrioxamine). 1998. Switzerland, Novartis 
Pharma AG. 
Grady RW, Berdoukas VA, Rachmilewitz EA, Giardina PJ. Combining Deferiprone and 
Desferrioxamine to optimize Chelation. 10th International Conference on Oral Chelators in 
the treatment of Thalassemia and other diseases and Biomed Meeting, Limassol, Cyprus Page 
9. March 2000. 
Tondury P, Zimmermann A, Nielsen P, Hirt A. Liver iron and fibrosis during long-term 
treatment with deferiprone in Swiss thalassaemic patients. Br. J. Haematol. 1998;101(3):413-5. 

Olivieri NF, Brittenham GM, McLaren CE, Templeton DM, Cameron RG, McClelland RA et 
al. Long-term safety and effectiveness of iron-chelation therapy with deferiprone for 
thalassemia ma·or. N En I Med 1998; 339 :417-423. 
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Hoffbrand AV, Al-Refaie FN, Davis B, Siritanakatkul N, Jackson BFA, Cochrane] et al. Long­
Term Trial of Deferiprone in 51 Transfusion-Dependent Iron Overloaded Patients. Blood 
1998; 91 1 :295-300. 
Olivieri NF, Butany J, Templeton DM, Brittenham GM. Cardiac Failure and Myocardial 
Fibrosis in a patient with Thalassemia Major (fM) Treated with Long-Term Deferiprone. 
Blood 92 10 Su 11 , 532a. 1998. 
Cohen AR, Galanello R, Piga A, DiPalma A, Vullo C, Tricta F. Safety profile of the oral iron 
chelator deferi rone: a multicentre stud . Br J Haematol 2000; 108:305-312. 
Agarwal MB, Rajadhyaksha G, Munot S. Deferiprone: A report of 22 patients who have taken 
it for over a decade. )(}Ill International Conference on Oral chelators in the Treatment of 
Thalassemia and other Diseases and Biomed Meetin , LimassoJ, C rus, Pa e 3. March 2000. 
Liu P. Personal letter from Dr. Liu on reversal of the heart failure in a patient with 
thalassemia treated with deferi rone. Ma 13, 1996. 
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Ramm GA, Britton RS, Brunt EM, O'Neill R, Bacon BR. Hepatic iron overload in pathogen­
free erbils does not result in brid in fibrosis or cirrhosis. Bioiron'99, P. 327. 1999. 
Hershko C., Link G., Konijn A. M. Relative effectiveness of desferrioxamine and deferiprone 
in protecting iron-loaded Gerbils from non-transferrin bound iron (NTBI) toxicity. Blood 94 
10: 422a; 1999. 

Porter JB. Evaluation of New [ron Chelators for Clinical Use. Acta Haematol 1996; 95:13-25. 

Al-Refaie FN, Hershko C, Hoffbrand AV, Kosaryan M, Olivieri NF, Tondwy Pet al. Results 
of Long-Term Deferiprone (Deferiprone) Therapy: A Report by the International Study Group 
on Oral Iron Chelators. Br Haematol 1995; 91:224-229. 
G. Link, A. Pinson, and C. Hershko. Ability of the orally effective iron chelators dimethyl- and 
diethyl-hydroxypyrid-4-one and of deferoxamine to restore sarcolemmal thiolic enzyme 

,L....J~--rc1ctivity in iron-loaded heart cells. Blood 83 (9):2692-2697, 1994. 
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J. 8. Porter, K. P. Hoyes, R. D. Abeysinghe, P. N. Brooks, E. R. Huehns, and R. C. Hider. 
Comparison of the Subacute Toxicity and Efficacy of 3-Hydroxypyridin-4-0ne Iron Chelators 
in Overloaded and Nonoverloaded Mice. Blood 78 (10):2727-2734, 1991. 

G. R. Gale, W. H. Litchenberg, A. B. Smith, P. K. Singh, R. A. Campbell, and M. M. Jones. 
Comparative iron mobilizing actions of deferoxamine, 1,2- dimethyl-3-hydroxypyrid-4-one, 
and pyridoxal isonicotinoyl hydrazone in iron hydroxamate-loaded mice. 
Res.Commrm.Chem.Pathol.Pharmacol. 73 3 :299-313, 1991. 
C. Hershko, G. Link, A. Pinson, H. H. Peter, P. Dobbin, and R. C. Hider. Iron Mobilization 
From Myocardial Cells by 3-Hydroxypyridin-4-0ne Chelators: Studies in Rat Heart Cells in 
Culture. Blood 77 9 :2049-2053, 1991. 
M. van der Kraaij, H. G. Van Eijk, and J. F. Koster. Prevention of postischemic cardiac injury 
by the orally active iron chelator 1,2-dimethyl-3-hydroxy-4-pyridone (LI) and the antioxidant 

anidanol-3. Circulation 80 1 :158-164, 1989. 
Y. Aydinok, G. Nisli, K. Kavakli, C. Coker, M. Kantar, and N. Cetingul. Seq~ential use of 
deferiprone and desferrioxamine in primary school children with thalassaemia major in 
Turke . Acta Haematal. 102 1 :17-21, 1999. 
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G. Faa and G. Crisponi. Iron chelating agents in clinical practice. Coordination Chemistn; 
Reviews 184:291-310, 1999. 
D. Kaul and S. Venkataram. Sustained release tablet formulation for a new iron chelator. Drug 
Dev.lndust.Pharm. 18 9 :1023-1035, 1992. 
M. A. Barradas, J. Y. Jeremy, G. J. Kontoghiorghes, D. P. Mikhailidis, A. V. Hoffbrand, and P. 
Dandona. Iron chelators inhibit human platelet aggregation, t.hromboxane A2 synthesis and 
lipoxygenase activity. FEBS Lett. 245 (1,2):105-109, 1989. 

Maria Steams.Drug for Iron Overload Passes Major Safety Hurdle; May Benefit Patients with 
Thalassemia and Other Blood Disorders. 1995-2000 ScienceDaily Magazine. 

Nancy F. Olivieri and Gary M. Brittenham. Long-Term Trials of Deferiprone in Cooley's 
Anemia. The Departments of Medicine and Pediatrics The Hospital for Sick Children, Division of 
Hematolo , Universi o Toronto, Canada (N.F.0.) Se t. 27, 1999. 
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N. F. Olivieri and G. Brittenham. Long-Term Trials of Deferiprone in Cooley's Anemia. 
Ann.N.Y.Acad.Sci. 80:217-222, 1998. 
Kontoghiorghes GJ, Aldouri MA, Sheppard L, Hoffbrand AV. 1,2-Dimethyl-3-hydroxypyrid-
4-one, an orally active chelator for treatment of iron overload. Lancet 1987 Jun 6;1(8545):1294-
5 
Nathan DG. An orall active iron chelator. N En I Med. 1995 A r 6;332 14 :953-4. 
Olivieri NF, Brittenham GM, Matsui D, Berkovitch M, Blendis LM, Cameron RG, McClelland 
RA, Liu PP, Templeton OM, Koren G. Iron-chelation therapy with oral deferiprone in patients 
with thalassernia ma·or. N En I J Med. 1995 A r 6·332 14 :918-22. 
Biochimica et biophysica acta molecular basis of disease. vt500 n3 (Mar 17, 2000) : p342-348. 
(Please note this reference is the same as Biochimica et biophysica acta molecular basis of disease; 
V.1500; No. 3; March 17 00; 342-348- Reference 59 . 
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Cohen AR, Martin MB. Iron chelation with oral deferiprone in patients with thalassemia. N 
En 1JMed. 1998 Dec 3;339 23 :1713-4. 
Grady RW, Giardina PJ. Iron chelation with oral deferiprone in patients with thalassem.ia. N 
En l J Med. 1998 Dec 3;339 23 :1712-3. 
Wonke B, Telfer P, Hoffbrand AV. Iron chelation with oral deferiprone in patients with 
thalassemia. N En I Med. 1998 Dec 3;339 23 :1712. 
Stella M, Pinzello G, Maggio A. Iron chelation with oral deferiprone in patients with 
thalassemia. N En l Med.1998 Dec3;339 23 :1712. 
Callea F. Iron chelation with oral deferiprone in patients with thalassemia. N Engl J Med. 1998 
Dec 3;339 23 :1710-1. 
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Tricta F, Spino M. Iron chelation with oral deferiprone in patients with thalassemia. N Engl J 
Med. 1998 Dec 3;339 23 :1710. 
Hershko C., Link G., and Ioav C .. Pathophysiology of Iron Overload. Ann.N. Y.Acad.Sd. 
850:191-201, 1998. 
Mumby, S., Chaturvedi, R.R., Brierley, J., Lincoln, C., Petros, A., Redington, A.N., Gutteridge, 
J.M.C.. Iron overload in paediatrics undergoing cardiopulmonary bypass. Biochimica et 
bio h sica acta molecular basis of disease: v1500 n3 Mar 17, 2000 : 342-348 
Y. Tung, F. J. Farrell, T. M. McCashland, R. G. Gish, B. R. Bacon, E. B. Keeffe, and K. V. 
Kowdley. Long-term follow-up after liver transplantation in patients with hepatic iron 
overload. Liver Tran I.Sur . 5:369-374, 1999. 
Telfer PT, Prestcott E, Hoden S, Walker M, Hoffbrand AV, Wonke B. Hepatic iron 
concentration combined with long-term monitoring of serum ferritin to predict complicaitons 
of iron overload in thalassaemia major {In Process Citation]. Br J Haematol 2000; 110(4):m-
977. 
Wonke B, Anderson L, Pennell D.J. Iron Chelation Treatment Based on Magnetic Resonance 
Imaging (MRI) in B-Thalassaemia Major. (Abstract] lllh International Conference on Oral 
Chelation, Catania, Ital , Pa es 61-65, 2001. 
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Diav-Citrin et al., 1997, Oral iron chelation with Deferiprone, Clinics of North America, (1997 
Feb 44 1 23547. Ref. 75,XP001030553 
Gabriella Link et al., Cardioprotective effect of a-tocopherol, ascorbate, deferoxamine, and 
deferiprone: Mitochondrial function in cultered, iron-loaded heart cells, }. Lab Clin. Med., 
133 2 I • 179-183 
B. Wonke et al., Combined Therapy with Deferiprone and Desferrioxamine, British Journal of 
Haematolo , 103, P361-183 
Oma Diav-Citrin et al., Oral Iron Chelation with Deferprone, New Frontiers in Pediatric 
Dru Thera , 44 1 P235-247 
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Appl No. 10/311,814 
.-:=-.r-mdt. dated Dec. 6, 2004 

O
'\ • p ~ IO Office Ac:Oon ofSep1: a. 2004 

. °'('I\ 

-''"" i\· IN THE l!N!T!ll! SJADS PAU!!IQW!2 

lication Serial No. 10/311,814 

Applicant: 

Title: 

Inventors: 

.Euminer: 

Oroup Art Unit: 

Apotex Inc. 

A NEW USE FOR. DEFElUP.llONE 

Michael Spino and Aatonio Pip 

Raymond 1. Henley m 

1614 

Our R.ef.: PC-1834033 
l¢USTOMER NO. 2360~ 

Agent: Neil H. Hughes, P .Eni­
r:/o Ivor M. Hughes 
Barrister & Solicitor 
Patent & Trade Marie Agents 
Swte200 
17S Commerce Valley Dr. W. 
Thornhill, Ontario 
Canada L3T 7P6 

Due Date: December 8, 1004 

RESPONSE TO OFFICIALAC110N 
OF SEPTEMBER 8, 1004 

J)e(embeT 6. 2004 

VIA COURIER 

U.S. Patent and Trademark Office 
220 20th Street South 
Customer Window, Mail Stop Amendment 
Cl)'Stal Plau Two, Lobby, Room 1803 
Arlington VA 22202 

Dear Sir: 

This submission is in response to the outstanding Official Action dated September 8, 2004 and due 

(or response DeumbeT 8, 2004. Should any fee be ~ired far this submission or if there is aoy 

deficiency or surplusage o( fees required please obtain any such fees or deficiency or credit the 

surplusage lo Deposit Account 08·3255 and advise Applicants' Agent. 

Please enter the following submissions: 

112812005 FPATTERS 00000001 OC32!i:i 10311814 

1 FC:t202 4150.oo nn 

Adjustlent date: 06/08/2005 SDIRETA1 
0172112005 FPATTERS 00000001 0&3255 10311814 
01 FC:1202 4150.00 CR Pagelof8 
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FEB-IT-05 16:26 From:IVOR M. HUGHES BARR,SOL. 

Ivor M. Hughes 
Paunr e Trade~ Agents 
~. United SC4tft 

Our Ref.: PT-1834033 

December 19, 2002 

VIA COURIER 

The Commissioner of Patents 
UNITED STATES PATENT OFFICE 
2011 South Oark Place 
Crystal Plaza 2, Room 1B03 
Arlington, Virginia U.S.A. 22202 

Dear Sir: 

Re: National Phase Entry in the United States 
based on ~tern.ational Application 
Number PCT/ CAOl/00956 filed on June 28, 2001 
of Apotex Inc. 
for A NEW USE FOR DEFBRIPONE 
CUSTOMER NO. 23607 
Due Date= December 30, 2002 

9057716420 
_;,.,,, 

..... 

T-530 P.04/08 Job-807 

Baniiter& & Soliciton 
. lVOT" M. Huahe5 

Rick Tuti 

Patent A,lrenu 
N~ll H. H~. P.Eng. 

Marccdc K. Sarkis, 1>.Eng. 
Wm. KutSi~n 

copy · 

Enclosed hereWith please find the following documentation for filing with the 
Commissioner: · 

(a) 
(b) 

(c} 

(d) 
(e) 

(f) 

Request Fonn PT0-1390 for National Entry into the United States of America; 
Informal combined Decla;-ation for Patent Application and Power of Attorney 
document of Michael Spino and Antonio Piga; 
Copy of Published · International Application Number W002/02114 Al 
published January 10, 2002, and International Search Report; 
Copy of Notification of Transmittal of the International Search Report; . 
Copy of Notification of Transmittal of the International Preliminary Examination 
Report; and 
Preliminary Amendment attaching Exhibits A and B. 

The Claims that stand in this U.S. National Phase Patent Application are Claims 1, 2, 8 
to 13, 18, 22 to 26, 30 to 33, 35, 37, 39, 41, 43, 45, 47, '9 and Sl to 62. · 

175 C'Mnmc=c V<llk) Dr. W., Sui~ .ZOO, Thomhllt, Onrarto, Canatlu L3T 7P6 I'hane: 905 711·6414 Fax: 905 771·6420 
wtbJice: www.i~.a:>m email: 11111il@i11annhugfw.com 
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FEB-17-05 16:27 From: IVOR M. HUGHES BARR&SOL . 9057716420 T-530 P.05/08 Job-BOT 

• 
II 

Page2 

Also, enclosed along with this material please find a cheque in the amoW\t of $4,888.00 
US dollars made payable to "The Commissioner of Patents". This sum includes 
$924.00 for 11 independent claims over and above the three allowed per application, 
$2~64.00 for 148 claims over and above the twenty claims allowed per application, 
$280.00 for multiple dependent claims fee, $890.00 for the International preliminary 
examination fee (37 CFR 1.482) not paid to USPTO but International Search Report 
prepared by the EPO or JPO, and $130.00 for furnishing the oath or declaration later 
than 30 months from the earliest claimed priority date (37 CPR 1.492(e)). If there is any 
surplus or deficiency, the Commissioner is authorized to credit the surplus or take the 
deficit from Applicant's Agent's Deposit Account No. 08~3255 and advise Applicants' 
Agent. 

Also enclosed herewith is a stamped, self-addressed verification card which we request 
that you kindly acknowledge and return to this office at the earliest opportunity . 

. . We:'.~ t:J:te Commission~ . ~':>:r; his cooperation .in· ~1r~gw:;~ a~d look f~ryt.~~~· -ti!> 
re~i~g filing data in this matter. . .:· . :. . · .: . . .. .. · .; 

. .,.' ... " '. ! ... - • • ··~:.~\·:~:: ·. ·~·-! :~.: · .. ~: . · .:::.: ~:-: . . :~ - · :. 

Respeetfully submitted, 

yl#-f1 
Neil H. Hughes, P.Eng. 
Registration No. 33,636 
Agent for Applicant 

NHHanse 
Entlo9ures 
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• • 2 

We enclose a copy of our deposit account statement for January 2005,·showing the 
transaction that occurred in error. If there are any questions please let me know. 

NHH:md 
Enclosures 

cc: Raymond J. Henley Ill (via facsimile) 
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FEB-17-05 16:26 From:IVOR M. HUGHES BARR&SOL . 

Ivor M. Hughes 
&rrntc: .. Q Solicitor 

Pacrnr fil Trade Mark Agmu 
Canaaa, Vnlud Scates 

Our Ref.: PC-1834033 

February 17, 2005 

VIA FACSIMILE: 703-308-5077 

9057716420 

Director of the United States Patent and Trademark Office 
Attention: Deposit Accounts 
One Crystal Park 
2011 Crystal Drive, Suite 307 
Arlington. Virginia, 22202 

Dear Sir: 

Re: Response to Examination Report 
Application Serial No. 10/311,814 filed on April 4, 2003 
of Michael Spino and Antonio Spiga · 
for A NEW USE FOR DEFERIPRONE 
Group Art Unit: 1614 . 
Examiner: Raymond J. Henley III 
Deposit Account No. 08-3255 
Customer No. 23607 

T-530 P.OZ/08 Job-807 

&nurers & Sollcirors 
luor M. Hughe$ 

Rick Tuti 
Mo,lcNc 

PGlcnr A,!:enrs 
Neil H . Hwt:lw:•, P.Ent;. 

Marcelo I<. Sarkis, i'.cnx. 
Wm. Kin Sinden 

On December 7, 2004, we filed a response to an Examination Report issued by Examiner 
Raymond J. Henley III. In that response, we requested that any additional fees be 
deducted fr~ our deposit account, No. 08-3255. We have since been advised that the 
amount of 150.@jwas deducted from our deposit account. We contacted the 
Examiner for this application, Raymond]. Henley Ill, and he does not know why this 
amount was removed. As such, our understanding of patent practice, along with that of 
the Examiner, is that this amount which was deducted from the deposit account was 
done so in error and that we require the full amount along with th~ service 
charge be refunded. The necessary filing and claim fees of $4888.00 were properly paid 
when the application was filed as demonstrated by the attached cover letter which 
accompanied the original national phase · entry application. The most recent 
amendment did not add any claims to the case and therefore was dearly an error on the 
part of the United States Patent Office. 

175 Cmhnv.rce Vtllle:y Dr. W .. Suitt ZOO, Thoml1iU, Onrar/o, Canadt1L3T7P6 fhu11t': 905 771-6-lli fax: 90.5 771 -6'120 
website; Wt11111.lt.0rmJ11,.ghcs .cllm email: mail@ivomihug~ .cvsn 
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FE8·17·05 18:26 From:IVOR U. HUGHES BARR&SOL. 905T7164ZO 

IN THE UNITED STATES PATENT OFFICE 

Application Serial No. l 0/311,8 l 4 

Filing Date: April 4, 2003 

Applicant: Apotex inc. 

(CUSTOmR NO. 2360~ 
Our Ref: PC-1834033 

Agent: Neil H. Hughes 
Suite 200 

T-530 P.01 

175 Commerce Valley 
Drive West 

Title: A NEW USE FOR DEFERlPRONE 

Inventors: Michael Spino and Antonio Spiga 

Examiner: Raymond J. Henry ill 

Group Arl Unit: 1614 

No. of Pages of Response Including this sheet: .2.._ 
DELIVERED TO FACSIMILE NO. {703) 308-5077 

Director of the United States Patent and Trademark Office 
Attention: Deposit Accounts 
One Crystal Park 
2011 Crystal Drive, Suite 307 
Arlington, Virginia, 22202 

Dear Sir: 

Thornhill. Ontario 
L3'r 7P6, Canada 

OFFICIAL COMMUNICATION 

CERTIFICATION OF FACSIMILE TRANSMISSION 

Job-807 

I hereby certify that this paper is being facsimile transmitted to the United States Patent Office Facsimile No. 
(703) 308·S077 on the date shown below, Including: 

1. Letter Dated February I , 2005 with attachments 

Date: February 17, 2005 
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FEB-17·05 16:28 From:IVOR M. HUGHES SARR&SOL . 9057718420 T-530 P.08/08 Job-807 
- - o- - -- • 

@ United States 
Patent and 
Trademaik Office 

Peposlt Accoun.t S.titement 
COPY 

Roquested Statement Month; 

Deposit Account Number: 
Name: 
Attontlon: 
Address: 
City: 
State: 
Zip: 

PATE SEQ POSTING 
REFTXT 

January 2005 
083255 
lVOR M. HUGHES, BARRISTER & SOLICITOR 
ESTEHUGHES 

175 COMMERCE VALLEY DR WEST 
THORNHILL 

L3T7P6 

ATTORNEY FEE 
DOCKET CODE AMT BAL NBR 

01/28 1 10311814 PC-1834033 1202 

01131 77 SERVICE CHARGE 9202 
$4,160.00 $924.0Q 

$25.00 $899.09 

START 
BALANCE 
$5,074.09 

SUM OF SUM OF END 
CHARGES REPLENISH BALANCE 
$4.175.00 $.00 $899.09 

Nee<J Hi;!lp?. I .Return to USPTO Home P8g(\ I Roturfl. t~ Ji'.i~~nc.e Oplio~ SJ.i~p..piqg 

https://ramps.uspto.gov/eram/Controllerjsessionid=ramps.uspto.gov-2Sd2d:4208fbe7:70... 02/08/2005 
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FEB-IT·05 16:27 From:IVOR M. HUGHES BARR&SOL . . 9051716420 T-530 P.07/08 Job-807 

U.S. AJPU~'l'IOllllO, (If-... nc:n.1,,1 I -'!10MAL .\PPUC..TIOMHO. PttfoA.di foci9s6· l A'n'Olt>m"I OOCXBT HUMDPA· 
PC-1834000 . · 

:Zl.CXJ 'Ihe following Co4s are s11bmittcd: ... CA.LCUUTIOl'(S PTOUseoNLY . -
BASIC NATIONAL PEE (37"Cl!R 1A9l (a) (I)· (5)): 

Neither International prellmin~cxaminatian fee(37 <:!FR l.482) 
nor international search fee (37 R. l.44S(~)~id lo USPTO 
and InlernationaJ Search Report not preparo y e EPO or JPO •. •.. ••... • $1040.00 

lntematlonnl ~rclirninal)' examination fco (37 CFP. 1.482~01 paid to 
USPTO but ntemalioll.Rl Search Repon ptq>ared by tlie 0 or JPO .•.••... $890.0D 

Jntcrnatlonal preliminory oxamill:ltion fee (37 CFR 1.482Lnm1d to USPTO 
but lntcrnationel SClll'Ch fee (37 CFR 1.44S(n)(2)) paid to S O ... .. . . . .. . $740.00 

totemationnl preliminary examination fee ~7 CPR l.4821~1d to USPTO 
blll All claims did not satlsl'y provtslons of CT Artiele 3 }(4) .•••.•... $710.00 
International preliminary exM!linatiou fee (37 Cfll lAIU) pafd to USPTO · 
arui all claims sa1latloc1 provtslons of PCT Article 33(1)..(4) •.•..•..•..• . ..• $100.00 

ENTER APPROPRIATE BASIC FEE AMOUNT • s 840.00 

Surcharge of$130.00 for fumishi~ tho oath or decllU'alion later than 30 month.9 
from the oarlicsl claimed priority date (37 CFR t.492(c)). $ 130.00 

CLAIMS NUMBSR flLFJ> · NUMBER. EXTRA RATB $ 
Total claims 168·20:3 148 x. $18.00 s 2 .664. 00 

lndependel\1 cl.aims 14 .3 - 11 x $84.00 s 924.00 
MULTlPLB DEPENDENT CLAIMIS) (if1U>1>licable) + $280.00 s 280.00 

TOTAL OF ABOVE CA. l .~ULA TJONS = $ 4,888.00 
Q Applicant claims small entity status. See 37 CFR 1.27. The fees Indicated above 

are reduced by 112. $ 
+ 

SUBTOTAL = s 4 .888 .oo 
Proce.sslns fc:e of51.SO.OO tor Nmiabin~ die sr;ll&h cranalallon later ll1al\ 30 monthS $ : .. 
from the carli~ claimed priori.Y 4afe 1 CFR A92(()). · --- ... 

~:. r 1-uTAL NA'!!'!.:-.-~ T .14'.ICE s~,1ra8.0U 
.. 

-
Fee for recording the enclosed assignment (37 CPR. 1.21~)1. The asslgnmcot must be 
accoropanied by an appropriate cpver shoct (37 CPR 3~ , .Jl). $40.00 per property + 

$ ---
TOTAL FEES l!:NCLOSED - $. t. AAA.00 

Aaiount ~ be 
rdun ed: $ 

charted: $ 

a. [3 A check In the amounl of $ 4,888.0.0 USD to cover the above fees Is enclosed. 

b. 0 Ptease charge my Deposit Account No. iQ the amount ors IO cover the above foes. 
A d11plicate copy oftlils sheet it C111closcd. 

c. ~ The Co1JUUissioner is hereby a11thorii.ed to charae ao,y additional iBea whlch may be rc«{Uir04!. or credit OGy 
overpayment to Depo&itAcccunt No. 08-3255 • A duplicate copy of this sheet is enclosed. 

I • 

d. 0 Foos 81'1! to be charged to a c:redit carc1. WARNING: Infonnalton on this form rnay become public. Credit card 
mformaUon should not l>e lAdudocl on tlll1 form. Provide crcdlt card lnfonnotion and euthoriulion on PT0-2038. 

NOTE1 Where an •ppropr1ato Ume limit under 37 CFR 1:495 ba• not boon met, a petition 10 revive (37 CPR l.137 (a) 
or (b)) must be filed and granted to restore tbo applkatlon to pending statw. 

£; /} .o 52/J SBND ALL COIUUISf'ONDliNCE T<>. 

Si •\JN( - ..._... -/;) I 

~~l H~ Hughes. .Eng. 
N.4.MB -
33,§;}6 

RJ!GISTRATION NUMBER 
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A TTOIUfl!V '8 POQt.llT NllMlll?ll 

TRANSMITTAL LETTER TO THE UNITED STATES 
DESIONATEDIE{..BCTBD OFFlCB (DO/EO/US) 

CONCERNING A FILING UNDER 3S U.S.C. 371 

.A NEW USE FOR DEFERIFRONE 

MI~L SPINO and ANiONUl PIGA 

PC-1834033 
O.S. MP CA110NHO.(lt~,..c37CH.1.S 

RJORITY DATE lMEO 
30 Ju~~ 2000 (30.06.00) 

p icant herewith submits to the nitcd States Oc$ignated/Bleetcd Offico (00/EO/US the o lowing items and other Wottnation: · 

. 1. IXJ This is a FIRST submission of items coni:mi.~ a fil!Ag under 3S U.S.C. 371. 

2. 0 1'hia is a SECOND or SVBSEQVENT su~mli:slon of Items e-0ncemiug a filing under 3S U.S.C. 371. 

3. (XI This is an ex~s rtq\lest'to begin bntional e1'!1n1ination procedures (3S U.S.C. 37 l(f)). 1b£ li\lbmlssion must include 
itoms (5), (6). (9) and (21) lndicai.cd below. . 

4. 0 Tho US has boonelected (Anicie 31). · 
S. lIJ A copy of the Intemational.Application as filed (35 U.S.C. 31l(e)(2)) 

a. [!I I& attached hereto (required OJ1ly if not communicated by tho llltemational 9weau). 
b. 0 has been communloated by thll lntcmational Buteau. 
c. 0 i11 not requil"j:d. 11a tho 11pplication was nled 111 the United States Receiving Office (R~/tJS), 

6. 0 An Eaglish language translation of the lntcmational Applicatlo.n 88 filed (35 U.S.C. 371 (c)(2)). 
a. 0 is attached hereto. 
b. 0 has been previoudy cubinitted under 3S U.S.C. 1S4(d)(o4). 

7. (XI Amendments to the claims of the latmlatlonai Application llllder Per Article 19 (35 U.S.C. 371(o)(3)) 
a. raJ nn attacho<1 hereio (roqUlred only It not communlc:aled by the lntenlatlonAl Bureau). 

b. Q have~ cormuwtlcated by chc lntomational Burea11. : .. .. ,.. · .... , .. · .. .. ""' 

c. 0 ·~avo n~i been tDllde; howevor, the time limit for making such amendments has NOT explicd. 

d. 0 h1we not been IDJldo 111\d will not be made. 

8. 0 An Bnglish langu82o tnwlation otthn amendmants to lhe olainu: under Per Artiolo 19 (35 U.8.C. 371 (c)(J)). 

9. (iJ An ol\lh or declaration of the inventor(s) (35 u .s.c. 37l(c)(4)). (Informal) 

10. 0 An Englisll language tnwlatlan of the annexes of the Intenu11lonat Preliminary Bxamlnatiou Report Wider PCT 
Article 36 (lS U.S.C. 371(o)(S)), 

ltema 11 to 20 below ~ncer11 documon.t(a) or lnformatfou Included: 

11. D An lnfomialion Difclosure Sta\Cment undu 37 CFR 1.97 and 1.98. 

12. O ~ anignmont dooument for recording. A separate cover sheet lo compliance with 37 CFR 3.28 and 3.31 is included. 

U . 00 A p.T81!minaiy amen4mont. 

1-4. 0 An Application Data Shoet under 37 CPR 1.76. 

1 S. 0 A substitute speelfication. 

16. 0 A power of attorney and/OT ch~c of address lcttor. 

11. 0 A com1Mot-readablo tbrm o!lho sequence II.Sting in accordanco with PCT R.ule 13rcr.2 and 37 CPR 1.821 • 1.825. 

18. O A NCond oopy of the pllblishcd lntcmational application under 3:5 U.S.C. 1:54(d)(4}. 

19. D A second copy of the 'EAgli.ah languag• ennalati~ oCth• lntor:nAtloruil llJ!Plieaticm undc:r 3:5 U,S.C. 1!!4(d)(4). 

20. G1 Olhor Items or infonnation: Acknowledgement Receipt Card 
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. ., 

PATENT APPLICATION SERlAL NO. 
~~~~~~~~~ 

U.S. DEPARTMENT OF COMMERCE 
PATENT AND TRADEMARK OFACE 

FEE RECORD SHEET 

06/08/2005 SDIRETA1 00000003 10311814 

- FC 1203 280.00 OP 01 I . 2178.00 OP-02 FC:1202 

12/2712002 ffKAYPAGll 00000089 103 ~1814 

a90.:>~ i:? 
lJO.O:l O? 
~ ... ea-e;­
~24.oo ~~ 
anc96 ti? 

~'~ ~~,~~~88~9 ~iii14 
OJ FC:l615 ·2£26480.0000 OPOP 
05 FC:l616 • • 

0113112003 GfREYl 00000010 l03118H 

or re.tM 
01131/2003 6fREY1 

Ot K~l556 
(5/87) 

!458.DO 9P 

00000011 10311814 

"''U tlP 

Adjusteent date: 02/0712003 GFREYl 
01731/2003 GfREYl 00000011 10311814 
o~ _..,.~=-&.4SO~BP 

0210712003 GFltEY1 00000003 10311814 
01 FC:1615 486.00 DP 

n2118~: ~0112003 GfR£r1 0014s61Joo 
fC '92~ aoe/Huobfr:JOJ 1814 

1 92458.00 CR 
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.. __ .. ~ 

. SEP 2· 9 2005 

DD8'TTI 94t0 T-9tt P . 01 

Nall H . Hwah•a.. P. ~· 
o/o l¥oJ" ...... .,..ul'lhooo 
Darrl.n:cr A SoJlc&COf' 
Potent A. -rr.cso "'4~k ~&-.a 
Suite :zoo. 
t?S ~n11ierCe VaJl_9>" C>r. W .. 
T'hon"\hJll. C>htar"lo. 
&..3T 7P6. CA.WA.DA 

BEST AVAILABLE COPY 
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09/29/2005 15:47 FAX RECEIVED 
CENTRAL FAX CENTER 

SEP 2 9 2005 

IN THE UNITED STATES PATENT OFFICE 

Application Serial No. 10/311,814 

Applicant: 

Title: 

Inventors: 

Examiner: 

Group Art Unit: 

Apotex Inc. 

A NEW USE.FOR DEFERJPRONE 

Michael Spino and Antonio Piga 

Raymond J. Henley Ill 

1614 

Our Ref.: PC-1834033 
lCUSTOMER NO. l360~ 

Agent: Neil H. Hughes, P .Eng. 
c/o Ivor M. Hughes 
Barrister & Solicitor 
Patent & Trade Mark Agents 
Suite 200 
175 Commerce Valley Dr. W. 
Thornhill, Ontario 
Canada L3T 7P6 

Due Date: September 29, 2005 

RESPONSE TO OFFICIAL ACl10N 
OF MARCH 29, 2005 

September 29, 2005 

VIA FACSIMILE (571-273-8300) 

United States Patent and Trademark Office 
Customer Service Window, Mail Stop Amendment 
Randolph Building 
401 Dulany Street 
Arlington YA 22314 

Dear Sir: 

This submission is in response to the outstanding Official Action dated March 29, 2005 due for 

response by Jwie 29, 2005. Applicant encloses a Request for a three month extension of time for a 

large entity and Applicant authorius the Commissioner to access Applicant's Agent's Deposit 

Account No. 08-3255 in the amount of$1,020.00 U.S in payment of the three-month extension of 

time fee making the response due September 29, 2005. Should any additional fee be required for 

this submission or if there is any deficiency or surplusage of fees required please obtain any such fees 

or deficiency or credit the surplusage to Deposit Accowit 08-3255 and advise Applicants' Agent. 

PAGE 6119. RCVD AT 9121112005 3:47:22 PM [Eastern Daylight Tiln:P ~O'°SPTo'3XRF'~m ··6N1s~213s300 . CSIO:. DURATION (mm-ss):06·54 

iaioos1019 
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IN THE CLAIMS 

The claims are amended for the pUipose of expediting the prosecution of this case. No admission is 

made that the Examiner's allegations are correct and Applicant reserves its ~ght to reintroduce any 

claims amended herein in a continuation, divisional or C.I.P. application. 

Please amend the claims as follows: 

1. (currently amended) A method of treating iron induced cardiac disease in a transfusion dependent 

patient experiencing an iron overload condition of the heart, said method comprising administering to 

the patient a therapeutically effective amount of deferiprone or a physiologically acceptable salt 

thereof sufficient to stabilize/reduceliron accumulation in the heart resulting from being transfusion 

dependent, aad preveatiRg further if:ee aGewB\!latiee iA the he~ e0fffl&lly esseeiaiee wilh iree 

tRdllGed ~:u=eliae disease. 

2. (currently amended) A method ofpr011reetiflg ireA iBdueee Gardiae disease iB treating iron loading 

in the heart of a transfusion dependent patient experiencing an iron overload condition of the heart, 

said method comprising administering to the transfusion dependent patient a therapeutically effective 

amowrt of deferiprone or a physiologically acceptable salt thereof sufficient to ~ pFeYeBl further 

iron accumulation in the heart nonnally associated with iron induced cardiac disease. 

3-7 (cancelled) 

8. (cancelled) 

9. (cancelled) 

10. (cancelled) 

11. (currently amended) A method of treating iron loading in the heart of a JIN¥eRtiRg iran iREiueeEi 

hel!R disease ia transfusion dependent patients risking iron overload of the heart, comprising the 

administration of a therapeutically effective amowtt of deferiprone or a physiologically acceptabte 

salt thereof to the patient. SNUieie~ ta ~flPl'BRt if9R ffi~eeli eareias disease, 

12. (previously amended) A method of stabilizing iron induced heart disease in transfusion dependent 

patients having iron overload, comprising the administration of a therapeutically effective amount of 

PAGE 7119" RCVD AT 81291200S 3:47:22 PM (Eastern Daylight Time)• SVR:USPTO-EFXRF-6127 • DNIS:2738300 • CSID: • DURATION (mm.ss):08·S4 

~0071019 
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deferiprone or a physiologically acceptable salt thereof sufficient to treat iron burden in the heart 

normally associated with iron induced cardiac disease. 

13. (previously amended) A method of reducing the iron burden in the heart associated with iron 

induced heart disease in transfusion dependent patients having iron overload, comprising . the 

administration of a therapeutically effective amol.Dlt of deferiprone or a physiologically acceptable 

salt thereof sufficient to reduce the iron burden of the heart normally associated with iron induced 

cardiac disease. 

14-17 (cancelled) 

18. (cancelled) 

19-21 (cancelled) 

22. (currently amended) A method of treating iron induced heart disease in a transfusion dependent 

patient having an iron overload condition of the heart comprising administering to the patient a 

therapeutically effective amount of deferiprone, or a physiologically acceptable salt thereof in order 

to reduce the iron stores in the heart in preference to general iron stores less eRtisal eJgMsltistitie in 

the body •. such as found in the liver. 

23. (currently amended) A method of Jlfe'leatfag ifeR iaetteeEI heeft Elisease m treating iron loading in 

the heart of a transfusion dependent patients having an iron overload condition of the heart 

comprising administering to the patient a therapeutically effective amount of deferiprone or a 

physiologically acceptable salt thereof to chelate the iron stores in the heart in preference to ~ 

stares iR general iron stores less eritieal ergans./t:issue in the body:. such as found in the liver. 

24. (currently amended) A method of re¥ersieg irea inElliEied heart Elisease ia treating iron loading in 

the heart of a transfusion dependent patients having an iron overload condition of the heart 

comprising administering to the patient a therapeutically effective amount of deferiprone or a 

physiologically acceptable salt thereof to reduce the iron stores in the heart in preference to the-ifeR 

stares-is general iron stores less eritieal organs/tissue in the body:, such as found in the liver. 

25. (currently amended) A method of treatment; fJF&veetiee , er rwersal of iron induced heart disease 

in a transfusion dependent patient having an iron overload condition of the hean comprising 

!al 008/019 

. _ ... -~~""' i - ii 4• 
PACE 8119 • RCVD AT 91291200$ 3:-47:22 PM [£astern DayUght Time]• 8VR:USPTO.£FXRF.e/27 • DN18:2738300 • CBID: •DURATION (mm-ss):08·54 ,,,. """"" 
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administering to the patient a therapeutically effective amount of deferiprone or a physiologically 

acceptable salt thereof for the d.irect reduction/removal of intracellular iron stores in the heart. 

26. (currently amended) A method to f)feveatitr~ the occmrence of iron-induced cardiac 

disease in ~ transfusion dependent patients with an iron overload condition, comprising administering 

to said patient a therapeutically effective amount of deferiprone or a physiologically acceptable salt 

thereof, wherein deferiprone's efficacy is cardio preferential when compared with its ability to lower 

total iron stores in the body. 

27-29 (cancelled) 

30. (currently amended) The method of claims l, 2, 11, 12. 13, 22, 23, 24, 25 or 26 wherein 

deferiprone or a physiologically acceptable salt thereof is administered orally for ~ preventiflg 

the risk of iron induced heart disease in patients having iron overload. 

31. (previously amended) The method of claims I, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone or a physiologically acceptable salt thereof is administered orally for stabilizing the risk 

of iron induced heart disease in patients having iron overload 

32. (previously amended) The method of claims I, 2, 11. 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone or a physiologically acceptable salt thereof is administered orally for reducing the risk of 

iron induced heart disease in patients having iron overload. 

33. (previously amended) The method of claims 1, 2, J l, 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone or a physiologically acceptable salt thereof is present in an oral dosage fonn with other 

excipients. 

34. (cancelled) 

35. (currently amended) The method of claims I, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein the 

administration frequency to the patient of an amount of deferiprone or a physiologically acceptable 

salt thereof is daily &ftEl sttbst&Rlially in the range of up to l 50mg per kilogram of body weight. 

36. (cancelled) 
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37. (currently amended) The method of claims 1, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein the 

administration frequency to the patient of a dosage amount of deferiprone or a physiologically 

acceptable salt thereof is daily MG s1:1estimtiall.y in the range of up to 125 mg per kilogram of body 

weight. 

38. (cancelled) 

39. (currently amended) The method of claims 1, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein the 

administtation frequency to the patient of a dosage amount of deferiprone or a physiologically 

acceptable salt thereof is daily and s1:1hstimaelly in the range of 25mg to 75mg per kilogram of body 

weight. 

40. (cancelled) 

41. (previously amended) The method of claims 1, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone is administered in a manner selected from the group of intravenously, tranSdermally, 

rectally, orally, bucally, or aurally. 

42. (cancelled) 

43. (previously amended) The method of clwms 1, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone is administered orally. 

44. (cancelled) 

45. (previously amended) The method of claims I, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone or a physiologically acceptable salt thereof is in.a sustained release fonnulation. 

46. (cancelled) 

47. (previously amended) The method of claims I, 2, 11, 12, 13, 22, 23, 24, 25 or 26 wherein 

deferiprone has a cardio preferred/selective function when compared to desfcrrioxamine or other 

alternative chelating agents utilized in patients suffering iron overload. 

48. (cancelled) 
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49. (previously amended) The method of claims 1, 2, 11, 12, 13. 22, 23, 24, 25 or 26 wherein 

desferrioxamine is administered in addition to deferiprone. 

50. (cancelled) 

51. (cancelled) 

52. (cancelled) 

53. (cancelled) 

54. (cancelled) 

55. (cancelled) 

56. (cancelled) 

57. (cancelled) 

58. (cancelled) 

59. (cancelled) 

60. (cancelled) 

61. (cancelled) 

62. (cancelled} 
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REMARKS 

The Examiner is thanked for the time spent during the telephone interview with Applicanfs agent, 

Neil H. Hughes, in discussing the status of this application and for his suggestions and co-operation 

with respect to providing the IDS docwnents on a CD. 

The Examiner has stated in his action of March 29, 2005 that claims 12 and 13 are in condition for 

allowance. The Examiner is thanked for this information. 

It is also noticed the Infonnation Disclosure filed December 8, 2004 has been received and entered 

into the application file. 

Examiner has objected to Claim 1 as it contains a grammatical error with regard to "'reduce/iron". 

Claim 1 has been amended to comply with the Examiner's suggestion. 

Claims 1, 2, 11, 22-26, 30-33, 35, 37, 39, 41, 43, 45, 47 and 49 now stand rejected under 35 u.s.c;:. 
112, first paragraph., because the specification allegedly does not reasonably provide enablement for 

the prevention or reversal of such disease. The claims therefore have been amended to overcome the 

Examiner's objections and withdrawal of said rejection is respectfully requested. Applicant has 

determined that most assuredly the specification supports treatment of iron induced cardiac disease if 

not prevention/reversal although no admission is made that these terms are not supported. Black's 

Law Dictionary, copy attached of page 1502, defines treatment as follows: 

"A broad tenn covering all steps taken to effect a cure of an injury or disease; 
including examination and diagnosis as well as applica!ion of remedies." 

It is submitted therefore that the amendments made to the claims are proper and set out the true 

intention of the specification namely the treatment of accumulation of iron in the heart of a 

transfusion dependent patient, consistent with the definitions provided in the claim set as amended. 

It is well understood in the art that patients suffering from thalassemia in order to survive must 

wntlnually undergo blood transfusions. These regular blood transfusions cause an increase in overall 

body iron load in transfusion dependent patients, including iron loading of the heart. 

For a transfusion dependent patient the additional iron load resulting from blood transfusions must be 

chelat.ed to prevent accumulation in the heart cells. The preferential chelation of iron in heart cells 

by deferiprone as opposed to general loading of iron in the body, as reflected by the liver which is the 
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major organ for storing excess iron, has bc:en shown more recently in Anderson et al. (2002) which is 

enclosed herewith for the Examiner's convenience. Clearly deferiprone has been shown more 

effective then desferrioxamine by this leading article. The article was published after the priority 

date of the present application (included herewith in a Supplementary IDS): Anderson, L.J. et al., 

"Comparison of effects of oral deferiprone and subcutaneous desferrloxamlne on 

myocardial Iron concentrations and ventricular function In beta-thalassemla", The 

Lancet, Vol. 360, August 17, 2002, pp. 516-520. 

It is stated therein: at page 519, second colwnn, centre of page: 

" ... Thus, direct myocardial iron measurements are essential. Our results indicate 
significantly lower myocardial iron content and a lower proportion of patients 
with excess myocardial iron in the deferiprone group than in the desferrioxamine 
controls, combined with better left-ventricular ejection fractions. These findingc; 
suggest a cardioprotective effect of deferiprone, arising despite the higher liver 
iron contents in the deferiprone group. These results show that deferiprone is on 
effective chelator for myocardial iron, and emphasises the importance of th.e 
variation between organs in iron concentrations and most notably the poor 
correlation betwecen liver and myocardial iron.9•21 

.• ." 

It is also stated at page 516. first column, last paragraph: 

"Conventional chelation treannent with subcutaneous desferriox.amine does not 
prevent excess cardiac iron deposition in two-thirds of patients with thalassaemia 
major, placing them at risk of heart failure and its complications. Oral 
deferiprone is more effective than desferrioxamine in removal of myocardial 
iron." 

Clearly the teachings of Anderson above-mentioned support the position that deferiprone is able to 

reverse heart disease. Please refer to Figure 2 and the related description. However Applicant has 

carefully amended the claim set to eliminate use of the terms prevention or reversal in order to move 

the case forward and for no other purpose. Applicant has therefore used " treatment'' in place thereof, 

as found in the attached definition. With respect to the Examiner's comments at the bottom of page 5 

to the top of page 6, Anderson clearly supports Applicant's position that "reversal" is possible (see 

Figure 2) contrary to the Examiner's assertions. Applicant also wishes to point out to the Examiner 

that deferiprone and desferrioxamine are not related drugs. Their chemical structures. physical 

properties and mode of action are different. But they both chelate iron. However, where and how 

they accomplish this task is completely different for both drugs. It is the mode of action of 

deferiprone which sets it apart in relation to heart disease when compared to desferrioxamine. 
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The Examiner is directed to the critical difference in the mode of action between deferiprone and 

desferrioxamine as specified in Anderson. lndeed, deferiprone is a much smaller molecule which can 

enter heart cells and remove iron therefrom, something that cannot be readily accomplished by 

desferrioxamine because it is, a much larger molecule. Again Figure 2 of Anderson on page 518, 

clearly illustrates removal of iron and nonnalization/improvement of heart function in two patients 

on deferiproI\e. Desferrioxamine may, when given as an intravenous treatment. 24 hr/day in high 

doses, reverse heart disease in some patients which clearly is not practical, but the condition typically 

returns when the patient is placed back on standard subcutaneous therapy, 8-12 hr/day. Even in this 

case, the iron removal from the heart is secondary to total body iron reduction, not a preferential 

cardioprotective effect. Patients with continuous IV therapy of desferrioxamine are also exposed to a 

whole new set of risks, such as life-threatening infection from the "portacath" used to infuse the 

drug. 

Applicant has discovered that 'deferiprone acts preferentially in removing iron from heart cells. This 

preference of deferiprone to heart cells results in "treatment" of iron induced heart disease by using 

deferiprooe as an iron chelator in preference to desferrioxamine. 

Referring to the Examiner's statements on at page 5 of the Office action: 

"Because such data is lacking in the present specification, and the Examiner 
cannot locate data showing such prevention or reversa~ it Is the Examiner's 
position thal rhe artisan would not be enabled to practice the present invention 
in a manner commensurate in scope with the claims, which include both the 
prevention and reversal of iron-induced cardiac disease." 

It is submitted that the teachings of Applicant's specification, Liu, and Anderson support the claim 

set as amended herewith as well as the prior claim set. It is the prevention of iron accumulation that 

would otherwise lead to heart failure and the reduction in iron accumulation and loading of the heart 

in a transfusion dependent patient that is a focus of Applicant's invention which results in the 

prevention of heart disease or the reversal of heart disease. This in fact may be a result of "treating" 

the patient according to the methods of the amended claims. The term ''treatment" is presumed to 

follow the definition found in "Blacks Law Dictionary" enclosed herewith. 

Applicant also provides herewith the following documents for the Examiner's infonnation in the 

supplementary IDS . 
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I. Butler, Craig, New York Academy of Sciences Symposium. The Eighth Cooley's Anemia 

Symposium was a valuable resource for medical professionals and patients: May 17, 

2005. 

2. U.S. Newswire, Cooley's Anemia Foundation Presents Symposium on Iron Overload and 

Cardiac Disease: New Interventions, December IO, 2004 

With reference I the following comments are found from Dr. Caterina Borgna-Pignatti: 

In a speech enlilled "Survival and Complications in Thalassemia. " Caterina 
Borgna-Pignatti, MD from the University of Ferrara in Italy, discussed a study 
involving more than 500 patients from 7 cenlers in Italy who were treated with 
deferiprone (LI) or dejeroxamine (Desfera/) during the past 9 years and who 
were monitored for heart disease and mortality. In this retrospective study, 
when the patients who used deferiprone were compared to those who used only 
deferoxamine, it was found that heart disease and death were significantly more 
frequent in those who had not received deferiprone. This was true even though 
the deferiprone-treated group was more heavily iron loaded prior to starting the 
drug. The majority of the deaths on the deferoxamine-treated group were 
cardiac related 

With reference 2 the following further comments were made: 

i) Dr. John Wood 

Dr. John Wood, cardiologist at Children's Hospital of Los Angeles (CHLA), 
discussed recent advances in MRI that have led to the development of a cardiac 
MRI method employing the Tl technique that enables one to assess iron-loading 
in the heart. He noted that using this methodology, CHLA and several other 
centers around the world have found that there is a lack of correlation between 
liver iron and heart iron concentrations, limiting the usefulness of liver iron 
concentrations as the sole predictor of heart disease. Most importantly, he 
stated that in the US it is fairly common for patients with "acceptable" levels of 
iron in the liver to have increased concentrations of iron in the heart. 

ii) Dr. Dudley Pennell 

Dr. Dudley Pennell, professor of cardiology, Royal Brampton Hospital, London, 
reported on the results generated from the use of cardiac MRI T2 technique in 
thalassemia patients. By applying this sensitive and reproducible technique, a 
team of cardiologists and thalassemia experts reviewed the cardiac MRI T2 
results of patients treated long-term with defer/prone and found that most of 
them had normal levels of iron in the heart, compared to a matched group of 
patienls who had remained on desferrioxamine, most of whom had high levels of 
iron in the heart. 
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Applicant believes that the Examiner's requirement for supporting clinical data has been fulfilled by 

the submission of the above-mentioned post priority filing date papers and the comments of Doctors 

Anderson. Wood, Pennell and Borgna-Pignatti contained therein. 

In light of the above, Applicant respectfully requests favourable consideration by the Examiner of the 

amended claim set provided herewith. 

The Examiner also indicated that claims land 2 though not directed to the prevention or reversal of 

iron-induced cardiac disease include the statement "further iron accumulation in the heart" is 

prevented. Applicant submits that the specification and the teachings of Liu. Anderson and Pennell 

fully supports that such accumulation could actually be prevented. Applicant's amendments and 

arguments p.roVided above, set out a proper response to this rejection, and withdrawal of the 

Examiner's rejection is respectfully requested. 

Applicant respectfully has provided suitable proof to address the Examiner's allegations under 35. 

U.S.C. 112, first paragraph that there is no enahlement for prevention or reversal of an iron induced 

cardiac disease. However, it is noted that the Examiner has under the same portion of the statute 

agreed that treating. stabilizing and reducing/stabilizing the risk of iron induced cardiac disease is in 

fact enabled in the disclosure. 

However, since transfusion dependent patients are transfused on a regular basis, namely about once 

every 2 to 3 weeks, iron loading of the body and the heart is a continuing reality. The tran.5fusions 

must be continued in order for the patient to have a sufficient level of hemoglobin to survive. But 

clearly Applicant's discovery has in fact resulted in. a new regimen being utilized by cardiac 

practitioners, whlch was not the case prior to this discovery. There is no cure of the dependency of 

these patients on transfusions, unless a very risky bone marrow transplant takes place. But Applicant 

has discovered and disclosed that the use of deferiprone as an iron chelator will achieve significant 

results and in fact as per the disclosure and Anderson and specifically Figure 2 is capable of 

reversing the amount of iron accwnulated in the heart. 

The Examiner on page 4 of his action mistakenly quotes sections from Applicant's prior stat.ernents 

in the present application relating to desferrioxamine and not to deferiprone. It is the long felt need 

established by the use of desferrioxamine that has been addressed by the use of deferiprone as set out 

in the amended claim set. No conclusions by the Examiner therefore can be reached with respect to 

deferiprone by any statements made in relation to desferrioxamine since the two compositions are not 

comparable with respect to iron chelation abilities for the heart. The Examiner has also quoted at the 
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bottom of page 4 of his action with respect to iron induced cardiac disease occurring in patients who 

are compliant with desferrioxamine. That is because desferrioxamine in fact has little cardiac 

preferential action unlike deferiprone. Therefore the Examiner is attempting to misapply this 

statement to reach a general conclusion with respect to his doubt with respect to the efficacy of 

deferiprone. The present disclosure provides information to one skilled in the art where they would 

be motivated to achieve success in carrying out Applicant's methods in using deferiprone for 

affecting iron loading of the heart. 

The unique cardioprotective effect of deferiprone most likely is effected by a combination of 

mechanisms. One is the intracellular removal of iron, bolllld to deferiprone, which in its absence 

remains within the cell. This is possible because of the ease of iatracellular penetration of 

deferiprone and its ability to transport iron out of the cell. Another mechanism is that the iron that 

remains within the cell is bound by deferiprone and is prevented from generating free-radical induced 

damage to the myocyte. The work of Hasinoff's group is revealing in this regard. Hasinoff. f\fter 

studying the effect of deferiprone in neonatal rat cardiomyocytes, states. 

"Together these results suggest that deferiprone may protect against doxorubicin-induced damage to 

myocytes by displacing iron bound to doxorubicin, or chelating free or loosely bound iron, thus 

preventing sit&-specific iron-based oxygen radical damage_" (Barnabee et al. Free Radical Biology&. 

Medicine, Vol. 33, No. 2, pp. 266-275, 2002). 

Notably, this is not just a function of any iron chelator, not even any chelator which can enter the 

cell, as revealed by Hasinoff in a related study, this time using ICL670. Here Hasinoff stated, 

"ICL670A, in contrast, depending upon the concentration. synergistically increased or did not affect 

the c}'totoxicity of doxorubicin. This occurred in spite of the fact that ICL670A quickly and 

efficiently removed iron(Ill) from its complex with doxorubicin, and rapidly entered myocytes and 

displaced iron from a fluorescence-quenched trapped intracellular iron-<:alcein complex." (Hasinoff 

et at Free Radical Biology & Medicine, Vol. 35, No. 11, PP- 1469-1479, 2003). 

To clarify Applicant's meaning with respect to the tenn "prevention" it is intended that the iron 

loading on the heart of a transfusion dependent patient would ultimately affect the function of the 

heart to a level beyond that which is nonnaL It is submitted that the use of deferiprone will prevent 

abnormal functioning of the heart because of the removal of the iron stores therein. One recent 

article refers to the cleansing of a heart to a nonnal level to the point where almost no iron 

accumulation is present. Should the Examjner require further submissions in this regard this will be 

provided_ 
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Applicant therefore takes exception to the Examiner's comments for the above-mentioned reasons 

and asks.for full reconsideration. Just because the therapy with desferrioxamine failed in relation to 

its cardioprotective value does not mean the same is the case with deferiprone, as the Examiner had 

incorrectly stated at the bottom of page 5 and continuing on to the top of page 6 of his action. The 

whole point of Applicant' s discovery and hence its invention reflects the long felt need and the 

failure of desferrioxamine to be cardio effective in many patients. 

Clearly the present disclosure provides one skilled in the art the ability to practice the inventions set 

out in the claim set without the need for undue experimentation as alleged by the Examiner. The 

disclosure sets out in clear, precise and exact temlS what one slcilled in the art must do in order to 

carry out the regimen of applying the methods taught therein. If one skilled in the art will carry out 

that regimen the success reported will also be achieved. This has been reflected in the post priority 

filing date docwnents following the present application in the peer reviewed literature. 

Claims 22-24, 30-33, 35, 37, 39, 41 , 43, 45, 47 and 49 now stand rejected under 35 U.S.C. 112, 

second paragraph, as being allegedly indefinite for failing to particularly point out and distinctly 

claim the subject matter which applicant regards as the invention. The Examiner state.s that the 

phrase "less critical" in the expression "less critical organs/tissue in the body'' (claims 22-24) and 

"substantially" in the expression "substantially in the range of ... " (claims 35, 37 and 39) arc relative 

terms which render the claims indefinite. Applicant has therefore amended claims 22-24 by deleting 

the expression "less critical" organs and replaced it with "general iron stores in the body, such as 

found in the liver". The term "substantially" has also been removed from the amended claims. The 

amendment therefore overcomes the Examiner's rejection, and full reconsideratlon is respectfully 

requested. 

Applicant submits that claims 30-33 as amended identifies the treatment, stabilization and reduction 

of the risk of bean disease in patients having iron overload. In light of the arguments and 

amendments presented with this response, Applicant submits that the Examiner's concerns are 

overcome and full reconsideration is requested. 

In view of the above submissions, Applicant respectfully submits that this application is now in 

condjtion for allowance and the same is solicited at the Examiner's earliest convenience. 
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Tfthe Examiner has any questions, he is requested to contact Neil H. Hughes at (905) 771-6414. 

Respectfully submitted, 

Neil H. Hughes, P.Eng. 
Registration No. 33,63 
Agent for the Applicant 

NHH/lvp 
Encls. IDS 

.,..411'-~ lfll!W OSI •tP.l:lllft P.lf · 'llit't~ •,, ~ 
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comments co the amount of time you requite ID complete 1111$ ronn and/or SLGQestlons for teductlg thl.s burden, should be eent to \he Chief Information Olficer. 
U.S. Patatt ond Trademark Office, U.S. Department of Comrneroe. P.O. BOii 1450, Alexaoct~a. VA 2231~1450. 00 NOT SEND FEES OR COMPLETED 
FORMS TO THIS ADDRESS. SEND TO: CommlHloner for Patentll. P.O. Box 1450, Alexandria, VA 22313-14$0. 
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IN THE UNITEDSTATES PATENT OFFICE 

Patent Application Serial No.: 10/311,814 

Applicants: Apotex Inc. 

Our Ref: PC-1834033 
!CUSTOMER NO. 2360] 

Agent: Neil H. Hughes, P. Eng. 
c/o Ivor M. Hughes 
Barrister & Solicitor 

~001/019 

Patent & Trade Marie Agents 
Suite 200, 

Title: A NEW USE FOR DEFERIPRONE 

Inventors: Michael Spino and Antonio Piga 

Examiner: Raymond J. Henley ill 

Group Art Unit: 1614 

No. of Pages including this sheet: 19 (PART l) 

DELlVEREDTO FACSIMILE NO. (571-273-8300) 

September 29, 2005 

Commissioner of Patents 
Customer Service Window, Mail Stop Amendment 
Randolph Building 
401 Dulany Street 
Arlington, VA 22314 

Dear Mr. Henley: 

175 Commerce Valley Dr. W. 
Thornhill, Ontario. 
UT 7P6, CANADA 

Due Date: September 29, 2005 

RECEIVED 
OIP~AP 

SEP 3 O 2005 

CERTIFICATION OF FACSIMILE TRANSMISSION 

I hereby certify that this paper: 
1) Letter to US Patent Office filing Response to Office Action & IDS dated September 29, 2005 
2) Transmittal Form 
3) Response to Official Action dated March 29, 2005 
4) Request for Extension of Time (in duplicate) 

is being facsimile transmitted to the United States.Patent Office Facsimile 
No. (571) 273-8300 on the date shown below. 
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Ivor M. Hughes 
Borruter & Solicitor 

Patent fl Trade Mam Agmu 
Canada, Uniud States 

Our Ref.: PC-1834033 

September 29, 2005 

VIA FACSIMil..E (571-273-8300) 

United States Patent and Trademark Office 
Customer Service Window, Mail Stop Amendment 
Randolph Building 
401 Dulany Street 
Arlington VA 22314 

Dear Sir: 

Re: United States Patent Application No.101311,814 
of Michael Spino and Antonio Spiga 
for A NEW USE FOR DEFERIPRONE 
Due Date: September 29, 2005 

Please find enclosed herewith the following: 

l. TransmittaJ Form; 

SEP 2 9 2005 

2. Petition for Extension of Time Under 37 CFR 1.136(a); 
2. Response to Examination Report dated March 29, 2005; and 

Barristers Iii SOOcitors 
lwr M. Hughes 

Rick T1qi 

Paten& Agents 
Neil H. H«glles, P.Ef18. 

Mmcefo K. SN/as, P.Eng. 
Wm. Kiu Sinden 

Samuel T. Tekie, P.Eng. 

3. Information Disclosure Statement with authorization to access deposit account No. 08-3255 for 
$180.00 us 

If there should occur an overpayment of fees in respect of this submission, the Commissioner is 
authorized to access Deposit Account Number 08-3255 to make the appropriate adjus1ments and advise 
Applicant's agent. 

Also enclosed herewith is a stamped, self-addressed verification card which we request that you kindly 
acknowledge and return to.this office at the earliest opportunity. 

We thank the Commissi er for bis cooperation in this regard. 

Neil H. Hu P.E g. 
Registration No. 33,636 
Agent for Applicant 

NHH:Jvp 
Encls. 

175 Commerce Valk:t Dr. W. , Suire 200, Th.,....,,,iU, Ontario. Canada L3T 7P6 Phon.e: 905 771-64 l 4 Fax: 90S 771-64 20 
websire: www.itmmhl.l2hes .com email: mail@il>O'mlhuvhes.com 
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PTO/SS/2t (09-04) 
Apprcr;ed for use ltlrough 0713112006. OMB 0851-<1031 

U.S. Pele<lt and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
. r. 

TRANSMITTAL 
FORM 

be I/sod for all correspondence otror /flitial fi · 

TOii/ii Number d Page$ In Thie Subrrisslon 54 

Filing Date Apri14,2003 

First Named l rwentor l\Aicheej Spino 

Art Unit 1614 

Examiner Name Raymond J. Henley Ill 

Attorney Docket Number PC-1834033 

ENCLOSURES (Check all that apply) 

D D D After Allowance Communication to TC 
Fee Transmittal Form Drawing(s) 

D D Ucensing·related Pepers D Appeal Communication to Board 
Fee Attached of Appeals and Interferences 

0 D PeUtlon D Appeal Communication to TC 
Amenctmenl/Repty (Appeal Notice, Bilof, Reply Brief) 

D D Petition to Convert to ii D Proprietary lnformadon Mer Final ProVlslonal Appllcatlon 

D D Power of Attorney, Revocation D Statu11 Letter Affldavlts/declaratlon(s) Change of Correspondence Address 

[{] D Terminal Disclaimer D Other Endos'6e(S) (please Identify 
Ext ens I on of Time Request below): 

D Express Abandonment Request D Reque&t fOI' Refund 

[{] Information Olsdosure Statement D CD. Number of CO(s} 

D Landscape Table on CD 

D Certified Copy of Priority I Remarks I 
Oocument(s) 

D Reply to Missing Parts/ 
Incomplete Application 

D Reply to Missing Part& 
under 37 CFR 1.52 or 1.53 

SIGN~TURE OF APPLICANT, ATIORNEY, OR AGENT 
Firm Name 

Ivor M. Hu~es / /) () / / 
Signature ~/ I <:J/ x // ' 
Printed name 

Neil H. Huj/iea I - /) 
\ 

Date September 29, 2005 u I Reg. No. 33,636 

r " CERTIFICATE OF TRANSMISSION/MAILING 

I hereby certify that this correspondence Is being f11C8lmile transmitted to the USPTO or deposited v.ith the Uniled states Postal Service With 
6ufllcient postage as first dass mail In an envelope addressed to: CommiSsioner for Patents, P.O. Box 1450. Alexandria, VA 22313-1450 on 
the date shown below: 
Signature 

~yped or printed name I Date I 
This colloctlon of Information Is requited by 31 CFR 1.6. The lnfmnel on Is required to obtain or retain o benefit by Ille public which is to fila (and by lhe USPTO to 
process) an application. Confidentiali11 it governed by 35 u .s .c . t22 and 37 CFR 1.11 and1.14. This collection is eslimaled ID 2 hours 11> complete. Including 
galherlng, preparing. and submitting the completed application fCITn to the USPTO. Time will vary dependlng upon the tndMdual case. Ally comments on lhe 
amount DI time you require 10 complete thb form and/or augg"'9liona for teducing t~is burden, allculd bo ecnt to 1M Chld Information Officer, U.S. Pa11ent and 
Trademanc Office. U.S. Dep;imnent of Comrnef'C", P.O. Box 1450, Alexandria, VA. 22313-1450. DO HOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: commissioner f or Patents, P.O. Box 1450, Alexandria, VA 22313-1..SO. 

If you need assistance In completing the form. can 1·8CC>-PT0-9199 and select option 2. 
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SEP 2 9 2005 

IN THE UNITED STATES PATENT OFFICE 

Application Serial No. 10/311,814 

Applicant: Apotex Inc. 

Our Ref.: PT-1834033 
ICUSTOMER NO. 236@ 

Neil H. Hughes. P.Eng. 
Ivor M. Hughes, 
Barrister & Solicitor 
Patent & Trademark Agents 
Suite 200, 
175 Commerce Valley Dr. W. 
Thornhill, Ontario 
Canada L3T 7P6 

Title: A NEW USE FOR DEFERJPRONE 

Inventors: Michael Spino and Antonio Piga 

Group Art Unit: 1614 

INFORMATION DISCLOSURE STATEMENT 

September 28, 2005 

VIA FACSIMILE (571-273-8300) 

U.S. Patent and Trademark Office 
Customer Service Window, Mail Stop Amendment 
Randolph Building 
40 I Delany Street 
Alexandria, VA 22314 

Dear Sir: 

Applicants and the undersigned are aware of "patents, pubJications, or other information" 

which they believe may be material to the examination of the above-identified application. Applicants 

have attached Form PTO/SB/08b pursuant to 37 C.F.R. §§ 1.97-1.99 and to the duty of disclosure set 

forth in 37. C.F.R. § 1.56. 

Applicant authorizes the Commissioner to access Applicant' s Agent 's Deposit Account No. 08-3255 

in the amount of $180.00 US in payment of the required fee for filing an Information Disclosure 

Statement. If there is any deficiency or surplusage of the fee required for this application. please 

obtain any such deficiency or credit the surplusage to Deposit Accotmt 08-3255 and advise 

Applicants' Agent. 

Although this Information Disclosure Statement identifies references which may be 

"material," it is not intended to constitute an admission that any patent, publication, or other 

information referred to is "prior art" (within the meaning of 35 U.S.C. §102 and §103) as to the 
09/30/2005 SDIRETAl 00000058 083255 10311814 

01 FC:1806 180.00 DA 
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invention disclosed and claimed in this application unless specifically designated as such. Moreover, 

no representation is intended as to the relative relevance of any portion of the references or as to the 

relevance among references, whether cited in this Statement or elsewhere. 

In accordance with 37 C.F.R. §l .97(b), the filing of this Information Disclosure Statement 

shall not be construed to mean that a novelty search has been made or that no other information which 

may be material (as defined in 37 C.F.R. § 1.56(a)) exists. 

1. Anderson, Lisa J, et al., Comparison of effects of oral deferiprone and subcutaneous 
desferrioxam.ine on myocardial iron concentrations and ventricuJar function in beta­
thalassaemia: Lancet 2002; 360: 516-520; and 

2. Black's Law Dictionary, page 1502. 

3. Butler, Craig, New York Academy of Sciences Symposiwn, The Eighth Cooley's Anemia 
Symposium was a valuable resource for medical professionals and patients; Cooley's Anemia 
Foundation Website: May 17, 2005; · 

4. U.S. Newswire, Cooley's Anemia Foundation Presents Symposium on Cron Overload and 
Cardiac Disease: New Interventions: December 10, 2004; 

5. Bamabee et aJ., Deferiprone Protects Against Doxorubicin-lnduced Myocyte Cytotoxicity, 
Free Radical Biology & Medicine 2002; Vol. 33, No. 2: pp. 266--275; and 

6. Hasinoff et al., The Oral Iron Chelator ICL670A {Deferasirox) Does Not Protect Myocytes 
Against Doxorubicin, Free Radical Biology & Medicine 200~; Vol. 35, No. 11: pp. 1469-
1479. 

Full c.onsideration of the material presented is appreciated 

NHH:lvp 
Encls. 
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PT0/$911186 (07-05) 
Appn:Mld ror use through 0713112006. OMB 0651-0031 

U.S. Ps1en1 and Trademark Offtco; U.S. OEPARTME.NT OF COMMERCE 
t l!Ufer lhe Pe.,..JWOr1< RedUCltot1Actof19911 no ne"""'' are reouired 10 ,,.s-·~ tn a.....,...,..~ • n uni-• fl oontttna a valid OMB """'""number. 

/SubstibJ!a for tonn 14'19/PTO 
Complete if Known ~ 

Application Number 10/311,814 

INFORMATION DISCLOSURE Fiiing Date April4,2003 

STATEMENT BY APPLICANT First Named Inventor Michael Spino 
Art Unit 1614 

(Use as mlllf'f sh-N -essat)IJ 
Examiner Name Raymond J. Henley Ill 

~heet 11 I of 11 Attorney Docket Number PC-1834033 

NON PA TENT LITERATURE DOCUMENTS 
Examiner Cite Include name of the author (in CAPITAL LETTERS). title of the artiele (when appropriate), title of 
Initials• No.1 the item (book. magazine. journal, serial, symposium, catalog, etc.), date, page(s). volum&issue T2 

number(s). oublisher citv and/or countrv v.4lere oubllshed. 

ANDERSON, Lisa J, et al., Comparison of effects of oral deferiprone and 
subcutaneous deSfenioxamine .. .in beta-thalassaemla: Lancet 2002; 360: pp. 516-520 

Black's Law Dictionary, p. 1502 

Butler, Craig, New YorkAcademy of Sciences Symposium, The Eighth Cooley's Anemia 
Symposium .. .for medical professionals and patients; CAF Website; May 17, 2005 

U.S. Newswire, Cooley's Anemia Foundation Presents Symposium on Iron 
Overtoad and Cardiac Disease: New Interventions: December 10, 2004 

Bamabee et al., Deferiprone Protects Against Doxorubicin-lnduced Myocyte 
Cytotoxicity. Free Radical Biology & Medicine 2002; Vol. 33. No. 2: pp. 266-275 

Hasinoff et al .. The Orsi Iron Chelator ICL670A (Deferasirox) Does Not Protect Myocytes 
Against Ooxorubicin, Free Radical Biology & Medicine 2003; Vol. 35, No.11: p. 1489-1479 

I Examiner I I Date 
Signature C-Onsidered 
'EXAMINER: lnttiol 11 reference conslelered, wlletner or not citation b In confllnnance wt1h MPEP 808. Draw Uno thfOugh ci1atiot1 if not in cortormance and not 
mnsldarad. lncruda copy of thia tonn with nm communlcadon to applicant 
1 Applicant'• unique cibrion dniclna!Jon number (opllona!). Z Applleant Is to place a cttack mar1c here If EngUah languego Transletion la a!Ulehed. 
This cdlectlon cit information Is required by 37 CFR 1.98. The lnf0rma1ion Is required ID obtain or retain a bonefit by tho public whieh ia ID fio (and by the USPTO 
to pl'OU$S) an appllcatlon. Conftdontlallty Is governed by 311 U.S.C. 1 zz and 37 CFR 1.14. Thia coUOdion it estmalled to take 2 hoora lo complellt, lnduding 
gathelfng, preparing, and submlttl119 Uie complelad RllfllicaHon fonn to the US PTO. llme will wry depending 11pan tho lndMdual caao. Any comments on 1ho 
amount OI tUn. you raquirt to comp(ata thia rorm il/ld/or suggasUons ror reducing this burelen. should be sent to the CNef Information Omcer. U.S. Patent and 
Trademark Office. P.O. Box 1~50. Al8lcandlfa. VA 2231~1450. 00 NOT SENC> FEES OR COMPL.ETEO FORMS TO THIS ADORE.SS. 8END TO: 
Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

ff you Med sssW&nce In completing the form, csn 1-800-PT0-9199 (Hl00-786-9199) and select option 2. 
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SEP 2 9 2005 

IN THE UNITEDSTATES PATENT OFFICE 

Patent Application Serial No.: l 0/3 11,814 

Applicants: Apotex Inc. 

Title: A NEW USE FOR DEFERIPRONE 

Inventors: Michael Spino and Antonio Piga 

Examiner: Raymond J. Henley ill 

Group Art Unit: 1614 

No. of Pages including th~ sheet: 40 (PART 2) 

DELIVERED TO FACSIMILE NO. (571-273-8300) 

September 29, 2005 

Commissioner of Patents 
Customer Service Window, Mail Stop Amendment 
Randolph Building 
40 I Dulany Street 
Arlington, VA 22314 

Dear Mr. Henley: 

Our Ref: PC-1834033 
!CUSTOMER NO. 236071 

Agent: Neil H. Hughes, P. Eng. 
c/o Ivor M. Hughes 
Barrister & Solicitor 
Patent & Trade Mark Agents 
Suite200, 
175 Commerce Valley Dr. W. 
Thornhill, Ontario. 
L3T 7P6, CANADA 

Due Date: September 29, 2005 

RECEIVED 
OIPE/IAP 

SEP 3·0 2005 

CERTIFICATION OF FACSIMD..E TRANSMISSION 

J hereby certify that this paper: 
1) Supplementary Information Disclosure Statement dated September 29, 2005 

is being facsimile transmitted to the United States Patent Office Facsimile 
No. (571) 273-8300 on the date shown below. 

f"'.·~ST AVAILABLE COPY 
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Ivor M. Hughes 
Banister & Solicit°" 

Patent & Trade MaT1< Agents 
Canada, VnUe4 Staiu 

Our Ref.: PC-1834033 

September 29, 2005 

VIA FACSIMILE (571-273-8300) 

United States Patent and Trademark Office 
Customer Service Window, Mail Stop Amendment 
Randolph Building 
401 Dulany Street 
Arlington VA 22314 

Dear Sir: 

Re: United States Patent Application No. 10/311,814 
of Michael Spino and Antonio Spiga 
for A NEW USE FOR DEFERIPRONE 
Due Date; Seutember 29. 2005 

Please find enclosed herewith the following: 

1. Transmittal Fonn; 
2. Petition for Extension of Time Under 37 CFR l .136(a); 

~002 

Barmters & SolicitoTs 
ltlO'I' M. Hughe.s 

Rick Tuti 
Patent Agents 

Neil H. Hughes, P.Eng. 

Cop 
Marcelo K. Sarkis, P.Eng. 

i{T Wm. Kitt Sinden .l. Samuel T. Td<ie, P.Eng. 

2. Response to Examination Report dated March 29, 2005; and 
3. Information Disclosure Statement with authorization to access deposit account No. 08-3255 for 

$180.00 us 

If there should occur an overpayment of fees in respect of this submission, the Commissioner is 
authorized to access Deposit Account Number 08-3255 to make the appropriate adjustments and advise 
Applicant's agent. 

Also enclosed herewith is a stamped, self-addressed verification card which we request that you kindly 
acknowledge and return to this office at the earliest opportunity. 

Neil H. Hu • P.E . 
Registration No. 33,636 
Agent for Applicant 

NHH:lvp 
Enc ls. BEST AVAILABLE COPY 

175 Commerce Volley Dr. W., Sui~ 200, Thornhill , Oncario, Canada LJT 7P6 Phone: 905 771-6414 Fax: 905 771-6420 
website: www.iwnMl41lhes .com email: moil@ivormh~.com 
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Appficaiion or-Dodcet Number - . . 
PATENT APPLICATION ~E DETERMINATION RECORD 

~ffe~e October 1, 2003· to! JllF!f 
.CLAIMS ~S FILED • PART I 

.,.. <Column 1l tr..nrumn 21 
: TOTAL CLAIMS ,, 

FOR NUMBER f 11.ED NUMBER EXTRA 

TOTAL Oif'RGEABLE CLAIMS 4 1 minus 20. • ~1 

INDEPENDENT a.AIMS 14 minus 3 a: 
• II 

MULTIPLE DEPENDENT Cl.AIM PRESENT 0 
• If the difference .in column 1 is less than zero. enter -er in column 2 . 

CLAIMS AS AMENDED • PART 11 
11./ flo~ tColumn 1l tColumn2\ . tColumn3' 

QJUMS ._....al 

c REMAINING HUMBER PRESENT· 

i AFTER p~y EXTRA 
AMEHOMENT PAfDFOR 

• +1 & i'3 a TOIBI • /3() Minus .. 
I Independent •. . 10 Minus - 1 '1 • -I( 

ARST PRESENTATION OF MULTIPLE DEPENDENT aAIM f l 

o..\ ~~\th tColumn 1\ lColumn2\ fColumn31 · · 
\ ' a.AIMS HIGHEST 

& RaWNING NUMBER 
• AFTER PREVIOUSLY 
; . AMENDMENT PAID F7 
• 1tnal • • 2 '7 , Minus ... . '-I 
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' FIRST PRESENTATION OF MULTIPlE DEPENDEHT Ct.AIM 
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EXTRA 

• 
• 
. n 

tColumn·1\ · (Column·2\ Column 31 

TaeaJ • - • 
Independent • - • 
FlR$T PAESENTATIOH OF MUL11Pt.E DEPENOENr a.AIM· n · 

. I 

SMALL ENTITY OTHEATHAN 
lYPE CJ OR SMALL ENTITY 

AATE FEE RATE FEE 

BASICFEE 385.00 OR IBA$1CFEE no.oo 
X$91: OR X$1.8:: 'if' 
X43= OR Xa6: · t;zt 
+145; OR +290= 2"1 
TOTAL OR TOTAL 

OTHEATHAN 
SMALLEHTITY OR SMALL ENTITY · 

ADDI- ' AOOJ. 
RATE TIONAL RATE TIONAL 

FEE 11+r: ,._, /.lf 't'f 
XS9• OR XSJ,8a . ~ 

X43= OR XS&.. 

+ 145': OR +290= 
L...~~---1 

ADD~~:.e~ OR ADD:>FU ¥/trf'J ------ ,.,..~ 

ADDI· 
RATE TIONAL 

1::1:r: 

ADO I­
RATE TIONAL 

s:s:s:: 

OR X$1S. 
a---+----1 ' 

OR X86a ..._ __ .,__---X43• . 

+145• OR +290-.__.,,._,__...,.. . 
• 

TOTA1. OR •u.=: ADOn: ~ ..__...... ADOrT •• rc:c.._ _ _.,. 

ADDI· 
RATE T10NAL 

~s:: 

XS9• _____ ,._ _ _,. 
X43-z ...,_ __ .,_ _ __,. 

OR X$18o 

OR X88o 

+145= OR +290o 
111, .. nlry In oalUrM ' IU••a llan theenlry"tlcialumn 2. wrtle V n coCllmn ~.· • 4...1""!1Qli-~~--.. 
lf~"HW*t.NwllberPnMaullJPlldFa-IN'MSSPACEll,_lllln20, erltlr"'20." ~Q,; · OR ADDn:YU--...,. 
'lltlia ~Number~ Paid Fa- IN.THIS BMC& 19 ~!ban 3. entw "3. • . . • • 
The "tl1Qtlell ..... PIMallly PUl FG-' rr-~ ~-111 •lie llWlllll ....... ~lie .... aprllli. ~"' ciaUnn , , . . 
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FOR DISCUSSION PURPOSES ONLY 
NOTTOBEENTEREDONTHERECORD 

IN THE UNITEPST ATES PATENT OFFICE ~g~~fY~fl 
eett'RAL f:Ait e~ 

Patent Application Serial No.: I 0/311,8 I 4 

Applicants: Apotex Inc. 

Our Ref: PC-I 834033 
!CUSTOMER NO. 23607\ 

Agent: Neil H. Hughes, P. Eng. 
olo Ivor M. Hughc:i 
Banister & Solicitor 

DEC 1 9 2005 

Patent & Trade M!lfk Agents 
Suite200, 

Title: A NEW USE POR DEFERIPRONE 

Jnvemors: Michael Spino and Antonio Plga 

Examiner: Raymond J. Henley Ill 

Group Art Unit: 1614 

175 Commerce Valley Dr. W. 
Thornhill, Ontario. 
L3T 7P6, CANADA 

---·-·--·---·------------·---~----·-·--~--·--·----------

No. of Pages Including this sheet: 3 

DELIVERED TO FACSIMILE NO. (571-173-8300) 

December 19, 2005 

Commissioner of Patents 
United States Patent and Trademark Office 
Randolph Building 
401 Dulany Stteet 
Arlington, VA 2'.2314 

Attention: Raymond J . Henley JU, Patent Examiner 

Dear Examiner H$nley: 

CERTIFICATION OF FACSIMILE TRANSMISSION 

I hereby cmify thAt this pa.per. 
I) Facsimile Reply to Examiner's Amendment Jn The Claims As Proposed By The U.S. 

Examiner dated December 19, 2005. 

is being facsimile transmitted to the Unlted Swes Patent Office Facsimile 
No. (~71) 273-8300 on the dat.e shown below. 

NEI.L H. HUGHES 
Agent for Applicant 

~@;-Signature: -~ t= . Date: December 19, 2005 
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··---- DEC-19-05 15:49 From:IVOR M. HUGHES BARR&SOL . 9057Tl64ZD T-055 P.OZ/03 Job-401 

FOR DISCUSSION PURPOSES ONLY 
NOT TO BE ENTERED ON THE RECORD 

lN THE UNl!ED STATES PATENT OFFJCE RECEIVED 
CENTRAL f:Al! CE~ 

Application Serial No. I 0/311,& 14 

Applicant: 

Title: 

Inventors: 

Examiner: 

Group Art Unit: 

Apotex Inc. 

A NEW USE FOR OEFERIPRONE 

Michael Spino and Antonio Piga 

Raymond J. Henley Ill 

1614 

Our Ref.: PC-1834033 
!CUSTOMER NO. 2360~ DEC 1 9 2005 
Aaent: Neil H. Hughes, P .Eng. 

c/o Ivor M. Hughes 
Barrister & Solicitor 
Pa.tent & Trade Mark Agents 
Suite 200 
175 Commerce Valley Dr. W. 
Thornhill, Ontario 
cana.da L3T 7P6 

FACSIMILE REPLY TO EXAMlN.ER'S AMENDMENT 
IN THE CLAIMS AS PROPOSED BY THE U.S. EXAMINER 

December 19, 2005 

VIA FACSIMILE (571-273--8300) 

United States Patent and Trademark Office 
Randolph Building 
401 Dulany Street 
Arlington VA 22314 

Attention: Mr. Raymond J. Henley DI 

Dear Examiner Henley; 

With respect to the EXAl11iner·~ Amendment sent via fac$imile on ~mber 16, 2005 Applicant has 
the following comments which require clarification. 

The Examiner first of all Is thanked for his assistance and cooperation in the prosecution of this 
matter. After considering the Examiner's proposals Applicant only has a few questions in order to 
clarify the amendments. 

for example, the Examiner has proposed in claim I to change "in a ~fusion patient" to adding 
"blood" before transfusion. Applicant has taken this to mean that before ever occum::ncc of 
transfusion in the claims the word "blood" would be Inserted in each of the claims because in f:act the 
referenced secrion shou.ld read «in a blood transfusion dependent patient" Dt all occum::nCQ including 
claim 2. Reference is made to the Examiner's proposal to claim 11 which is In fact correcl 
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With respect to claim 12 it is submitted in view of the fact that claim 12 refers to "patients" it would 
be incorrect to insert "in !! blood transfusion". Otherwise the amendments as proposed is acceptable 
I'm sure. 

Referring to claims 22, 23, 24 and 26 the Examiner has proposed to insert "nonnal" in claims 23, 24 
and 26. The proposal is in fact not accurate for the following reason. The word "normal" 
respectfully should not appear in any of these claims since we are not referring to treatment of normal 
iron stores. The iron stores in a blood transfusion dependent patient having an iron overload 
condition would not have normal iron stores in the body. It is requested therefore that the Examiner 
reconsider his proposed amendment and that the word "normal" be removed from that proposal. It is 
presumed that the Examiner has some concern with the word "general" and as an alternative the word 
"general" could be removed entirely and the claim wouldjUSt refer to iron stores per se in the body. 

Once the Examiner has reviewed this reply he is asked to confirm whether he would be able to 
incorporate these comments into his Examiner's Amendment so that we might pursue obtaining our 
client's approval to proceed. 

Thank you for your kind consideration. 

If the Examiner has any questions. he is requested to contact Neil H. Hughes at (905) nl-6414. 

k~·~-11~:7]1 
Neil HJ ~hes. P.Eng. Regi~: No. 33,636 
Agent for the Applicant 

NHH/lvp 
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UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Tndemark Office 
Addn#. COMMISSIONER FOR PATENTS 

P.O. Bo• 14SO 
Al<..anclria. Vllginia 22313· 14SO 

• www.-.gov 

NOTICE OF ALLOWANCE AND FEE(S) DUE 

23607 1S90 1212312005 

IVOR M. HUGHES, BARRISTER & SOLICITOR, 
PATENT & TRADEMARK AGENTS 
175 COMMERCE VALLEY DRIVE WEST 
SUITE 200 
THORNHILL, ON L3T 7P6 
CANADA 

.. l....._~~~~-EXAMINE~~-R~~~~~-' 
HENLEY DI, RAYMOND J 

ARTUNIT PAPER NUMBER 

1614 

DATE MAILED: 1212312005 

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR I ATTORNEY DOCKET NO. I CONFIRMATION NO. 

10/311,814 04/04/2003 Michael Spino PC-1834033 2281 

TITLE OF INVENTION: USE FOR DEFERIPRONE 

APPLN. TYPE SMALL ENTITY ISSUE FEE PUBLICATION FEE TOT AL FEE(S) DUE DATE DUE 

nooprovisional NO $1400 $300 $1700 03123/2006 

THE APPLICATION IDENTIFIED ABOVE BAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT. 
PROSECUTION fill THE MERITS !S CLOSED. THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
THIS APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INlTIATIVE OF THE OFFICE OR UPON 
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308. 

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN TBREE MONTHS FROM THE 
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS 
STATUTORY PERIOD CANNOT RE. EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE 
REFLECTS A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE APPLIED IN THIS APPLICATION. THE PTOL-85B (OR 
AN EQUIVALENT) MUST BE RETURNED WITHIN THIS PERIOD EVEN IF NO FEE IS DUE OR THE APPLICATION WILL 
BE REGARDED AS ABANDONED. 

ROW TO REPLY TO THIS NOTICE: 

I. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 

A. Jf the status is the same, pay the TOT AL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box Sb on Part B -
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 

If the SMALL ENTITY is shown as NO: 

A. Pay TOTAL FEE(S) DUE shown above, or 

B. If applicant claimed SMALL ENTITY status before, or is now 
claiming SMALL ENTITY status, check box Sa on Part B - Fee(s) 
Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 

II. PART B - FEE(S) TRANSMlTIAL should be completed and returned to the United States Patent and Trademark Office (USPTO) with 
your ISSUE FEE and PUBLICATION FEE (if required). Even if the fee(s) have already been paid, Part B - Fee(s) Transmittal should be 
completed and returned. If you are charging the fee(s) to your deposit account, section "4b" of Part B - Fee(s) Transmittal should be 
completed and an extra copy of the fonn should be submitted. 

III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to 
Mail Stop ISSUE FEE unless advised to the contrary. 

IMPORTANT REMINDER: Utility patents Issuing on applications filed on or after Dec. 12, 1980 may require payment of 
maintenance fees. It Is patentee's responsibility to ensure timely payment of maintenance fees when due. 
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PART B - FEE(S) TRANSMITTAL 

Complete and send this form, together with applicable fee(s), to: M.!!il 

or Fax 

Mail Stop ISSUE FEE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, Virginia 22313-1450 
(571) 273-2885 

INSTRUCTIONS: This form should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required}. Blocks I through 5 should be completed where 
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the current correspondence address as 
indicated unless corrected below-or directed otherwise-in Block I, by (a) specifying a new correspondence address; and/or (b) indicating a separate "FEE ADDRESS" for 
maintenance fee notifications. 

CURR.Em' CORR.ESPONOENCE ADOR.ESS (Note: Use Bled: I ror Ill)' cbansc or addlus) 

23607 1590 12mnoos 
IVOR M. HUGHES, BARRISTER & SOLICITOR, 
PA TENT & TRADEMARK AGENTS 
175 COMMERCE VALLEY DRIVE WEST 
SUITE 200 
THORNHILL, ON L3T 7P6 
CANADA 

Note: A certificate of mailing can only be used for domestic mailings of the 
Fcc(s) Transmittal. This certificate cannot be used for an)' other accompanying 
pa~. Each add.itional paper, .such as an ~ignment or formal drawing, must 
have its own certificate of mailing or 1ra11Sm1ss1on. 

Certificate of Malling or Transmission 
I hereby certify that this Fee(s) Transmittal is being deposited with the United 
States Postal S'crviee with sufficient PQStagc for lint class mail in an envelope 
addressed to the Mail Stop ISSUE FE!: addn:ss above, or being facsimile 
transmined to the USPTO (571} 273-2885, on the date indicated befow. 

(Date) 

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR I A lTORNEY DOCKET NO. I CONFIRMATION NO. 

101311,814 04/0412003 Michael Spino PC· 1834033 2281 

TITLE OF INVENTION: USE FOR DEFERIPRONE 

APPLN. TYPE SMALL ENTITY ISSUE FEE 

nonprovisional NO $1400 

EXAMINER ART IJNIT 

HENLEY Ill, RAYMOND J 1614 

I. Cbanj:e of correspondence address or indication of "Fee Address" (37 
CFR 1.363). 

PUBLICATION FEE TOTAL FEE(S) DUE 

$300 

CLASS-SUBCLASS 

514-348000 

2. For printing on the patent front page, list 
(I) the names of up to 3 registered patent attorneys 
or agents OR, alternatively, 

$1700 

DATE DUE 

0312312006 

0 Change of corre~ndence address (or Change ofCom:spondence 
Address form PTO/SB/122) attached. 

0 "Fee Address" indication (or "Fee Address" Indication fonn 
PTO/SBf47; Rev 03-02 or more recent) attached. Use of a Customer 
Number b required. 

(2) the name of a single finn (having as a member a 2 ____________ _ 
registered anomcy or agent) and the names of up to 
2 registered patent attorneys or agents. If no name is 3 
lis1cil, no oainc will be printed. -------------

3. ASSIGNEE NAME AND RESIDENCE DA TA TO BE PRINTED ON THE PA TENT (print or type) 

PLEASE NOTE: Unless an assignee is identified below, no assignee data will appear on the patent. If an assignee is identified below, the document has been filed for 
recordation as set forth in 37 CFR 3. I I. Completion of this form is NOT a substitute for filing an assignment. · 

(A) NAME OF ASSIGNEE (B) RESIDENCE: (CITY and STA TE OR COUNTRY) 

Please check the appropriate assignee category or categories (will not be printed on the patent) : 0 Individual 0 Corporation or other private group entity 0 Government 

4a. The following fee(s) are enclosed: 4b. Payment of Fec(s): 

0 Issue Fee 0 A check in the amount of the fcc(s) is enclosed. 

0 Publica1ion Fee (No small entity discount permitted) 0 Payment by credit care!. Form PT0-2038 is attached. 

0 Advance Order- #of Copies 0 The Director is hereby authorized by charge the required fcc(s), or credit any overpayment., to 
Deposit Account Number (enclose an extra copy ofth1s form). 

5. Change in Entity Slatus (from starus indicated above) 

0 a. Applican1 claims SMALL ENTITY status. See 3 7 CFR I .27. 0 b. Applicant is no longer claiming SMALL ENTITY starus. See 3 7 CFR I .27(g)(2). 

The Director of the USPTO is requested to apply the Issue Fee and Publication Fee (if any) or to re-apply any previously paid issue fee to the application identified above. 
NOTE: The Issue Fee and Pu.blication Fee (if required) will not be accepted from anyone other than the applicant; a registered attorney or agenl; or the assignee or other party in 
interest as shown by the records of the United States Patent and Trademark Office. 

Authorized Signature ___________________ _ Date _______________ _ 

Typed or printed name _________________ __ _ Registration No.-------------

This collection of infonnation is required by 37 CFR 1.31 I. The information is TC<JUired to obta.in or retain a benefit by the public which is to file (and by the USPTO to process} 
an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete, including gathering, prepanng. and 
submitting the completed application form to the USPTO. Time will vary depending up9n the individual case. Any comments on the amount of time you reguirc to complete 
this form and/or suggestions for reducing this burden, should be sent to the Cbieflnformation Officer, U.S. Patent and Trademark Office, U.S. Dcpanment of Commerce, P.O. 
Box 1450, Alcxancfria, Vfrginia 22313-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria, Virginia 22313·1450. 
Under the Paperworic Reduction Act of I 995, no persons arc required to respond to a collec1ion of information unless it displays a valid OMB control number. 

PTOL-85 (Rev. 07/05) Approved for use through 04/3012007. OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
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UNITED STATES PATENT AND TRADEMARK OFFICE 

APPLICA TlON NO. FILING DATE FIRST NAMED INVENTOR 

101311,814 0410412003 

23607 7S90 12/2J/200S 

IVOR M. HUGHES, BARRISTER & SOLICITOR, 
PATENT & TRADEMARK AGENTS 
175 COMMERCE VALLEY DRIVE WEST 
SUITE200 
THORNHlLL, ON L3T 7P6 
CANADA 

Michael Spino 

UNITED STATES DEPARTMENT OF COMMERCE 
Unit«! States Porror and Tradrmark Office 
Ad4ms: COMMISSIONER FOR PATENTS 

P.O. Box 14SO 
Alcundtla. Vupia 22l 13·14SO 
www.uspto.aov 

I ATTORNEY DOCKET NO. I CONFIRMATION NO. 

PC-1834033 2281 

EXAMINER 

HENLEY ru, RAYMOND J 

ART UNIT PAPER NUMBER 

1614 

DA TE MAILED: 12123/2005 

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 
(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 0 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 0 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571) 272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at (703) 305-8283. 
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Application No. 

10/311,814 
Notice of Allowability Examiner 

Raymond J. Henley Ill 

Applicant(s) 

SPINO ET AL. 
Art Unit 

1614 

•• The MAILING DA TE of this communication appears on the cover sheet with the co"espondence address-­
All daims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject lo withdrawal from issue al the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1. l2J This communication is responsive to the papers filed September 29. 2005. 

2. l2J The allowed claim(s) is/are 1.2. 11-13.22-26,30-33,35,37,38,41,43,45,47 and 49. 

3. l2J Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) D All · b) D Some• c) D None of the: 

1. 181 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. __ . 

3. D Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 

• Certified copies not received: __ . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure lo timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4 . 0 A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APPLICATION (PT0-152) which gives reason(s) why the oath or declaration is deficient. 

5. 0 CORRECTED DRAWINGS (as "replacement sheets") must be submitted. 

·(a) D including changes required by the Notice of Draftsperson's Patent Drawing Review ( PT0-948) attached 

1) D hereto or 2) 0 to Paper No./Mail Date __ . 

(b) D including changes required by the attached Examiner's Amendment I Comment or in the Office action of 

Paper No./Mail Date __ . 

Identifying lndicia such as the application number (sea 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such In the header according to 37 CFR 1.121(d). 

6. 0 DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 

Attachment(s) 
1. D Notice of References Cited (PT0-892) 

2. 0 Notice of Draftperson's Patent Drawing Review (PT0-948) 

3. 181 Information Disclosure Statements (PT0-1449 or PTO/SB/08), 
Paper No./Mail Date 12/8/04 & 9/29/05 

4. D Examiner's Comment Regarding Requirement for Deposit 
of Biological Material 

U.S. Patent ard Tradema 11< Office 

5. 0 Notice of Informal Patent Application (PT0-152) 

6. 181 Interview Summary (PT0-413), 
Paper No./Mail Date 121tft'2oos . 

7. 181 Examiner's Amendmen00011:: ::efll 

: ~ ::;neCs ~ateme~z.~nce 
Primary Examiner 
Art Unit: 1614 

PTOL-37 {Rev. 7-05) Notice of Allowablllty Part of Paper No./Mail Date 12162005 
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Application/Control Number: 10/311 ,8 14 

Art Unit: 1614 

EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes and/or 

additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 

Page2 

1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 

payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 

Neil Hughes on December 16, 2005. 

The application has been amended as follows, (note, the amendments below are in 

addit_ion to those submitted to the Office on September 29, 2005): 

In the Claims: 

In claim 1, line 1, "in a transfusion dependent patient" has been changed to ---in a blood 

transfusion dependent patient". 

. In claim 2, line 2, " in a transfusion dependent patient" has been changed to ---in a blood 

transfusion dependent patient", at line 4, "treat" has been changed to --reduce--- and at line 5, 

"accumulation" has been changed to ---overload---. 

In claim 11 , line 2 "transfusion dependent patients" has been changed to ----blood 

transfusion dependent patients---. 

In claim 12, line l, "in transfusion dependent" has been changed to ---in~ blood 

transfusion, and at line 3, "treat iron burden" has been changed to ---treat the iron burden"; 

In claim 13, line 2, "in transfusion dependent patients" has been changed to ----in blood 

trans.fusion dependent patients---. 
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Application/Control Number: 10/311,814 

Art Unit: 1614 

In claim 22, line 1, "a transfusion" has been changed to ---blood transfusion---. 

Page 3 

In claim 23, line 2, "a transfusion dependent patients" has been changed to ---(a) blood 

transfusion dependent patients . 

In claim 24, line 2 "transfusion dependent patients" has been changed to ---(a] blood 

transfusion dependent patients. 

In claim 25, line 2, ---blood--- has been inserted before "transfusion". 

In claim 26, line I, "A method to treat" has been changed to ---A method to reduce---, 

and at line 2, "a transfusion dependent" has been changed to ---a blood transfusion dependent---. 

Claims 31 and 32 have been deleted. 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Raymond J. Henley Ill whose telephone number is 571-272-

0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Christopher Low can be reached on 571-272-0951 . The fax phone number for the 

organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Appl.ication Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at ·~~;.;-::-)-. ----

December 16, 2005 

Primary Examiner 
Art Unit 1614 
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09/t9/2005 15:09 FAI 

RECEIVED 
CENTRAL FAX CENTER 

SEP 2 9 2005 

@oos 

PTQ/61111188 (07~) 
JIPplVO'Od fOr U30 llllO"llh 07n11'lOOO, OMB 0&51-00)1 

U.$. l'lllDll anO TrademllllC OlllCGI U.S. OePARTt.'n!T OF COMMERCE 
''""•• l"8 Pa-rt Redudlan Ac:! al 1896 m> oe.-ia ant _.,,,iiod IO--· .. "' • ......,_._ -• · - •"'-• H oontalu • yg!ld OMB CClrlllo1 num.,_, 

/';ub31iMll lot 1om1 144!1/PTO 
Comp/er. if Known 

"" AppUcatlon Number 10/311,814 

INFORMATION DISCLOSURE Filing Dalle April4, 2003 

STATEMENT BY APPLICANT Flrat Named Inventor Michael Spino 
Alt Unit 1614 

~-- trJfllfy..-.. ,,.,....,, 
Examiner Name Raymond J. Henley Ill 

~881 11 I or I 1 Attorney Dodcet Number PC-1834033 ~ 

NON PATENT LD'ERA nJRE DOCUMBNTS 
Examiner Cite Include name of the author (in CAPITAL LETlERS), title of the aftic.le (when appropriate), title of 
Initials• No.' the item (boolt. magazine, joumar, serial, symposium, C81Bklg, etc.), detB, page(a). volum&-lasue r2 
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Hematolo , Uniwrsi o Toronto, Canada (N.F.0.) Se t. 27, 1999. 

DATE CONSIDERED 

EXAMJ.N~ Initial ii citation considered, whethe.r or not citation is in confo ce with MPEP 609; Draw line through citation iJ 
not in conformance and not considered. 11\clu.dc (0 of this fonn wilh next COll\Dlunic:alion to a licant 
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CITATION OF PRIOR ART 

FORM PTl~H'9 US. OEP ARThmlT OF COMMERCE NO. APPLICATION SERIAL NO. 
1 lUH (REV. MJ) PAnNT AND ~EMARJ( omCE 

INFORMATION DISCLOSURE err A TION 

l!XAMlNEl 
INITIAL OOCUMDIT NUMBER DATE 

U.S. PATENT DOCUMENTS 

CROUP AJCf UNIT 
1614 

NAME Cl.ASS SUBCl..A$ 

FOREGN PATENT DOCUMENTS 

OATI! COUNTRY 

OTHER DOCUMENTS (Including Author, Tille. Date. Pertinent Pages, Etc.) 

flUNGDAlC 
IF APPROPRlAlC 

lRANSJ.ADON 
YES NO 

N, F. Olivieri and G. Brittenham. Long-Term Trials of Deferiprone in Cooley's Anemia. 
Ann.N. Y.Acad.Sci. 80:217-222, 1998. 
Kontoghiorghes GJ, Aldouri MA, Sheppard L, Holfbrand AV. 1,2-Dimethyl-3-hydroxypyrid· 
4-one, an orally active chelator for treatment of iron overload. Lancel 1987 JUI\ 6;1(8545):1294-
5 
Nathan DG. An orall active iron chelator. N En I Med. 1995 A r 6;332 14 :953-4. 
Olivieri NF, Brittenham GM, Matsui D, Berlcovitch M. Blend.is LM, Cameron RO, McClelland 
RA, Liu PP, Templeton DM, Koren G. Iron-chelation therapy with oral deferiprone in patients 
with thalassemia ma'or. N En I J Med. 1995 A r 6·332 14 :918-22. 
Biochimica et biophysica acta molecular basis of disease. vt500 n3 (Mar 17, 2000) : p342-348. 
(Plea.se note this reference is the same as BiochimiCJJ et bicphysiai acta mofecular basis of disease; 
V.1500; No. 3; March 17 00; 342-348 - Reference 59 . 

EXAMINER: lllitial ii citation consi ered, whether or not citation is in co ormance with MPEP 609; Draw line through dtation U 
not In conformance and not considered. Include co of this form with next ro1JU11unication to a licanL 
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CITATION OF PRIOR ART 

FORM PTG-1449 U.S. DEPARTMENT OF CX>MMERCE APPLICATION SERIAL NO 
(REV. 8-83) PATENT AND TRADEMAIUC OFflCE 1 1 • .8H 
INFORMATION OISCl..OSURE CITATION 
Usr KV ml shttts ii nKessa 

EXAMINER 
INTllAL DOCtJMfNT NUMBER DATE 

tlUNCDATE 

U.S. PATENT DOCUMENTS 

CROUP ART UNIT 
161' 

NAME QA$ SUBCLASS 

FOREIGN PATENT DOCUMENTS 

DATE CX>UNTRY 

OTIIER DOCUMENTS (lnduding Author, Title, Date, Pertinent Pages, Etc.) 

FIUNCDATE 
If APPROPRIATE 

TRAN§l..Al10N 
YES NO 

Cohen AR, Martin MB. Iron chelation with oral deleriprone in patients with thalassemia. N 
En I Med. 1998 Dec 3;339 23 :171H. 
Crady RW, Giardina PJ. Iron chelation with oral deferiprone in patients with thalassemia. N 
En 1 Med. 1998 Dec3;339 23 :1712-3. 
Wonke B, Teller P, Hoffbrand AV. Iron chelation with oral deferiprone in patients with 
thalassemia. N En I Med. 1998 Dec 3;339 23 :1712. 
Stella M, Pinzello C, Maggio A. Iron chelation with oral deleriprone in patients with 
thalassemia. N En 1 Med. 1998 Oec3;339 23 :1712. 
Callea F. Iron chelation with oral deleriprone in patients with thalassemia. N Engl J Med. 1998 
Dec 3;339 23 :1710-1. 

EXAMINER: Initial i.I cititio col\Sidc , whether or not citation i.s In conlormance with EP «H; Draw line through dtation U 
not in conformance and not considered. Include co of this form with next communication to a Ucant 
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CITATION OF PRIOR ART 

FORMm1449 US.OEPARTMENTOFCOMMERCE APPLICATION SERIAL NQ 
(REV. S-m) PATCHT ANDTRAOEMAR)C omce 10 ' 
INFORMATION DISCLOSURE CITATION 
UR several shttb iJ n«cs.sa 

EXAMINER 
INl11Al DOCUMENT NUMBER DATE 

U.S. PATENT DOCUMENTS 

CROUP ART UNTT 
161' 

NAME Cl.A$ SIJBCLASS 

FOREIGN PATENT DOCUMENTS 

DATE COUNraY 

OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages, Etc.) 

AUNGDATE 
IF APPROPRIATE 

Tricta F, Spino M. Iron chelation with oral deferiprone in patients with thalassemia. N Engl J 
Med. 1998 Dec 3;339 23 :1710. 
Hershko C., Link G .. and loav C .. Pathophysiology of Iron Overload. Ann.N. Y.AClld.Sci. 
850:191-201, 1998. 
Mumby, S., Chaturvedi, R.R., Brierley, J., Uncoln, C., Petros, A., Redington, A.N., Gutteridge, 
J.M.C.. lron overload in paediatrics undergoing cardiopulmonary bypass. Biochimica et 
bio h sica acta molecular basis of disease: vt500 n3 Mar 17, 2000 : 2-348 
Y. Tung, F. J. Farrell, T. M. Mt<:ashland, R. G. Gish, 8. R. Bacon, E. B. Keeffe, and K. V. 
Kowdley. Long-term follow-up after liver transplantation in patients with hepatic iron 
overload. Lioer Tr I.Sur . 5:369-374, 1999. 
Telfer PT, Prestcott E, Hoden S, Walker M, Hoffbrand AV, Wonke B. Hepatic iron 
concentration combined with long-term monitoring of serum ferritin to predict complicaitons 
of iron overload in thalassaemia major [In Process Citation). Br J Haematol 2000; 110(4):971-
m . 
Wonke B, Anderson L, Pennell D.J. Iron Cllelation Treatment Based on Magnetic Resonance 
Imaging (MRI) in 8-Thalassaemia Major. (Abstract) 11111 Intemational Conference on Oral 
Chelation, Catania, Ital • Pa es 61-65, 2001. 

DA TE CONSIDERED 

EXAMINER: Initial ii citation considered, whether or not citation is in confo ce with MPEP 600; Draw line through citation il 
not in confonnal'lre and not considered. Include co of this fonn with next COl1Ullunication to a licaJtl. 

•. 
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CITATION OF PRIOR ART 

FORM f'ro.1449 U.S. DEJ'ARTMFNf OF COMMERCE 
(REV. M3) PATENT ANO 'mADEMAIUC Of'flCE 

ATTY. OOOCET NO. 
PC-18.'H033 

AJ'PUCATION 5£RJAL NO. 
1 11,SH 

INf-ORMA TION DISCLOSURE err A TION APPUCANT 
A otexlnc. ~ ~eral sheets ii """"5Sa 

EXAMINER 
INmAL DOCUMENT NUMBER DAT!i 

AUNCDATE 

U.S. PATENT DOCUMENTS 

CROUP Alff UNTT 
1614 

NAME ~ SUBCLASS 

FOREIGN PATENT DOCUMENTS 

DATE COUNTRY 

OTHER DOCUMENTS (lncl11ding Author, Title. Date. Pertinent Pages, Etc.) 

AUNCDA'TC 
IF APPROPRIATE 

DW§LAJJON 
YES NO 

Diav-Cibin et al, 1997, Oral iron chelation with Deferiprone, Clinics of North America, (1997 
Feb 44 1 235-47. Ref. 75,XP001030553 
Gabriella Link et al., Cardioprotective effect of a-tocopherol, ascorbate, deferoxamine, and 
deferiprone: Mitochondrial function in cultered, iron-loaded heart cells, J. Lab Clin. Med., 
1332, . 179-183 l qqq 
B. Wonke et al., Combined Therapy with Oeferiprone and Desferrioxamine, British Journal of 
Haematolo , 10'3, P361-183 ( l q q ~ 
Oma Diav-Citrin et al., Oral Iron Chelation with Deferprone, New Frontiers in Pediatric 
Dru Thera , 44 1 P235-247 1 

DA TE CONSIDERED 

EXAMINER: Initial ii citation considered, whether or nol citation i,, in conl ce with MPEP 61»; Draw line through citation ii 
not in contonnance and not considered. lndude co of this form wldl next COIJUl\unlcadon to 11 Uca.nt. 
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Examiner-Initiated Interview Summary 

Application No. 

10/311,814 

Examiner 

Applicant(s) 

SPINO ET AL. 

Art Unit 

Raymond J. Henley Ill 1614 

All Participants: Status of Application: Pending 

(1) Raymond J. Henley Ill. 

(2) Neil Hughes. 

Date of Interview: 16 December 2005 

Type of Interview: 
C83 Telephonic 
D Video Conference 

(3) _ _ . 

(4) __ . 

Time: PM fE.D. T.) 

D Personal (Copy given to: 0 Applicant D Applicant's representative) 

Exhibit Shown or Demonstrated: C83 Yes D No 
If Yes, provide a brief description: Proposed Examiner's Amendment. 

Part I. 

Rejection(s) discussed: 
None 

Claims discussed: 
All 

Prior art documents discussed: 
None 

Part II. 

SUBSTANCE OF INTERVIEW DESCRIBING THE GENERAL NATURE OF WHAT WAS DISCUSSED: 
Authorization Given for Examiner's Amendment. 

Part Ill. 

C83 It is not necessary for applicant to provide a separate record of the substance of the interview, since the interview 
directly resulted in the allowance of the application. The examiner will provide a written summary of the substance 
of the interview in the Notice of Allowability. 

0 It is not necessary for applicant to provide a separate record of the substance of the interview. since the interview 
did not result in resolution of all issues. A brief summary by the examiner appears in Part II above. 

U.S. Paten\ end Tre.demorlt Office 
PTOL-4136 (04-03) Examiner Initiated Interview Summary Paper No. 12162005 
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Issue Classification 
Application/Control No. Applicant(s)/Patent under 

Reexamination 

1111 II II II II 
10/311,814 SPINO ET AL. 
Examiner Art Unit 

Raymond J. Henley Ill 1614 

~ Claims renumbered in the same order as presented by applicant D CPA D T.D. D R.1.47 
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U.S. Patent and Trademark Office Part of Paper No. 12162005 

 
420 of 435

Taro Pharmaceuticals, Ltd. 
Exhibit 1004



Search Notes 
Appll~llon No. Appllcant(a) 

IHill~~~ 
10/31 t 814 SPINO ET AL. 

Examiner MUfllt , . 
Ravmond J. Henlev Ill 1614 
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PART B - FEE(S) TRANSMITIAL 

Complete and send this form, together With applicable fee(s), to: M!ll Mail Stop ISSUE FEE . 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, Virginia 22313-1450 

or .Ellx (571) 273-2885 
INSTRUCTIONS: This fonn should be used for transmitting the ISSUE FEE and PUBLICATION FEE (if required). Blocks I through 5 should be completed where 
appropriate. All further correspondence including the Patent, advance orders and notification of maintenance fees will be mailed to the cUJTeOt correspondence address as 
indicated unless corrected· below or directed othCJWise in Block I, by.( a) specifying a new·corrcspondence·address; and/or (b) indicating a separate "FEE· ADDRESS" for 
maintenance fee notifications. 

CURRENT CORRESPONDENCE ADDRESS (l'lotc: Use Block t for aay dw1gc of oddt<SJ) 

23607 1590 12123/2005 

IVOR M. HUGHES, BARRISTER & SOLIC 
PATENT & TRADEMARK AGENTS 0 
175 COMMERCE VALLEY DRIVE WEST 
SUITE200 \ 

Note: A certificate of mailing can only be used for domestic mailings of the 
Fee(s) Transmittal . This certificate cannot be used for any other accompanying 
paper,;. Each add)tional J>!lper, .such as an ~signment or formal drawing, must 
have.us own cett1ficatc of ma1hng or transm1ss1on. 

Cer tificate of Malling or Transmission 
I hereby certify that this Fee(s) Transmittal is being deposited with the United 
States Postal Service with sullicicnt PQS~e for fuSt class mail in an envelope 
addressed to the Mail Stop lSSUE FEc address abovel or being facsimile 
transmitted tO the USPTO 571) 273-2885, on the date ina.icatcd befow. 

THORNHILL, ON L3T 7P6 
CANADA 

JAN 06 1006
11

. 
~ 

(Depositofs rwnt) 

(Sign&IUrt) 

APPLICATION NO. FILING DATE 

10/311,814 04/04/2003 

TITLE OF INVENTION: USE FOR DEFERIPRONE 
01/09/200& liBEYalE2 00000027 10311814 

01 FC:1501 
02 f1::1501APPLN. TYPE 

nonprovisional 

EXAMINER 

1400.00 OP 
SMALltEiifF'i:i\Y U? 

NO 

HENLEY IIJ, RAYMOND J 

ISSUE FEE 

$1400 

ARTUNIT 

1614 

Michael Spino 

PUBLICATION FEE 

$300 

CLASS-SUBCLASS 

514-348000 

A lTORNE'i DOCl<.ET NO. 

PC-1834033 

TOT AL FEE(S} DUE 

$1700 

CONFIRMATION NO. 

2281 

DATE DUE 

0312312006 

I. Change of correspondence address or indication of "Fee Address" (37 
CFR 1363). 

0 Change of correspondence address (or Change of Correspondence 
Address form PTO/SB/ 122) attached. 

2. For printing on the patent front page, list 
( l)thenamcsofupto3registeredpatentattomeys Neil H. Hughes 
or agents OR, altcmativcly, 

0 "Fee Address" indication (or "Fee Address" IDdication form 
PTO/SB/47; Rev 03-02 or more recent) attached. Use of • Customer 
Number Is rtqulrcd. 

(2)thenameofasinglefirm(bavingasamcmbera 2 Ivor M. Hughes 
registered attorney or agent) and the names of up tO 
2 registered patent attorneys or agents. lfno name is 3 Marcelo K. Sarkis 
listed, no name will be printed. 

3. ASSIGNEE NAME AND RESrDENCE DAT A TO BE PRINTED ON THE PA TENT (print or type) 

PLEASE NOTE: Unless an assignee is identified below, no assig11ec data will appear on the patent. If an assignee is identified below, the document bas been filed for 
reeordation as set forth in 3 7 CFR: 3.1 I. Completion of this folTD is NOT a substitute for filing an assignment. 

(A) NAME OF ASSIGNEE 

Apot ex Inc . 

(B) RESIDENCE: (CITY and STATE OR COUNTRY) 

Weston, Ontar io, Canada 

Please check the appropriate assignee category or categories (wiU not be printed on the patent) : 0 Individual !:! Corporation or other private group entity 0 Government 

4a. The following fee(s) are enclosed: 4b. Payment ofFec(s): 

12!1 Issue Fee QI A check in the amount of the fee(s) is enclosed. 

@ Publication Fee (No small entity discount permitted) 0 Payment by credit card Form PT0-2038 is anached. 

0 Advance Order - #of Copies ~ The Director is hereby eutho.tized h"i.charge the ~uired fec(s), or credit any oveq>ayment, to 
Deposit Account Number U~- JZ'5 5 (enclose an extra copy ofthlS form). 

S. Change 1.n Entity Status (from status indicated above) 
0 a. Applicant claims SMALL ENTITY status. See 37 CFR 1.27. 0 b. Applicant is no longer claiming SMALL ENTITY status. See 37 CFR I .27(g)(2). 

The Director of the USPTO is requested to apply the Is ue fee and Publication Fee (if any) or tO re-apply any previously paid issue fee to the application identified above. 
NOTE: The Issue Fee and Publication Fee (ifrequi ·n not be accepted from anyone other than the apphcant; a registered attorney or agent; or the assignee or other party in 
interest as shown by the records of the United S P t Tradem Office. 

Registration No. __ 3_3_,_, _6_3_6 _ ____ _ _ 

This collection of information is required by 37 CFR 1.3 I I. The info tion is required tO obtain or retain a benefit by the public which is tO file (and by the USPTO tO process) 
an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated tO take 12 minutes to complete, including gathering, prepanng, and 
submitting the completed application fonn tO the USPTO. Time will vary d~pcnding upon the individual case. Any comments on the amount of time you reguire tO complete 
this fonn and/or suggestions for reducing this burd~ should be sent tO the Chief Information Officer, U.S. Patent and Trademark Office, U.S. Department of Commerce, 1'.0. 
Box 1450, Alexan<fna, Virginia 22313-1450. DO NuT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, 
Alexandria, Virginia 22313"-1450. 
Under the Papcrworlc Reduction Act of 1995, no persons arc requiicd tO respond to a colle<:tion of information unless it displays a valid OMB control number. 

PTOl..-85 (Rev. 07105) Approved for use through 0413012007. OMB 0651-0033 U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 
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COPY 
UNITED STATES DEPARTMENT OF COMMERCE (-v.\ United States Patent and Trademark Offi~e 
Address: COMMISSIONER FOR PA TENTS 

1 ~·~·i~riiaia22ll3·14SO 
i 6 1U~G . • " . ....,..... uspco.gov 

'-_~oTicE OF A,LLO~ AN~~ AND FE~(S) nlrE 
7590 12123120051,... ------EXAMIN ___ E_R-------. 

23607 

IVOR M. HUGHES, BARRISTER & SOLICIT 
PATENT & TRADEMARK AGENTS 
175 COMMERCE VALLEY DRIVE WEST 
SUITE200 
THORNHILL, ON L3T 7P6 
CANADA 

· ~©~awrgrm 
[JAM 0 4 2006 ]till 

HENLEY Ill, RAYMOND 1 

ARTUNIT PAPER NUMBER 

1614 

DATE MAILED: 12/23/2005 

IVOR M. HUGHES 

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR I ATTORNEY DOCK.ET NO. I CONFIRMATION NO. 

l(l/311,814 04/0412003 Michael Spino PC-1834033 2281 

TITLE OF INVENTION: USE FOR DEFERJPRONE 

• APPLN. TYl'E SMALL ENTITY ISSUE FEE PUBLICATION FEE TOT AL FEE{S) DUE DATE DUE 

· nonprovi.sional NO $1400 $300 $1700 0312312006 

THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT. 
PROSECUTION .QN IDE MERITS IS CLOSED. TIDS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
Tms APPLICATION IS SUBJECT TO WITHDRAWAL FROM ISSUE AT THE INITIATIVE OF THE OFFICE OR UPON . 
PETITION BY THE APPLICANT. SEE 37 CFR 1.313 AND MPEP 1308. 

THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN TBREE MONTHS FROM THE 
MAILING DATE OF TffiS NOTICE OR TIDS APPLICATION SHALL BE REGARDED AS ABANDONED. IBIS 
STATUTORY PERIOD CANNOT l!E EXTENDED. SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE 
REFLECTS A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE APPLIED IN TffiS APPLICATION. THE PTOL-8SB (OR 
AN EQUIVALENT) MUSI BE RETURNED WIIIDN THIS PERIOD EVEN IF NO FEE IS DUE OR THE APPLICATION WILL 
BE REGARDED AS ABANDONED. 

HOW TO REPLY TO TIDS NOTICE: 

I. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 

A. If the status is the same, pay the TOTAL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box 5b on Part B -
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 

If the SMALL ENTITY is shown as NO: 

A. Pay TOTAL FEE(S) DUE shown above, or 

B. If applicant claimed SMALL ENTITY status before, or is now 
claiming SMALL ENTITY status, check box 5a on Part B - Fee(s) 
Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 

Il. PART B - FEE(S) TRANSMITTAL should be completed and returned to the United States Patent and Trademark Office (USPTO) with 
your ISSUE FEE and PUBLICATION FEE (if required). Even if the fee(s) have already been paid, Part B - Fee(s) Transmittal should be 
completed and returned. If you are charging the fee(s) to your deposit account, section "4b" of Part B - Fee(s) Transmittal should be 
completed and an extra copy of the fonn should be submitted. 

m. All communications regarding this application must give the application number. Please direct all communications prior to issuance to 
Mail Stop ISSUE FEE unless advised to the contrary . 

. IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of 
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due. 

Page I of 3 

PTOL-85 (Rev. 07105) Approved for use through 0413012007. 
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Ivor M. Hughes 
Barrister & Solicitor 

Our Ref: PC-1834033 

January S, 2006 

VIA COURIER 

United States Patent and Trademark Office 
Customer Service Window, Mail Stop Issue Fee 
Randolph Building 
40 I Dulany Street 
Alexandria, VA 22314 

Dear Sir: 

Re: United States Patent Application Serial No. 10/311,814 
Assignee: Apotex Inc. 
Inventors: Michael Spino and Antonio Piga 
for A NEW USE FOR DEFERIPRONE 
Filed: April 4, 2003 Group Art Unit: 1614 
Confirmation No: 2281 
Due Date: March 23, 2006 CUSTOMER NO. 23607 

Barristers & Solicitors 
Ivor M. Hughes 

Rick Tuzi 

Patent Agents 
Neil H. Hughes, P.£ng. 

Marcelo K. Sarkis , P.Eng. 
Wm. l<i11 Sinden 

Samuel T. Tekie , P.Eng. 
Francis Ng-Cheng-Hin 

Pursuant to the Notice of Allowance dated December 23, 2005, a copy of which Notice is enclosed 
herewith for your reference, Applicant respectfully submits herewith a cheque in the amount of $1700.00 
USD made payable to "The Commissioner of Patents" which includes the issue fee of ($1400.00) and 
the publication fee of ($300.00) for a large entity. Should there occur an overpayment or an 
underpayment of fees in respect of this application, the Commissioner is authorized to access Deposit 
Account Number 08-3255 to make the appropriate adjustments. 

Applicant also submits a completed PTOL-85 Issue Fee Transmittal Form. 

Also enclosed herewith is a stamped, self-addressed verification card which we request that you kindly 
acknowledge and return to this office at the earliest opportunity. 

We thank the Commissioner for his cooperation in this regard and look forward to obtaining an issue 
notification in this regard. 

NHH/ lvp 
En els. 

175 Commerce Valley Dr. W., Suite 200, Thornhill, Ontario, Canada L3T 7P6 Phone: 905 771-6414 Fax: 905 771-6420 
websi1e: www.ivormhughes.com email: mail@ivormhughes.com 
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11-10- 15:11:01AM;Goodmans LLP RECEIVED 
CC::NTAAL FAX CENTER 

NOV 1 0·2015 

; 4169791234 # 4/ 6 

PTOJSB.'80(1~) 
Anro..ct IOI' VI• VllVUllll 11m1201t. OM8 115~1-00~5 

U.8. Pl\snt encl Trtdelll~ 0111ct: U.S. ct!PAATMENT OF COMM~CE 
\Melot lllO P•potlfOtll Roellldl«t N:J. or 11195, no P•IMlll.,. reqlllttcl IO r.pomi IO • c:o11.caon Ol llllOllMllOn v.,,_. It d1lllfa1t • YAlld OMS con~ 1111m11.r. 

POWER OF ATTORNEY TO PROSECUTE APPLICATIONS BEFORE THE USPTO 

I hereby revoke au previous powers of attorney given in the appficatlon ldenUfled In the attached statement under 
37 CFR 3.73Cbt 
I horoby appoint 

0 :--" .............. """""',- I , .... , I 
0 PnlClltloner(•) namoo below (If more than ton potent pracuuonott are to bO named, 11\on • cuetomor number mutt bO llSOG): 

Ne.me R~~n (~;..,_~~~~--N•_m_' ________ ~ __ R';1_:!n_1n1_t!._o_n-t 
,!:~ i-----------------------+-------t•'"..------------------t------t 

i--~--------------+----~~~..--~-----------t---------t 
~·· !---------------+-------.. ~:: ...... ____________ ,.._ ______ ...,. 
·::. 

oe vtlomey(•) or agent(•) to nipreMnt tno unaorttgnod before the United scatea Patent ones T1'8domoitt Olllce (USPTO) tn conl\Oellon v.!Ul 
ony and all potent appUcaUona aHlgned a to tho unda111lgnad llCCDldlng to.Iha USPTO assignment reeorda or aaalgrvnert dacum1111ta 
at\ecl'lod to thla.rotm In accordance with 37 Cf'R 3,73(11), 

U Fiim DI' 
lNfMlllnll Nome Goodmans LLP 

Bay Adelaide Centre, 333 Bay Street Suite 3400 

Torcnto I Sr.to ON 
Ccunuy Canada 
Telophono 416-979-2211 I eman 

AHlQl\111111 Nllmll ancl AOclra&a: 

Apotex Technologies Inc. 
150 Signet Drive · 
Toronto, Ontario M9L 1T9 CANADA 

L681B6 

A c:opy of th la fonn, to;othor with• atatiimont under 37 CFR 3.73(b) (Fonn PTO/SBIBB or oqulvalent) la roqulrod to bo 
flied In o•c:h •ppllc:otlon In whlc:h thl• fonn le u.ed. Tho etatomorrt undtT 37 CFR 3.7~b) may be cornplatad by one of 
tho practltlonara appolntlld In thbl tonn If th• appolntod practlt!oner la authorlzod to act on behalf of tho anlgnoo, 
and muat ldentlfy the ODDllcatlon In which thle Po-r of Attomov la to be ftlod. 

Sl~NA'l'URI? tit ANlgneo of R9cord 
The lndlvidulll who~ 11~- 41ld title la Npplled below Is 11uthoriz.cd to oc1 OI\ bebalf of!hc iwisziee 

l 0~10 tl I() ~I e9..015 
N1111m11 Or. Bemard Shannan Teloptiono 416-149~300 
Tltlo Director & President 
Tiils miealen 011n1a111111uon11 requllllcl by )7 CFR 1 ,)1, 1.32 and 1,)3. Tiie l!r.1111718\lOrl la 19qUlr911 U>Ollllll\ arniUlln • oo".m by ll1o pullllc wtlle/118 tDllle (and 
by lhD USP TO ID pnicna).., appllm!IOl'I. c~ II gGOl9m1ld by :SS v.s.c. 122 111111 '7 CFR 1.11 &lid , , 1•. Thl9 m!locllon II el!lm1•d llO lllU :I mlllullfl 
ta~. lndudlno qath1rlng, pnip•tlng. i nd llUllmllllng Iha c.crnPelacl appllcallon fOrm lo Ille USJl'TO. Ttm1win11111)' d1pondlng upon '111 lndl..tdvll CllM, Arrt 
CDlftMll1a on tlut 1moun1 ct time mu requlze lo Clllllpi4te l/\lo latm llldlar 1u;oo1dan1 fDf l'llC!ucl~g Olla burdl>n. •hOllld bo ael!I 11> lllo Chief lnlD11110Uon Olllear, 
U,S. Poi.nt and TnideNlll Olllco. U.S. Depaftnl4lrlt of Conunoru, P.O. Box 1'SO, Nox1111clrla, V"' ztll3-1•!11), DO NOT $£nD FEES OR COMPLETED 
FORMS TOTHISADOIWI& SEND TO: CGmmlaalonorfor P11ten1a, P.O. 81))11'40, Aloxandrla, VA 22:S1~1•60. 

If you need ou~~ ltt cotnllfollhg Utt form. coll 1-60D-P'TQ.'1911on'd10/oct option 2. 

PAGE 4/6 • RCVD AT 11/101201511:00:27 AM ~astern standard Time)' SVR:W,OTOFAX-002/0 1DNIS:273830D 1CS!D:4169791234 1 DURATION (mm-ss}:02·51 
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... 
.• 11-10-15;11:01AM;~oodmans LLP 

RECEIVED 
CC:NTRAL FAX CENTER 

NOV 10·2015 
;4169791234 # 5/ 6 

PTOISS.W (07~) 
~tor UM llltoliClh 117m12Dl2. OMB 01151-00), 

U.S. Po'9nt and Trodemaltl Olflce: U.S. DEPARTMENT OF COMMERCE 
l/ndor lho PopelWOllt Roducllon Ac! Of 1!>05, no penona OA reciulrOCI to retPOnd to 11 coOectlon or tnlOl'lllllUon union It C!leploys o valid 0M9 conlrol n11mbel. 

STATEMENT UNDER 37 CFR 3.73!b) 

Applicant/Patent owner: Apotex Technologies Inc. 

Application No./Patent No.: 10/311,814 / 7. 049 .326 Flleo/lssue Date: April 4, 2003 / May 23, 2006 

Tlded: use FOR OEFERIPRONE 

.Apotex Technologies. Inc. 
--~~~~~...;;...~~~~~~~~~~~·a 

corporation 
(Nomo al Aa&IQl!oo) 

states that it is: 

1. lgj !he assignee of the entire right, title, and interest in: 

2. D an assignee of less than the entire right. title, and Interest In 
(T~ extent (by percentage) of its ownership Interest is ---- %); o< 

3. 0 the assignee of an undivided interest in the entltety of (a complete assignment from one of the Joint Inventors was made) 

the patent application/patent Identified above. by virtue of either. 

A. D An assignment from the lnventor(s) of the patent application/patent Identified above, The assignment was recorded In 
the United States Patent and Trademark Office at Reel , Frame • or for which a 
copy therefore is attached. 

OR 

8. [81 A chain of title from the ln....entor(s), of the patent application/patent id0ntified above, to the current assignee as follows: 

1. From: Inventors (Antonio Piga and Michael Spino) To: Apotex Inc. 
~~~~~~~~~~~~~~~~~ 

The document was recorded Jn the United States Patent and Tradema!1( Office at 

Reel 018013 , Frame 0236 or for which a copy thereof is attached. 

2. From: Apotex Inc. To: Apotex Technologies Inc. 

The d~ment was recorded in the United States Patent and Trademark Office at 

Reel 018026 , Frame 0603 or for which o copy thereof is attached. 

3. From: 

The document was l'GCOrded In the United States Patent and Trademark Office at 

Reel , Frame or for which a copy ttlereof is attached. 

0 Additional documents In the chain of title are listed on a supplemental sheiet(s). 

[8] As required by 37 CFR 3.73(b}(1 )(i). the documentary evidence of tl'le chain o1 title from the original owner to the assignee was. 
or concurrently is being, submitted for recordation pursuant to 37 CFR 3.11. 

(NOTE~.sepor.ite copy (i.e., a true copy of the ortglnal assignment document(s)) must be submitted to A5slgnment Division In 
accord/{f ce h 37 CFR Part 3. to record the assignment In the records of the US PTO.~ MPEP 302.08} 

The und&~/r;ed w se title is su · low) Is authorized to act on behalf of the assignee. NOV 1 0 Z015 

Dino Clarlzio (Reg. No. 37572) 
Printed or Typed Name 

Date 

Patent Agent for the Owner 

Title 
Thia couoc:uon at ntormauon 11 niqu1ro4 by 37 CFR 3.7'3(b). Tllo lnrotmoucn Is 1e11u1reo to ~toln 011e1111n o benom l>Y Ille pubdl~ wNch lo to lllo (ond by lho US PTO 10 
procaaa) on oppllCQllQn, ConfidcndQflly I• oovom..o bY 3' v.s.c. 122 ond 37 CAA 1. 11 onll 1. 14. Tiils c:olloc:Oon I~ eallmo!Dd 10 toko 12 mlnvtoa to complele, lncludlng 
golhorlno. PRIP•r1no. and ... bmllUno lho coml)fo1cC! llPpilebUon lotm to tho USPTO. Time will VO."J dopandlng upoo lho lndMdUal cnae. Any comrn<1n111onthoamountat1imo 
you requite to eomp;crtc 1111, rorm onctor 1uooottl0na ror t&C!Uclllg thb ourde11, alw:>uld bO Mini to l/IO Clilof lntonn.ollDn 01!lcor. u.s. Po11tm and Tr.idomal1< Orrico, u.s. 
Coportm~nt or Commorc:o, P.O. Box 1450, AlexoriclrtD, VA 22313-1~50. 00 NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. S&HO TCI Commleeloftor 
for P•tonto, P.O. e0>e 1450 • .O.le:unlll1o, VA 2231~·14i;O. 

If you nooll oztslDnce 111 tomp/1111/IO Ille fOhtl, colt 1~o.PTO.<J19:9 !Mii :eroet opUon 2. 
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11-10-15;11:01AM;Goodmans LLP ;4169791234 

Privacy Act Statement 

The Privacy Act of 1974 (P.L. 93-579) requires that you be given certain Information In connection 
with your submission of the attached form related to a patent application or patent. Accordingly, 
pursuant to the requirements of the Act, please be advised that: (1) ~he general authority for the 
colleotlon of this Information Is 35 U.S.C. 2(b)(2); (2) furnishing of the information solicited is voluntary; 
and (3) the principal purpose for which the information is used by the U.S. Patent and Ttademark 
Office IS to process and/or examine your submission related to a patent appllcatlon or patent. If you do 
not furnish the requested information, the U.S. Patent and Trademark Office may not be able to 
process and/or examine your submission, which may result In termination of proceedings or 
abandonment of the application or explratlon of the patent. 

The Information provided by you in this form will be subject to the following routine uses: 

1. The information on this form will be treated c:onfidentiany to the extent allowed under the 
Freedom of Information Act (5 U.S.C. 552) and the Privacy Act (5 U.S.C 552a). Records from 
this system of records may be disclosed to the Department of Justice to determine whether 
disclosure of these records is required by the Freedom of Information Act. · 

2. A record from this aystem of records may be disdosed, as a routine use. in the course of 
· presenting evidence to a court. magistrate. or administrative tribunal, Including dlsdosures to 
opposing counsel In the CO\Jrse of settlement negotiations. 

3. A record in this system of records may be disclosed, as a routine use, to a Member of 
Congress submitting a request involving en individual. to whom the record pertains. when the 
individual has requested assistance from the Member with respect to the subject matter of the 
record. 

4. A record In this system of records may be disclosed, as a routine use, to a contractor of the 
Agency having need for the Information in order to perform a contract.. Recipients of 
information shall be required to comply with the reciuirements of the Privacy Act of 1974. as 
amended, pursuant to 5 U.S.C. 552a(m). 

5. A record related to an lntemational Application filed under the Patent Cooperation Treaty In 
this system of records may be disclosed. Gs a routine use. to the lntematlonal Boreau of the 
World Intellectual Property Otganb:atlon. pursuant to the Patent Cooperation Treaty. 

6. A reCOf'd in this system of records may be CSlsclosed, as a routine use, to another federal 
agency for purposes of Natlonal Security review (35 u.S.C. 181) arid for review pursuant to 
the Atomic Energy Act (42 U.S.C. 218(c)). . 

7. A record from this system of. records may be diSclo$ed, as a routine use, to the Administrator, 
General Services, or hisJher designee, during an Inspection of records conducted by GSA as 
pert or t~t agency's responslblllty to recommend improvements in records mallagement 
practices and programs, under authority of 44 u.s.c. 2904 and 2906, Such disclosure shall 
be made in accordance with the GSA regulations governing Inspection of records for this 
purpose, and any other relevant (I.e., GSA or Commerce) directive. Such disclO$Vre shall not 
be used to make determinations about Individuals. 

8. A reCOl'd from this $ystem of record$ may be disclosed, as a routine use, to the public after 
elt~r publication of the application pursuant to 35 lJ.S.C. 122(b) or Issuance of a patent 
pursuant to 35 U.S.C. 151 . Further. a record may be dlsclo$ed, subject to the limitations of 37 
CFR 1.14, as a rouUne use, to the public if the record was filed In an application which 
became abandoned or in which the proceedings were terminated and which application ls 
referenced by either a publlshed appllcatlon, an appllcatlon open to public Inspection or an 
Issued patent. 

9. A record from this system of records may be disclosed. as a routine use. to a Fe<leral, State, 
or local law enforcement agency. if the US PTO becomes aware of a vlolaUon or potential 
violation of law or regulation. 
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11-10-15;11:01AM;Goodmans LLP 
RECEIVED 

CENTRAL FAX CENTER 

Goodm.ans ·.NOV 1 · 0 2015 

Facsimile Transmittal Sheet 

November 10, 2015 

OUR MATTER: 12-2581 (Pl016US01) 

Total number of pages being transmitted, including this page....§..._ 

TO: COMPANY PHONE# 

Commission of Patents USPTO 

FROM: Dino P. Clarizio/ 416.597-4140 I dclarizio@goodmans.ca 

MESSAGE: Re: U.S. Patent No. 7,049,328 
U.S. Patent Application No. 10/311,814 
Filing Date: April 4, 2003 
Our Ref: P1016US01 

;4169791234 

~rristers & Solicllors 

8'y Adoloido Contro 
SJ3 8DY Stroet. Suite 3400 
Toronto, Ontlrlo MSH m 
Tclophone: 416.979.2211 
facsimile: 416.979.1234 
goodmans.ca 

FAX# 

571-273-8300 

Attached: Transmittal Form; Power of Attorney to Prosecute Applications Before 
the USPTO; Statement Under 37 CFR 3.73(b) 

6Sl20S8 

# 1/ 6 

TI1is communicntion is intended solely for the named nddrcs:icc(s) end m:iy contain infomiation that is privilci;cd. confidc11tlal. protected 
or otherwise exempt from db1closurc. No wniver or confidence, privilege, protection or otherwise is l?Uldc. If you ore not the intend~'<! 
recipient ol' this communication, plcn.~e ndvisc us immediately ond return the origim1I tra.nsmission to u.~ wlthout rc:iding. copying or 
forwnrdins it to onyonc. lfthiscommunic:ition is not properly received, plc:isc c:ill 416.597.5906 Extension 4663 Monday to Friday. 911111 
to9 pm. 
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11-10-15;11:01AM;Goodmans LLP 

Doc Code: TRAN.LET 

RECEIVED 
CENTRAL FAX CENTER 

·NOV 10 2015 
;4169791234 # 21 6 

Document OescrlptJon: Transmittal Letter 
PT0/$~1 107-09) 

"9P«Nod fOt 11•0111roua11 07n1/2012. OMB ~1-0G)1 
U.S. Petenl and Tradamarlt O!fA; U.S. OEPARTMENT OF COMMERCe 

D 

D 

D 
D 
0 

D 
D 

TRANSMITTAL 
FORM 

Foo Transmittal Form 

D Fee Attached 

Amendment/Reply 

D After Fina! 

D Affidavl191decl8ratlon{a) 

Extension of Tune Request . 
Express Abandonment Request 

lnformallon Olsclosure St;itement 

Cortlned CopY of Priority 
Oocumont(s) 

Rosily to Missing Pon:./ 
rncomploto Application 

D Reply to Mlsalng Ports 
unoer 37 CFR 1.62 or 1.53 

~ 

' r. 

Fiiing D<llO Aprll4, 2003 
Fir.st Named 11111entor Spina, Mlchaol 

MUnlt 1814 

Honloy Ill, Raymond J 

P1D16US01 

ENCl.OSURES (Chock all thot opply) 

D D Allor ADOw&ncc commun~llon IO TC 
Drawing($) 

D ucenslng-tela1ed Peper& D Appeal CommunlcaUon to Board 
of Appeals encl lnterlerences 

D Petldon D Appeal CommunlcaUon to TC 
IApp~al Notice, 8rtof1 Aoply Btlof) 

D Pelldon to Convol'\ to a D Proprtotary Information Provlalone1 ~lleatlon 

D PowerofAttorney,Revocallon D Statu• t.ouor Cnange of Correapondenco Address 

0 Yermlnal Olsdalmor 0 0\1\or Enclosuro(s) (ploose Identity 
below): 

D Power or Atlomey and Statement under 37 Roquost for Rofuno CFR3.7a(b) 

D CO, Numbor of CO(s) 

D Landscape Table on CD 

I Remark& I 

I I 
l I SIGNATllRE OF APPLICANT, A TIORNEY, OR AGENT 

FtrmNamo 
I 6rfl.i. / \ Go°1"? P 

Signature lf-.11 / -
P~nted name 

Clno<.63rlV 

Doto I Reg. NO. 137$'72 

CERTIFICATE OF TRANSMISSION/MAILING 

1 hereby ce!11fy th3l lhls correspondence ta be.Ing focslmllo 1r.u~sm1110<110 1no USPTO or deposited wth tM United Stoles Postal service with 
sufficient postage ea nrst c:iaas mall In an cnvolopo oddresaa<I to: Comml:i:sloner for Patents. P.O. Box 1450. Alexandria, VA 22313-1450 on 
the dale shown below: 
Slgn:nure 

Typod or printed name Ocie 

This c:otlor:tJon of lnla1TN1Uan Is rec;ulreCS by 37 CFR 1.5. Tllo lnronnoUon It roquiroel to obtain or ralllln o bonant by lho public Which la IO filo (and by Illa USPTO IO 
proceu) on oppllc.al'~n. CoriJldenll4Uiy la gavemod t>y 35 v .s.c . 122 ones :17 CFR 1.11 ondl.14. Thia a:>iloctJon Is asum11ed to i nOllfS to c:omptoto, lrldUdlnO 
g11therlng, pro~ring, onel a..~11\tltlng ltlo coml)lelod ooptlcttJo11 rorm to Ille VSP'TO. T".ma ,..ID vary depending upon tho lndlYlduol CAMI. Any o;gmmonlo on Ole 
omount ar Umo you ioqulro to comploto lhho form ondh>f ouggo1llon1 for rwudno llllt tiuroon, tllOuld 110 o¢nl to tllo Clllef ~nformoUon Olflc:M, v.s. Po1en1 Ot>CI 
Ttlldomolll 011!,o, U.S. ~portmcnl Ol Commorw. P.O. Dax 1'.4SO, Alox.onCSrla, VA 22Sl3-1~0. DO NOT SEND FEES OR COMP~ETED FORMS TO THIS 
AOORESS. SEND TO: Commlsslonor for Patonts, P.O. Box 1450, Aloxandrlo, VA 22313-1450. 

Jfyou need os!:l!ltsnce In completfng the form. C:llll 1..SCO-PT0-9199 ond soloct opllon 2. 
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11-10-15:11:01AM;Goodmans LLP ;4169791234 

Privacy Aet Statement 

The Privacy Act of 1974 (P.L. 93·579) requires that you be given certain informatJon In connection 
with your submission of the ettaehed form related to e patent application or patent. Accordingly. 
pursuant to the requirement& or the Act. please be advised that: (1) the general authority for the 
collection of this information is 3S U.S.C. 2(b)(2): (2) fumishing of the information solicited is voluntary; 
and (3) the principal purpose for which the information is used by the U.S. Patent and Trademark 
Office is to process and/or examine your submission related to a patent application or patent. If you do 
not furnish the requested Information. the u.s. Patent and Trademar1< Office may not be able to 
process and/or examine your subml$$10n. which may result In termination of proceedings or 
abandonment of the applleatlon or expiration of the patent. 

The Information provided by you In this form wlll be subject to the following routine uses: 

1. The Information on this form will be treated conficlentlally to the extent allowed under the 
Freedom of Information Act (5 u.s.c. 552) and the Privacy Act (5 u.s.c 552a). Records from 
this system of recotds may be disclosed to the Department of Justice to determine whether 
disclosure of these records is required by the Freedom of Information Act. 

2. A record from this system of records may be disclosed, as a routine use, In the courae of 
presenting evidence to a court, magistrate, or administrative tribunal, Including disclosures to 
opposing counsel in the course of settlement negotiations. 

3. A record in this system of records may be disclosed. as a routine use. to a Member of 
Congress submitting a request involving an Individual. to whom the record pertains. when the 
individual has requested assistance from the Member with resped to the subjeci matter of the 
record. 

4. A record In this system of records may be disclosed, as a mutine use, to a contractor of the 
Agency havlllg need for the Information in order to perform a contract. Recipients of 
information shall be required to comply with the requirements of the Privacy Act of 1974. as 
amended. pursuant to 5 U.S.C. 552a(m). 

5. A record related to an International Application filed under the Patent Cooperation Treaty in 
this system of records may be disclosed, as a routine use, to the International Bureau of the 
Wor1d Intellectual Property Otganlzallon, pursuant to the Patent Cooperation Treaty. 

8. A record in this system of records may be disclosed, as a routine use. to another federal 
agency for purposes of National Security review (35 u.s.c. 181) and for review pursuant to 
the Atomic Energy Act (42 U.S.C. 218(c)). 

7. A record from this system of records may be disclosad, as a routine use. to the Administrator. 
General Services, or his/her designee, during an inspection of records conducted by GSA as 
part of that agency's responsibility to recommend improvements in records management 
practices and programs. under authority of 44 u.s.c. 2904 and 2908. Such disclosute shall 
be made in accordance with the GSA regulations governing inspection of records for this 
purpose, and any other relevant (i.e., GSA or Commerce) directive. Such disclosure shall not 
be used to make determinations about individuals. 

8. A record from this system of records may be disclosed, as a routine use. to the publlc after 
either publication or the application pursuant to 35 U.S.C. 122(b) or issuance of a patent 
pursuant to 35 u.s.c. 151. Further. a record may be disclosed, subject to tha limitations of 37 
CFR 1.14, as a routine use. to the public If the record was flied In an application which 
became abandoned or In which the proceedlllgs were terminated and which application Is 
referenced by either a published application, an application open to public Inspection Ot an 
Issued patent. 

9. A record from this system of records may be disclosed, as a routine use, to a Federal, State. 
or local law enforcement agency. If the USPTO becomes aware of a violation 01' potential 
violation of l<!W or regulation. 
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~~~"·""~~ UNITED SmrEs PKrnNT AND TRADEMARK OFFICE 
~ i ~~~~~~~~~~~~~~~~~~~~-U~-- 11-'F.~l)~S1-'A'-rl-~-D-F.P-A-R'l-.M-F.~-T-O-l'-C0~~-1M-F.-RC~,F.~ 

Unit.ed Suu.e$ Patent and T"rt1dcnu1rk O ffice 
'" ~~ AddtCfl.COM.'>!lSSIO:-JER FOR PATl::NTS 

~~ ... ~ ~~x!~~uginia lnl3•14$0 

APPLICATION NUMBER 

10/311 ,8 14 

23607 
Heenan Blaikie LLP 
Bay Adelaide Centre 
333 Bay Street, Suite 2900 
P.O. Box 2900 
Toronto, ON M5H 2T4 
CANADA 

FILING OR 37l<CJ DA TE 

04/04/2003 

W\\w.uplo,gov 

FIRST NAMED APPLICANT AITY. DOCKETNO.rrITLE 

Michael Spino PC-1834033 
CONFIRMATION NO. 2281 

POWER OF ATTORNEY NOTICE 

11111m1 1111111 11111 111w!~~~~~~W~!l!~~~H~ 111111111 ~111 1111111 

Date Mailed: 12/03/2015 

NOTICE REGARDING CHANGE OF POWER OF ATIORNEY 

This is in response to the Power of Attorney filed 11/10/2015. 

• The Power of Attorney to you in this application has been revoked by the assignee who has intervened as 
provided by 37 CFR 3.71 . Future correspondence will be mailed to the new address of record(37 CFR 1.33). 

/tnguyen/ 

Questions about the contents of this notice and the 
requirements it sets forU1 should be directed to tJ1e Office 

of Data Management, Application Assistance Unit, at 
(571) 272-4000 or (571) 272-4200 or 1-888-786-0101. 
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~~~"·""~~ UNITED SmrEs PKrnNT AND TRADEMARK OFFICE 
~ i ~~~~~~~~~~~~~~~~~~~~-U~-- 11-'F.~l)~S1-'A'-rl-~-D-F.P-A-R'l-.M-F.~-T-O-l'-C0~~-1M-F.-RC~,F.~ 

Unit.ed Suu.e$ Patent and T"rt1dcnu1rk O ffice 
'" ~~ AddtCfl.COM.'>!lSSIO:-JER FOR PATl::NTS 

~~ ... ~ ~~x!~~uginia lnl3•14$0 

APPLICATION NUMBER 

10/311 ,8 14 

134997 
Goodmans LLP 
Bay Adelaide Centre 
333 Bay Street, Suite 3400 
Toronto, ON, M5H 2S7 
CANADA 

FILING OR 37l<CJ DA TE 

04/04/2003 

W\\w.uplo,gov 

FIRST NAMED APPLICANT AITY. DOCKETNO.rrITLE 

Michael Spino PIOJ6USOI 
CONFIRMATION NO. 2281 

POA ACCEPTANCE LETTER 

11111m1 1111111 11111 111w!~~~~~~W~!l!~~~m 11~ 1111 ~111 1111111 

Date Mailed: 12/03/2015 

NOTICE OF ACCEPTANCE OF POWER OF ATTORNEY 

This is in response to the Power of Attorney filed 11/10/2015. 

The Power of Attorney in this application is accepted. Correspondence in this application will be mailed to the 
above address as provided by 37 CFR 1.33. 

/tnguyen/ 

Questions about the contents of this notice and the 
requirements it sets forth should be directed to the Office 

of Data Management, Application Assistance Unit, at 
(571) 272-4000 or (571) 272-4200 or 1-888-786-0101. 
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QPA~ 
OEt l 110\~ c. . 

~& & ,fl'IJ~~~~ UNITED STATES PATENT AND ThADEMARK OFFICE 

APPLICATION NUMBER 

10/311,814· 

23607 
Heenan Blaikie LLP 
Bay Adelaide Centre 
333 Bay Street, Suite 2900 

FILING OR 371(C} DATE 

04/04/2003 

UNITED STATES OEPARTh!ENTOP COMMERCE 
Un iu::d State.II' Potent ond Trodf"..rn1trtl OffiM 
Add><•: COMMISSIONER FOR rAT£NTS 

P.O. !lox 100 
.-1•"""'1ria. ~ ll)IJ.14SO 
www.mpto.gov 

FIRST NAMED APPLICANT ATTY. DOCKET NO.fTITLE 

Michael Spino PC-1834033 
CONFIRMATION NO. 2281 

POWER OF ATTORNEY NOTICE 

'· P.O. Box 2900 
Toronto, ON M5H 2T4 
CANADA 

) 
' 

Date Mailed : 12/03/2015 

NOTICE REGARDING CHANGE OF POWER OF ATTORNEY 

This is in response to the Power of Attorney filed 11/10/2015. 

•The Power of Attorney to you in this application has been revoked by the assignee who has intervened as 
provided by 37 CFR 3.71 . Future correspondence will be mailed to the new address of record(37 CFR 1.33). 

/tnguyen/ 

Questions about the contents of this notice and the 
requirements it sets forth should be directed to the Office 

of Data Management, Application Assistance Unit, at 
(571) 272-4000 or (571) 272-4200or 1-888-786-0101. 

. ~ : . . 

. .. 
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