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1. I am an attorney employed by Neifeld IP Law, PC.

2. On 9/19/2015 I accessed the URL https://clinicaltrials.gov/show/NCT00168701

and saw that the top-level domain is a “dot-gov” domain.  

3. On 4/29/2015 I read that 41 CFR §102-173.30 states “Who may register in the

dot-gov domain? Registration in the dot-gov domain is available to official 

governmental organizations in the United States including Federal, State, and local 

governments, and Native Sovereign Nations.”  

4. Based on the above findings, I concluded that the domain name clinicaltrials.gov

of the URL https://clinicaltrials.gov/show/NCT00168701 is registered by an 

official governmental organization in the United States. 

5. On 9/19/2015 I downloaded the document contained at URL

https://clinicaltrials.gov/show/NCT00168701, now marked as Ex. 1040. 

6. On 9/19/2015 I clicked the hyperlinked text “History of Changes” located on the

first page of Ex. 1040. Upon clicking said hyperlink I was taken to URL 

https://clinicaltrials.gov/ct2/archive/NCT00168701. A copy of the webpage located 

at said URL is now marked as Ex. 1041. 

7. On 9/19/2015 I clicked the hyperlinked text “ClinicalTrials.gov Archive Site”

located on the first page of Ex. 1041. Upon clicking said hyperlink I was taken to 
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URL https://clinicaltrials.gov/archive/NCT00168701. A copy of the webpage 

located at said URL is now marked as Ex. 1042. 

8. On 9/19/2015 I clicked the hyperlinked text “Study” located immediately to the

right of “2005-09-14” under the Column titled “Updated”. Upon clicking said 

hyperlink I was taken to URL 

https://clinicaltrials.gov/archive/NCT00168701/2005_09_14. A copy of the 

webpage located at said URL is now marked as Ex. 1022. 

9. On 9/19/2015 I accessed the URL https://www.clinicaltrials.gov/ct2/about-

site/background and downloaded the webpage, now marked as Ex. 1043.  

10. On 9/19/2015 I read from the first page of Ex. 1043 that “The results database

was made available to the public in September 2008. FDAAA 801 also established 

penalties for failing to register or submit the results of trials. See the History, 

Policies, and Laws page for more information about the development of 

ClinicalTrials.gov. Because ClinicalTrials.gov is a government Web site, it does 

not host or receive funding from advertising or the display of commercial content.”  

11. On 9/19/2015 I also read from the second page of Ex. 1043 that “[t]he full

history of changes made to a record can be accessed by viewing the archival 

version of the record on the ClinicalTrials.gov archive. Once a study is registered 

on the site, the information about it is not removed.” 
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Based on my observations of the information and documents contained in 

paragraphs 1-11 above, I concluded that (1) the webpage now marked as Ex. 1022 

is an archival page of the study marked as “NCT00168701,” that (2) the 

information on webpage now marked as Ex. 1022 was publicly available on 

09/14/2005 and (3) that information contained on the webpage now marked as Ex. 

1022 was not removed since 09/14/2005. 

In signing this declaration, I understand that the declaration will be filed as 

evidence in a contested case before the Patent Trial and Appeal Board of the 

United States Patent and Trademark Office. I acknowledge that I may be subject to 

cross examination in the case and that cross examination will take place within the 

United States.  If cross examination is required of me, I will appear for cross 

examination within the United States during the time allotted for cross 

examination. 

I also swear under penalty of perjury of the laws of the United States that the 

foregoing is true and correct. 

Respectfully submitted 

By: /RobertMihail/ 

Robert Mihail (Reg. No. 66,021) 
Back-up Counsel for the Petitioner 
Date: 9/27/2015
Neifeld IP Law, PC  
4813-B Eisenhower Avenue  
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Alexandria, VA 22304 
Tel: 1-703-415-0012 
Email: rmihail@neifeld.com 

Page 5 of 5
Sawai (IPR2019-00789), Ex. 1054, p. 005f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


