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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

PETITION UNDER 37 C.F.R. § 1.181(2)(3)

Dear Director [ancu,

I submit this petition under 37 C.F.R. § 1.181(a)(3)! on behalf of my client, the PrEP4All
Collaboration (“PrEP4All”), concerning the petition we filed under 37 C.F.R. § 1.183 on
December 4, 2019. Our December 4 petition seeks review from the U.S. Patent and Trademark

! In the event that a fee is required, PrEP4All submits a Credit Card Payment Form (PT0-2038) and authorizes the
U.S. Patent and Trademark Office to charge the requisite fee, up to $1,000,




Office (“the Office™) of the applications for patent term extension (“PTE”) on U.S. Patent Nos.
7,390,791 and 7,803,788, assigned io Gilead Sciences, Inc (“Gilead™).

I submit this petition, respectfully, to invoke the supervisory authority of the Director. I
write to raise concerns and seek clarification regarding a series of seemingly inappropriate
communications made by Mary C. Till, Senior Legal Advisor with the Office, to my client on the
legality and merits of its petition via the social networking service Twitter. Specifically, I seek
to clarify (1) whether Ms. Till was authorized by the Office to contact my client directly, without
seeking first to contact myself as counsel of record; (2) whether the allegations and opinions
expressed by Ms. Till are official Office positions and represent the Office’s official response to
our petition; and (3) whether, given the inappropriate nature of the comments, the Office intends
to allow Ms. Till to continue to participate or represent the Office in connection with my client’s
petition and the PTE applications it references. In light of Ms. Till’s comments, taken together
with other comments that reveal bias on the part of Ms. Till, I respectfully request that she be
reassigned and removed from any of the Office’s action responding to our petition and the
related PTE applications.

Relevant Facts of Our December 4, 2019 Petition and Ms. Till's Conduct

Our petition was filed on the afternoon of December 4, 2019 by hand delivery (courier) to
the Office’s customer service window and separately by fax. The Office confirmed receipt on
the same day. We delivered additional copies of the petition to the Office by overnight UPS
service on December 5, 2019. On the moming of December 6, 2019, the Office twice charged
my client’s credit card a petition fee of $400, indicating it had accepted our petitions.

According to a published biography,” Ms. Till has been an employee of the Office since
2005. Ms. Till appears to have served as Senior Legal Advisor with the Office since at least
2012.3 She also appears to be the Office’s designated representative on questions of PTE under
3511.8.C. § 156. She is identified as such on the USPTO’s website* and on the Food and Drug
Administration’s (FDA).> Ms. Till appears to be the Office official overseeing the specific PTE
applications at issue in our petition, concerning U.S. Patent Nos. 7,390,791 and 7.803,788.8

* Biography for Mary C. Till, https//www .americanconference.com/pharmaceutical-and-biotechnology-patent-life-
cycles-and-portfolio-strategies-801114-nye/speakers/mary-c-till/ (last visited Dec. 7, 2019).

3 See, e.g., Changes and Examination Guidelines To Implement the First-Inventor-to-File Provisions of the L.eahy-
Siitith America Tnvents Act; Reopening of the Period for Comments; 77 Fed: Reg: 61,735 (Oct. 11, 2012) (“Mary C:
Till, Senior Legal Advisor”).

4 Patent Terms Extended Under 35 USC §156, hitps://www.uspto.gov/patent/laws-and-regulations/patent-term-
extension/patent-terms-extended-under-3 5-usc-156 (Jast visited Dec. 7, 2019).

* Small Business Assistance: Frequently Asked Questions on the Patent Term Restoration Program,
https://www. fdagov/drugs/cder-small-business-industry-assistance-sbia/small-business-assistance-frequently-asked-
questions-patent-term-restoration-program (last visited Dec. 7, 2019).

6 See, e.g., Letter of Mary C. Till to FDA dated January 31, 2017 concerning the application for patent term
extension of U.S, Patent No. 7,390,791, in the file of U.S. Patent No. 7,390,791; Letter of Mary C. Till to FDA dated
Tanuary 31, 2017 concerning the application for patent term extension of U.3. Patept No. 7,803,788, in the file of
U.S. Patent No. 7,803,788.




A now-deleted Twitter account with the name “Mary C Till” and handle “@mary c_till”
is Ms. Till’s account. We recovered a cached version of the account and its tweets from Google,
which is attached to this letter as Exhibit A. Among other things, the account’s most recently
cached tweet references the Hatch-Waxman Act and the hashtag “#Bottleoflies,”” indicating an
interest in pharmaceutical patent law and corroborating its being Ms. Till’s. In addition, a
screenshot of a now-deleted tweet dated October 15, 2019 from the account states, “Just another
day in the world of administration of 35 USC 156. Yeah, that is 18 submissions. Various
companies.” See Exhibit B. Another now-deleted tweet dated September 19, 2019 states, “1
work st [sic] USPTO and deal with pharma issues.” See id. These tweets confirm that this
account is Ms. Till’s.

On December 5 and 6, 2019, Ms. Till tweeted at least 7 times about our petition, the anti-
HIV compound tenofovir alafenamide (“TAF”) described in our petition, and the PTE process,
and she directed some of her tweets directly to my client, PrEP4AI1l% Screenshots of these
tweets, recovered via web cache or obtained by Twitter users before Ms. Till’s account was
deleted, are attached to this letter as Exhibit B.

1. On December 5, Ms. Till tweeted, directly to my client, “Where is the proof they stopped
developing TAF. Truvada used a different pro-drug of tenofovir, it used tenofovir
disoproxil fumarate, whereas descovy [sic] isn’t tenofovir alafenamide [sic]. Do facts
even matter to you?” Her tweet responded to a tweet by my client concerning Gilead’s
decision to stop clinical development of TAF in 2004 and resume development in 2010.

2. Also on December 5, 2019, Ms. Till tweeted, directly to my client, “No, you can’t, by
law no third party participation.” Her tweet responded to a tweet by my client concerning
the Office’s acceptance of our petition.

3. Also on December 5, 2019, Ms. Till tweeted, “So you don’t believe the data on decreased
renal toxicity and less effective t [sic] on bone density??? The multiple clinical studies
are all lies??? Proof please.” Her tweet responded to a thread of tweets discussing the
safety of TAF compared to another anti-HIV compound, tenofovir disoproxil fumarate
(“TDF”) in connection with a Washington Post story® on our petition.

4. Also on December 5, 2019, Ms. Till tweeted, “No expertise, no sales force, no
manufacturing facilities, etc. you think drugs are expensive now. . . The companies with
experience get this job done spending millions sometimes just to see a drug product fail
in clinical trials. Keep your comments to something you know!” Her tweet responded to
a thread of tweets discussing the Washington Post story on our petition.

7 The hashtag “#Bottleoflies” appears to refer to a recent book, “Bottle of Lies,” investigating the generic
pharmaceutical industry. Katherine Eban, Bottle of Lies: The Inside Story of the Generic Drug Boom (2019).

8 PrEP4AI’s Twitter handle is “@PrEP4AIINow.” https:/twitter.com/PrEP4AlINow (last visited Dec. 8, 2019).

9 Christopher Rowland, Gilead delayed safer HIV drug to extend monopoly profits, advocates allege, Washington Post
(Dec. 5, 2019), https://www . washingtonpost.com/business/economy/gilead-delayed-safer-hiv-drug-to-extend-
monopoly-profits-advocates-ailege/2019/12/05/71d4d6ae-1538-1 1 ea-8406-df3c54b3253¢_story.htm] (last visited
Dec. 8, 2019).




5. Also on December 5, 2019, Ms. Till tweeted, “I think other studies that compare TDF to
TAF are also highly relevant.” Her tweet responded to a thread of tweets discussing the
Washington Post story on our petition.

6. Also on December 5, 2019, Ms. Till tweeted, “What proof???” in response to a post from
U.S. Senator Bernie Sanders’s official Senate Twitter account (“@SenSanders™),"?
linking to the Washington Post story on our petition.

7. On the morning of December 6, 2019, Ms. Till tweeted, “My comment was about the
proof of the allegation, not a comment on the merits of anything pending at USPTO.”
Her tweet responded to a thread of tweets discussing the Washington Post story on our
petition.

Although our December 4 petition clearly identified my client as being represented by me
and provided my contact information, Ms. Till did not contact me, through Twitter or otherwise.
I learned about Ms. Till’s tweets only because my client brought them to my attention. Neither I
nor my client responded to any of Ms. Till’s tweets.

Ms. Till deleted her Twitter account at some point on the morning of December 6, 2019.
Twitter now states that “[t]his account doesn’t exist.”!!

This series of communications from Ms. Till via Twitter constitutes direct
communication with my client PrEP4AIl concerning our petition. Ms. Till’s tweets addressed
substantive questions, both factual and legal, raised in the petition, and they revealed her view on
these questions. For example, her Lst tweet quoted above indicates her disagreement with the
proposition that Gilead stopped and then restarted development of TAF, a critical adjudicative
fact in our petition. (Ms. Till’s position is puzzling, as Gilead itself admitted that it stopped and
then restarted development of TAF in the very PTE applications under her review.!”) Her 2nd
tweet quoted above indicates she has concluded the Office cannot or will not, as a matter of law,
accept our petition under 37 C.F.R. § 1.183, despite the extraordinary circumstances described in
the petition. Her 3rd tweet quoted above indicates her view that TAF is safer than TDF (at least
in some patients), another critical fact in our petition. '

Ouestion #1 for Clarification; Was Ms. Till authorized by the Office to contact my client, via
Twitter, regarding our Petition?

Please clarify whether Ms. Till was authorized to contact my client, via Twitter,
regarding our petition. I note that contacting clients who are known to be represented by counsel

10 hitps:/twitter, com/SenSanders (last visited Dec. 8, 2019).
U hitps://twitter.com/mary_c_till (fast visited Dec. 8, 2019).
12 Soe, e.g., Application for Patent Term Extension in the file of U.S, Patent No. 7,390,791, 7, filed Dec. 14, 2015.




without counsel’s knowledge or consent is generally considered inappropriate and, under some
professional rules of conduct, unethical. See ABA Model Rule 42,13

Ouestion #2 for Clarification: Were the allegations and opinions expressed by Ms, Till official
Office positions, and do they represent the Office’s official response to our petition?

Please clarify whether Ms. Till’s tweets represent the official positions of the Office. If
so, please clarify whether tweets from Ms. Till’s Twitter account are “permanent records”
registered with the National Archives and Records Administration and whether deletion of her
account and tweets is compliant with the Federal Records Act.

Question #3 for Clarification: Given the inappropriate nature of the comments. does the Office
intend to allow Ms. Till to continue to participate or represent the Office in connection with my
client’s petition and the PTE applications it references?

The tweets from Ms. Till’s quoted above reveal bias. That she tweeted on December 5,
just one day after our petition was submitted, suggests that she somehow formed an opinion on
the merits of the petition without thorough consideration and may have prejudged the outcome.
That she wrote, directly to my client, “Do facts even matter to you?” and “No, you can’t, by
law,” indicates she may be fundamentally biased against our arguments and does not intend to
give them fair consideration.

Moreover, earlier tweets from Ms. Till reveal a general bias against scrutiny of brand
pharmaceutical companies:

1. On June 5, 2019, Ms. Till tweeted a response to “@Angic Harmon,” the Twitter account
of the actress Angie Harmon,'* calling for a petition to the brand-name pharmaceutical
company Pfizer calling on Pfizer to release information on a potential Alzheimer’s drug
to scientists. Ms. Till responded, “Their data is proprietary to the company. They
generated it, it is their property.” This tweet suggests Ms. Till does not believe Pfizer or
other pharmaceutical companies that generate data have an obligation to share it.

2. On October 26, 2019, Ms. Till tweeted a response to “@XKatherineEban,” the Twitter
account of Katherine Eban, author of the book Bottle of Lies, and other Twitter users."?
Ms. Till wrote, “Clearly Congress should be scrutinizing brand companies and attempting
to curtail this innovation so we can have more generics in the US. Itis all about cheaper,
efficacy does not matter. This is sarcasm in case you didn’t catch that.” Ms. Till thus
publicly expressed a view that, in general, scrutiny of brand pharmaceutical companies is

3 T1er tweets also placed me and my client in a difficult position vis-a-vis the Office’s Rules of Professional
Conduct: Under 37 CFR § 11.305, I may not “[s]eek to influence” an “employee or officer of the Office” and may
not “jcjommunicate ex parte with such a person during the proceeding uniess authorized to do so by law, rule or
court order.” We did not respond to her tweets and did not undertake ex parte communication, despite her invitation
fo do so.

4 hitps://twitter.com/Angie_Harmon (last visited Dec. 8, 2019).
15 hitps://twitter.com/KatherineEban (last visited Dec. 8, 2019).




undesirable because scrutiny curtails innovation.
Screenshots of these tweets are included in Exhibit B.

Perhaps even more troubling, an earlier tweet from Ms. Till reveals specific bias in favor
of Gilead. On November 11, 2019, Ms. Till tweeted a response to a New York Times story,
“Who Owns I.1.V.-Prevention Drugs? The Taxpayers, U.S. Says.”’® That story describes a
lawsuit for patent infringement brought by the U.S. Department of Justice and U.S. Department
of Health and Human Services (HHS) against Gilead. This patent suit implicates one of the
same drugs, Descovy, at issue in our December 4, 2019, petition. The New York Times article
opens, “[a]fter years of prodding by patient advocates, federal officials on Wednesday sued the
drug maker Gilead Sciences, charging that it had infringed government patents on the idea of
preventing H.IV. with a daily pill.” After a first commenter asked, “Who paid for the safety
trials?,” Ms. Till tweeted in response, “I think we know it was not the government.”'7 Ms. Till
thus publicly expressed a view on this pending litigation, a view favorable to Gilead’s litigation |
position and unfavorable the government’s, indicating her specific bias in favor of Gilead and
against the United States. A screenshot of this Tweet is included in Exhibit B.

Taken together, Ms. Till’s tweets and the bias they reveal suggest that Ms. Till isnot a
neutral decisionmaker, and they could undermine the credibility of the Office’s decision on our
petition. “With regard to judicial decisionmaking, whether by court or agency, the appearance of
bias or pressure may be no less objectionable than the reality.” D.C. Fed'n of Civic Associations
v. Volpe, 459 ¥.2d 1231, 1246-47 (D.C. Cir. 1971); see also Texaco, Inc. v. F ed Trade Comm'n,
336 F.2d 754, 760 (D.C. Cir. 1964) (participation in an agency’s decision-making process by an
individual who “had in some measure decided in advance” the outcome “amounted in the
circumstances to a denial of due process which invalidated the order under review”).

For these reasons, | ask, respectfully, whether the Office intends to allow Ms. Tiil to
continue to participate or represent the Office in connection with my client’s petition and the
PTE applications it references, concerning on U.S. Patent Nos. 7,390,791 and 7,803,788. 1 ask
that the Office clarify who within the Office will consider and act upon our petition. In light of
Ms. Till’s comments, I respectfully request that she be reassigned and removed from any of the
Office’s action responding to our petition and the related PTE applications.

16 Donald G. McNeill Jr. & Apoorva Mandavilli, Who Owns H.LV.-Prevention Drugs? The Taxpayers, U.S. Says,
N.Y. Times (Nov. 8, 2019), hitps://www.nytimes.com/2019/11/08/health/hiv-prevention-truvada-patents.html (last
visited Dec. 8, 2019).

17 Ms. Till’s statement is incorrect. In fact, the U.S. government paid for clinical trials documenting the safety of
Truvada as PrEP. For example, the National Institutes of Health (NIIT) and Centers for Disease Control and
Prevention (CDC) paid for Phase IT, Iib, and I clinical trials of Truvada as PrEP. See, e.g., a document from the
FDA’s approval of Truvada (emtricitabine/TDF) as PrEP, “0217520rigls030 Summary Review,” at p. 7,
https://www.accessdata.fda.gov/drugsatfda_docs/nda/201 2/0217520rig1s030SumR pdf (fast visited Dec. 8, 2019},

6



I make these requests while recognizing that a third party petitioner has few enumerated
rights under existing Office regulations. I ask simply that the Office treat my client fairly, as it
does other stakeholders.'®

My client and I filed our petition to bring to the Office’s attention evidence that Gilead
breached the duty of disclosure it owed the Office, a breach that could threaten the integrity of
the PTE system. As the Secretary of HHS, Alex M. Azar I, stated last month when announcing
I1I1S’s patent infringement lawsuit against Gilead, “Gilead must respect the U.S. patent
system.”!® Our petition presents evidence of Gilead’s disrespect, and it deserves thorough and
fair consideration.

We thank vou for your consideration.

Dated: December 9, 2019

Respectfully submitted,

Chrjgt6pher Morten (Registration No. 69,974)
Teaching Fellow and Supervising Attorney
Technology Law & Policy Clinic

New York University School of Law

245 Sullivan Street, 5th Floor

New York, NY 10012

Tel: (212) 998-6042

Fax: (212) 995-4031
christopher.morten@nyu.edu

Counsel for PrEP4All

1% For example, the Office has created a Patents Ombudsman to help patent applicants through the patent application
process when issues arise between an applicant and the patent examiner and/or supervisory patent examiner. See
Keeping the Road Clear: The Patenis Owbudsman Program, https://www.uspto.gov/learning-and-
resources/newsletter/inventors-eve/keeping-road-clear-patents-ombudsman-program {last visited Dec. 6, 2019).

9 United States Files Patent Infringement Lawsuit Against Gilead Related to Truvada® and Descovy® for Pre-
exposure Prophylaxis of HIV, HHS.gov (Nov. 6, 2019), https://www.hhs gov/about/news/2019/1 1/06/us-files-patent-
infringement-lawsuit-apainst-gilead-pre-exposure-prophylaxis-hiv.hitmi (last visited Dec. 8, 2019).




Index of Exhibits

Exhibit A: Twitter account for “Mary C. Till” (“@mary_c_till”) recovered from Google
Cache.
Exhibit B: Screenshots from the now-deleted “Mary C. Till” (“@mary_c_till”) Twitter

account, arranged in roughly chronelogical order. .
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Note: Thomas Blake (Twitter handle: @ ThomasBlake2) is a senior member and co-

founder of PrEP4AlL
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~ extend monopoly profits, advocates...
- washingtonpost.com
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Show more replies

Doug Murphy @Douglas_Murphy - 6h

§ Why is a USPTO attorney commenting on
" matters before the USPTO? Do ethics
even matter to you?
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~ Mary C Till @mary_c_till - 1h ,
§ My comment was about the proof of the
" allegation, not a comment on the merits
of anything pending at USPTO.
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