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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF VIRGINIA
Alexandria Division

NICHOIAS HARRISON, ef af,
Plaintiffs,

\2 No. 1:18-cv-641 (LMB/IDD)

MARK ESPER, Secretary of Defense, ¢f a/.,

Defendants.

RICHARD ROE, ez 4z,
Plaintiffs,
v. No. 1:18-cv-1565 I.MB/IDD)

MARK ESPER, Secretary of Defense, ef al.,

Defendants.

ECLARATION OF IIEUTE T COLON N CRON
I, Lieutenant Colonel Kevin Cron, do hereby state and declate as follows:

1. I am currently assigned to the US Army Medical Directorate - Armed Forces
Research Institute of Medical Sciences (USAMD-AFRIMS), and serve as the Health Security
Cooperation Officer to the Joint United States Military Advisory Group — Thailand
(JUSMAGTHALI). Before serving in that position, I served as the Preventive Medicine Officer and
primaty waiver action officer for U.S. Central Command (“Central Command” or “CENTCOM”).

2. This declaration pertains to my time at CENTCOM, where I was assigned from June
22, 2015 to July 5, 2019. During that time, I acted on behalf of the CENTCOM Sutgeon to develop

and interpret CENTCOM medical readiness standards and advised commanders and units on

deployment issues and issued or confirmed determinations for over 16,000 medical waiver



Case 1:18-cv-01565-LMB-IDD Document 278-1 Filed 06/03/20 Page 3 of 15 PagelD# 12849

applications, including applicants from all branches of the U.S. Armed Forces, as well as a variety of
governmental, non-governmental, and contracting agencies. I also was responsible for assessing
wartime medical and environmental threats, integrating threat analyses into operational and strategic
plans, and developing programs to minimize medically-related threats to CENTCOM personnel,
forces, and missions.

3. In the exercise of my duties, I have been made aware of this lawsuit by counsel from
the Department of Defense (“DoD”) Office of General Counsel.

4, I submit this declaration in support of Defendants’ Motion for Summary Judgment. I
base this declaration on my personal knowledge and on information made available to me in the
performance of my duties. Unless otherwise noted, the opinions in this declaration are my own and
relate to the duties assigned to me in the CENTCOM Sutgeon’s office, and are based upon policies
and procedures in effect during my time in the CENTCOM Surgeon’s office. This declaration
supplements and is in addition to the declaration I previously submitted in support of Defendants’
Response to Plaintiffs’ Motion for a Preliminary Injunction filed on January 25, 2019.

The Role of CENTCOM

5. CENTCOM i1s one of six geographic Combatant Commands, with an atea of
responsibility (AOR) covering 20 nations in the Middle East, Central Asia, and South Asia, and the
strategic waterways that surround them. It serves as a joint headquarters, and has component
headquarters representing the Army, Navy, Air Force, and Marine Corps, as well as a joint special
operations component.

6. Combatant Commands perform different roles than the various military Services, i.e.,
the Army, Air Force, Navy, and Matine Corps. In terms of readiness, a primaty role of the Services
is to act as a “force provider,” meaning that the Setvices are responsible for recruiting, organizing,
training, and equipping their associated forces for potential use anywhere in the world. By contrast,

the geographic Combatant Commands plan, oversee, and coordinate military operations and
2
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activities exclusively within their AOR, which are in turn executed through their Service
components. The focus on specific areas, operations, and missions required specific standards to
ensute that the medical conditions of deploying personnel did not represent an unacceptable level of
tisk.

Medical Standards for Deployment in Central Command

7. Deployment to the CENTCOM atea of responsibility is govetned by a variety of
regulations. For determining medical suitability for deployment, one of the primary regulations is
Department of Defense Instruction (“DODI”) 6490.07 (Deployment-Limiting Medical Conditions
for Setvice Members and DoD Civilian Employees). This document served as a basis for developing
additional CENTCOM-specific policies.

8. DODI 6490.07 puts forth baseline guidance on medical deployability for the
Department of Defense. Enclosure 3 states, “[ijn general, individuals with the conditions in
paragraphs a. through h. of this enclosure, based upon a medical assessment as described in
Enclosure 2 and Reference (1), shall not deploy unless 2 waiver is granted.” Subsequent paragraphs
then list conditions which should be considered to be disqualifying unless a specific exception is
made. Among these is paragraph (€)(2): “[a] diagnosis of human immunodeficiency (HIV) antibody
positive with the presence of progressive clinical illness or immunological deficiency. The cognizant
Combatant Command surgeon shall be consulted in all instances of HIV seropositivity before
medical clearance for deployment.” Enclosure 2, paragraph 3 outlines the requirement to seek a
waiver fot any potentially-disqualifying condition, while Enclosure 4 additionally specifies that
Combatant Commanders shall “[s]erve as the final approval authority for exceptions to the medical
standards (waivers) made pursuant to the procedures in this Instruction”. These sections serve as the
basis for MOD 13, the Central Command-specific regulation described further below.

9. Enclosure 3 of DODI 6490.07 provides a list of medical conditions that usually

preclude deployment, but Enclosure 3 explicitly states that the list is “not intended to be all-
3
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inclusive.” Each Combatant Command, including CENTCOM, is permitted to establish their own
medical readiness standards, which may be more stringent or elaborate than those in DODT 6490.07,
or those of the individual Services, as they are best positioned to determine the appropriate tolerance
and nature of medical risk within their associated AORs, in light of their specific missions,
operational environments, health threats, and other Command-specific factors.

10. Combatant Commands’ medical standards have to consider not only typical military
work environments and common occupational hazards for their area of responsibility, but also
vatiations in conditions that could occur due to changing conditions or unexpected events. The
impact of a given medical condition, and the risk it represents to the individual, the fighting force,
and to mission objectives can change substantially based upon operational factors which may change
rapidly. Command-specific medical policies reflect the Combatant Commander’s tolerance
(informed by their Command Surgeon) for this medical risk, based on a number of military
considerations presented by the nature of the Combatant Command’s area of responsibility. Up-to-
date information is needed to properly characterize that risk, as well as to evaluate how well it might
be mitigated, and, finally, to determine if the potential benefits of the deployment merit assuming
whatever isk remains. Although the Services’ opinions are sought and considered, the final policy is
ultimately the Combatant Commandet’s prerogative.

11. Differences in the conditions, missions, capabilities, and risks between the
Combatant Commands have resulted in differences in policy. For example, planning in CENTCOM
involves consideration of active, substantial, and long-term combat operations that rely almost
entirely on expeditionary medical facilities,’ with associated logistical and security challenges.
AFRICOM, with an area of tesponsibility encompassing most of the African continent, had mote

strict medical policies than CENTCOM even though its combat operations tended to be of a smaller

' Expeditionary medical facilities generally have limited medical resources, including a limited blood
supply and limited pharmaceutical capabilities.
4
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scale. That is because the huge geographic distances in their area of responsibility would present
extraotdinary difficulties in transporting medical supplies or would impact medical evacuations.
These differences, and many others, are considered by the Command Surgeon, as the Commander’s
senior medical expert, of each Combatant Command when determining the medical readiness
standards appropriate for their AOR.

12. CENTCOM’s medical readiness standatd that was applicable during the time
Plaintiffs were being processed through the Disability Evaluation System is known as MOD
THIRTEEN TO USCENTCOM INDIVIDUAL PROTECTION AND INDIVIDUAL-UNIT

- DEPLOYMENT POLICY (“MOD 13™), issuéd in March 2017. “MOD?” is short for

“modification,” and represents an updating ot revision of a previously-issued order. Each MOD is
numbered sequentially, and reflects updates and changes in standards and policy, along with
clarifications, made to address feedback from the Services or deployed forces and based on the
evolution of the operations in the AOR. The original order for MOD 13 was issued in 2001, though
the title has been retained largely for purposes of name recognition, The MOD is issued as a stand-
alone order from the Commander, and generally replaces its predecessor entirely, with retained
elements incorporated into the updated version.?

13. In addition to providing medical standatds, the MODs also incorporate a summary
of DoD policies for medical topics such as health assessments and some immunizations. They also
consolidate recommendations concerning topics such as force health protection measures and
elective immunizations. These requirements and standards cannot be waived by CENTCOM, as
they did not originate under CENTCOM authority (for instance, anthrax immunization is required

for the CENTCOM AOR by DoD policy, so a DoD-level waiver would be required to waive it).

? Before I left CENTCOM, I provided a complete draft of MOD 14 to my successor. With some
minor changes, MOD 14 was published in October 2019. MOD 15, published in April, 2020, is the
current CENTCOM policy. The policies relating to HIV in MOD 14 and MOD 15 are unchanged
from MOD 13.

5
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Similatly, if Service policy (i.e. a Department of the Army regulation) prohibited a Service member
from deploying, they would not be able to deploy without a Service waiver, even if CEN'TCOM had
no objection, with the converse also being true (i.e. the Service cannot waive 2 Combatant
Command policy).
The MOD Update Process

14. CENTCOM revises its medical standards through its practices, and by issuing new
MODs. This may occur for several reasons. For example, the DoD medical policies upon which the
MOD is based may change, or changes in medical technology and understanding may indicate that
an update is warranted. Updates may also stem from feedback received during the waiver process, as
the various Services will sometimes ask questions about diagnoses that are not included, propose
alternate medical standards to be applied, ot identify inconsistencies and other opportunities for
improvement. In addition, CENTCOM medical staff monitors and receives reports on the types of
diagnoses that result in evacuation from the AOR, as well as the challenges confronting the
healtheare providers and Command Surgeons serving in the deployed environment. Additionally,
CENTCOM reviews its own waiver process and outcomes to identify conditions that wete often
approved or disapproved in order to determine whether new conditions should be added or
removed from the list of conditions that generally preclude deployment. When CENTCOM
determines that policies or conditions have sufficiently changed, or when it has received sufficient
feedback indicating a change is wartanted, CENTCOM will update the MOD.

Deployment Waivers in General

15. When an individual has a disqualifying medical condition, they may request that they
be granted a waiver to be allowed to deploy to CENTCOM. Only the CENTCOM Surgeon or his
ot her representative may approve the waiver and allow the deployment. When a waiver request is
submitted, it should confirm that the commanding officer of the person for whom the waiver is

sought is aware of and approves the waiver request. CENTCOM encourages waiver requests to be
&
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sent by medical professionals, as they tend to include approptiate supporting information that
facilitates the processing of waivers; however, CENTCOM will consider waivers submitted by
individuals. As the waivers are time, place, and duty-specific, they are provided only for a specific
deployment (i.e. quick reaction forces, global response forces, and other groups which might deploy
somewhere in the AOR within the next year are not provided rolling waivers or blanket waivers).

16. The decision to grant a deployment waiver is a risk calculation that accounts for the
applicant’s condition, occupation, and time/location of deployment. Thus, to determine whether a
waiver is advisable, CENTCOM needs to know approximately when and wherte a Service membet is
expected to be located within theater, as well as the job they will be expected to perform.
CENTCOM considers not only the patient’s curtent condition and stability, but also how they will
be impacted by reasonably anticipated contingencies, such as loss, theft, or destruction of
medication, if their condition requires regular clinical monitoring, how their condition will impact
the evaluation of routine medical issues, what secondary effects their treatment may have, and how
their condition will influence, and be influenced by, operational activities within active combat
zones, and if the medical providers in the AOR are trained to provide adequate care for that
condition. It is necessarily a complex process.

17. For a waiver to be granted, the need to have the specific Setvice member or civilian
in theater must be great enough to validate taking on this additional risk. Optimally, the tisk of
deploying them needs to be less than the risk of not deploying them, or conversely, the benefit of
deploying them should exceed the benefit of not doing so. CENTCOM may grant a waiver for any
waiverable medical condition in cases of extraordinary need for a unique skill to support a particular
mission or operation. On the other hand, if the capability provided by a Setvice member is not
essential, or can be provided by an alternate Service member without the risk presented by the
condition, it makes less sense to expose the individual, force, and mission to that additional risk.

Some medical conditions are common enough to justify paying the resource cost for mitigating
7
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measutes (for example, providing eyeglasses for mild vision impairment or deploying physical
therapists to offer in-theater recovery options for minor injuries) but the aggregate benefit would
still need to meet or exceed the risk, in addition to justifying the cost.

18. CENTCOM generally refuses to consider waiver applications that atre submitted
more than six weeks in advance of a deployment, as conditions of the patient, theater, and/or
deployment may change.

19. When granted, waivers were valid for fifteen months or until a deployment was
completed, whichever occurred first. If a waiver was initially denied, it could be resubmitted with
updated information, ot an appeal made as described in MOD 13. By this process, determinations
made by a Service component would be appealed to one of the CENTCOM waiver action officers.
If that decision was appealed, the Command Sutgeon would be directly consulted (ot te-consulted if
they were involved in the original decision). Appeals of that decision would in turn be presented by
the Command Surgeon to the Chief of Staff, who would seek guidance from the Commander if
needed. The decision of the Chief of Staff was final, though we would consider a new waiver if the
condition substantially changed or resolved (i.e., a successfully treated cancet, or successful
discontinuation of a disqualifying medication with adequate control of the underlying medical
condition). Though much less common, appeals of approved waivers could also be made in the
same fashion, which would sometimes occur when 2 potential employer felt that the risk of the
applicant’s condition had not been propetly portrayed or considered.

20.  Enclosure 3 of DODI 6490.07 generally prohibits the deployment of Service
members with “known blood-borne diseases that may be transmitted to others in a deployed
environment.” Active diseases such as Zika virus or West Nile virus infection may also fall into this

category. An individual with those conditions would not be granted a waiver to deploy to

CENTCOM at least until the conditions had resolved.
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CENTCOM Deployment Limitations Regarding HIV
21. MOD 13 contains CENTCOM-specific guidance relating to HIV.” Paragraph 15.G.1

states: “the cognizant Combatant Command surgeon shall be directly consulted in all instances of
HIV seropositivity before medical clearance for deployment.” Tab A, Paragraph 7.C.2 states that
“[c]onfirmed HIV infection is disqualifying for deployment.” Paragraph 15.C of MOD 13 also notes
that “[d]eployed health service support infrastructure is designed and prioritized to provide acute
and emetgency support to the expeditionaty mission. All personnel (uniformed service members,
government civilian employees, volunteers, DoD contract employees) traveling to the CENTCOM
AOR must be medically, dentally and psychologically fit.” This is an important caveat that is
considered in every waiver decision. MOD 13 also makes clear that “the final authority of who may
deploy to the CENTCOM AOR rests with the CENTCOM Sutgeon and/or the Service
Component Surgeon’s waiver authority, not the individual’s medical evaluating entity or deploying
platform.”

22, In addition, if an individual was discovered to be HIV-positive after he ot she had
been deployed, that individual would have been promptly removed from theater.

Considerations Made in Adopting HIV Deployment Limitations

23. The HIV-related policies in MOD 13 were largely retained from MOD 11 and 12,
and originated in earlier versions of the policy. MOD 10, published in September, 2008, listed HIV
as disqualifying with a note that no waivers would be granted, though as a Commander’s policy, an
exception could theoretically have been made by the Commander.

24.  During the policy review process that culminated in MOD 13, there was broad
consensus across stakeholders that HIV was incompatible with service in a combat zone. This was

true even though the review process presumed that the HIV-positive individual had a well-

> To prevent duplication, key military policies discussed in this document are attached as exhibits to
Defendants’ Motion for Summary Judgment.
9



Case 1:18-cv-01565-LMB-IDD Document 278-1 Filed 06/03/20 Page 11 of 15 PagelD# 12857

controlled viral load at an undetectable level from an accepted test, and that the individual was on an
effective and tolerated antiretroviral therapy (ART) regimen prior to deployment. Nonetheless, it
was determined to maintain a general prohibition on deployments of HIV-positive individuals for
several reasons.

25. The CENTCOM area of responsibility presents many challenges. The AOR covers
20 countries and more than 4 million squate miles. Operations in the AOR are expeditionary in
nature, and health service support plans are designed to meet the reasonably anticipated needs of a
pre-screened warfighting population without complex medical needs. Conditions requiring highly
specialized medical personnel, treatments, or medications cannot be reliably supported.

26. Thete is currently no cure for HIV, and individuals must maintain rigid compliance
with their individualized medication regimens. If treatment is discontinued, disrupted, or altered, the
virus may re-emerge, with a significant chance of becoming resistant to the original regimen. There
are many ways medication could be lost, stolen, or destroyed in the deployed environment.
Moreover, teplacing these medications in a timely manner may not be possible, given the logistical
constraints in theater as well as environmental, operational, geopolitical, and other factors that could
hinder timely medical re-supply. CENTCOM would routinely deny waivers for any medical
condition that is similatly dependent upon medications which could not be readily and easily
replaced.

27, In addition, the nature of deployed operations can be disruptive to set schedules —
operations often occur during nighttime hours, and local events may require irregular or unplanned
work extensions or activities which interfere with proper medication compliance. Again, waivers
wete generally denied for other conditions that required rigid adherence to the medications, with the
classic example being insulin dependent diabetes.

28. Expeditionaty medical facilities are established and staffed to provide limited health

care for deployed forces. They are designed with the understanding that they will largely cate for the
10
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acute and emerging healthcare issues of a pre-screened deployed force, with a patticular emphasis on
care of trauma, psychiatric, and otthopedic patients. This paradigm assumes that those with
significant, inadequately managed chronic medical issues, or those which requite specialized
evaluation or monitoring not readily and reliably available, will not deploy. Laboratory support is
limited, with a presumption that complex patients will be stabilized and evacuated to a higher level
of care. Likewise, pharmacies have limited stock, and resupply is frequently delayed by a variety of
operational, administrative, and environmental factors.

29. Current HIV anti-retroviral therapy (ART) regimens, while improved, may still have
side effects that can develop over time, and healthcare providers in theater may be unfamiliar with
these medications. Additionally, deployed healthcare providers treating a known HIV-positive
patient for even routine complaints must consider that the virus may have reactivated, and confirm
that it has not, even if the patient professes ngid compliance. This will requite testing and clinical
resources.

30. The nature of expeditionary operations may present a meaningful risk of accidental
HIV-transmission through blood-to-blood contact. For example, in trauma scenarios, a patient may
be incapacitated in the field, with treating medics moving quickly and working with limited
protective equipment and poor lighting on wounds which may feature embedded shrapnel or bone
fragments.

31. Fresh whole blood is a preferred resuscitation fluid for battlefield trauma, and
CENTCOM operations plan for a “walking blood bank™ capability in the event that an unforeseen
event, such as a mass casualty, depletes an isolated unit’s blood supply. Though every effort is made
to screen blood donors, the extreme situations which would indicate activation of the walking blood
bank may require donations from unscreened donors. While a known HIV-positive individual would

not be asked to donate blood to the walking blood bank blood, there is a possibility that they would

i1
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not understand their ability to infect others through transfusion, even if their viral count is
undetectable.

32 MOD 13 and DoD policy requires that CENTCOM consider host nation laws
regarding deployment of individuals with infectious diseases such as HIV. Many of the nations
within the CENTCOM AOR have legal prohibitions against entering their countries with HIV, and
it was felt that disregarding these laws may be a source of additional disruption to our relations with
these countries. We had received feedback from another governmental agency that some Host
Nation healthcare providers in our AOR may refuse to treat HIV-positive patients, and would be
legally obligated to report them to government authotities if we needed to use a Flost Nation
healthcare capability, possibly resulting in delay of care, deportation, ot expulsion. The CENTCOM
staff felt this report was credible, but confirming it would require individual review of the Status of
Forces agreements in place between 2 given nation and the United States. However, CEN'TCOM
had already concluded, for the independent medical reasons discussed above, that deployment of an
HIV-positive Service member would require a waiver, that the details of the proposed deployment
would be required to establish what local laws or Status of Force agreements were applicable, and
then it would be the responsibility of the entity requesting a waiver to justify that the deployment of
an HIV-positive Service member would outweigh the possible risks. As a practical matter, it was not
necessary to further analyze issues relating to specific foreign policies with respect to any individual
waiver because waivers would be independently denied for medical reasons.

Deployment Waivers for HIV

33. While serving as the waiver authority for CENTCOM, I reviewed waiver requests
from HIV-positive service members for planned deployments. I conducted a thorough risk
assessment for each waiver request and, consulting with the CENTCOM Surgeon and Component

Surgeons, we determined in each case that the risks of deploying an HIV-positive Service member

i2
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were too great to justify waiver approval. I never granted a waiver for a confirmed HIV diagnosis
during my time at CENTCOM, and to the best of my knowledge, CENTCOM never has.*

34. It is theoretically possible that a waiver for an HIV-positive Service member could be
granted. Deployment decisions in CENTCOM ate ultimately the CENTCOM Commander’s
prerogative. The Combatant Comumander generally follows the Command Surgeon’s
recommendations, but could override the Surgeon’s recommendations and authorize a deployment
if required by the particulat needs of the mission. During my four years at CENTCOM, I can recall

this happening only a single time, and not for HIV. That individual was critically involved in key

-aspects of a mission, had irreplaceable skills, and needed to be physically present within the area of

responsibility. In order for a waiver to be granted for an individual with HIV to deploy, the HIV-
positive individual likely would similarly need to possess unique or irreplaceable skills in order to
offset the military and medical risks posed by the infection.

35. It is my understanding that the plaintiffs were relatively junior Airmen in fairly
common career fields without specialized skills. In my assessment, individuals such as these would
not tealistically meet the standard described above to justify granting a waiver, and I therefore

believe it would be highly unlikely that they would be granted a waiver from CENTCOM.

® k%

In accordance with 28 U.S.C. § 1746, 1 declare under penalty of perjury that the foregoing

is true and correct. Executed this _2_~nd day of June 2020.

* One individual who initially tested positive for HIV was allowed to deploy after it was determined
that the initial test was falsely positive, and he did not actually have the disease.
i3
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LTC KEVIN CRON, M.D>., M.P.FH.

Health Security Coopetation Officer

Atrmed Forces Research Institute of Medical Sciences
Bangkok, Thailand
U.S. Army
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1 THE WITNESS: Yes.
2 BY MR. SCHOETTES:
3 Q All right. We"re going to mark the next
4 exhibit, Exhibit 4.
5 (Shell Deposition Exhibit Number 4 was
6 marked for identification.)
7 BY MR. SCHOETTES:
8 Q Do you recognize this document?
9 A Yes.
10 Q And what i1s this document?
11 A Department of Defense personnel policies
12 regarding members of the Armed Forces infected
13 with human immunodeficiency virus: Report to the
14 Committees on the Armed Services of the Senate and
15 House of Representatives, August 2018.
16 Q Did you personally assist In the creation
17 of this document?
18 A Yes.
19 Q Which office was tasked with putting this
20 report together?
21 A The Office of the Assistant Secretary of
22 Defense for Health Affairs.
23 Q Who from within that office was
24 responsible for putting the -- this 2018 report
25 together?

Veritext Legal Solutions
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1 MR. NORWAY: Objection. Form.
2 You may answer.
3 THE WITNESS: 1 was.
4 BY MR. SCHOETTES:
5 Q Did Tom McCaffrey have any role in
6 putting this report together?
7 MR. NORWAY: You may answer.
8 THE WITNESS: It would be dependent on
9 the dates that the report was published and when
10 Mr. McCaffrey began his tenure as the Acting
11 Assistant Secretary of Defense. So I would
12 imagine, since the report was made final iIn August
13 of 2018, Mr. McCaffrey was in that role at that
14 time.
15 BY MR. SCHOETTES:
16 Q So i1f he was 1n the role 1n April of
17 2018, would this have been -- this report have
18 been his responsibility?
19 MR. NORWAY: Objection. Form.
20 Objection. Foundation.
21 You may answer.
22 THE WITNESS: Yes.
23 BY MR. SCHOETTES:
24 Q And were you his point of contact for
25 putting this report together?

Veritext Legal Solutions
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1 A Through the Deputy Assistant Secretary of
2 Defense for Health Service Policy and Oversight,
3 yes.
4 Q What did you do as the person responsible
5 for pulling this report together?
6 MR. NORWAY: Scott, are you asking -- are
7 you asking for what he -- what duties he
8 performed? I guess I"m confused by your
9 question -- your use of "you"™ there In your
10 question.
11 MR. SCHOETTES: I"m sorry. Yes, I™m
12 asking what role Dr. Shell played in putting this
13 report together for Congress.
14 MR. NORWAY: Objection.
15 You can answer.
16 THE WITNESS: As i1t states in the data
17 collection section -- iIn the last sentence it
18 says, "Service-level 1nformation was obtained from
19 each of the military departments at the request of
20 the Office of the Assistant Secretary of Defense
21 for Health Affairs. So my role was to prepare the
22 documentation to request the information from the
23 services, to then receive the Information from the
24 services, and then to compile that information
25 into the report and then to draft the report and

Veritext Legal Solutions
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Page 192
1 about taking two bottles of 90 tablets on any
2 deployment anywhere?
3 MR. NORWAY: Objection. Foundation.
4 Objection. Form. Objection. Outside of scope.
5 You may answer.
6 THE WITNESS: I can®"t make a blanket
7 statement about what a service member will or will
8 not be able to carry with them that"s required to
9 maintain their health and well-being In a vague
10 deployment question. Each deployment situation is
11 different and requires something different of each
12 service member in that environment. So there is
13 no one blanket answer to agree with.
14 BY MR. SCHOETTES:
15 Q Are people allowed to deploy with
16 dyslipidemia?
17 MR. NORWAY: Objection. Outside of
18 scope.
19 You can answer 1f you know.
20 THE WITNESS: Anyone with a chronic
21 disease of hyperlipidemia [sic], given they
22 undergo the medical waiver, might be allowed to
23 deploy. Where they might be allowed to deploy,
24 when and i1t they might be allowed to deploy 1is
25 decided through the waiver and the evaluation

Veritext Legal Solutions
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1 process.
2 BY MR. SCHOETTES:
3 Q You think dyslipidemia requires a wailver
4 to deploy?
5 MR. NORWAY: Objection. Foundation.
6 Objection. Outside of scope.
7 You can answer if you know.
8 THE WITNESS: Each service -- there
9 are -- there®s a policy requiring the evaluation
10 of medical conditions that can potentially limit
11 deployment. And so there are a list of
12 medications, there are a list of -- excuse me.
13 There®"s a list of conditions or categories of
14 conditions. And each service will decide, based
15 on that departmental policy, where the service
16 member with each particular chronic disease falls.
17 So someone with dyslipidemia may or may
18 not require medication. And so it i1s possible for
19 a person with dyslipidemia who does not meet any
20 of the criteria or conditions or concern to be
21 able to deploy. But once again, iIt"s a
22 hypothetical and would require a specific response
23 based on the experience of the services and their
24 medical commanders.
25 BY MR. SCHOETTES:
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1 neurological deficits in those with HIV infection.
2 A It 1s referencing in the general
3 population, which I"m not sure whether 1t"s
4 applicable to service members operating high-speed
5 and dangerous equipment, but 1t says in a Danish
6 population, that severe neurological deficits
7 approach that of the uninfected population.
8 MR. SCHOETTES: 1 have nothing further.
9 MR. NORWAY: I have no cross.
10 MR. SCHOETTES: None?
11 MR. NORWAY: None. So we"re going to
12 read and sign.
13 MR. SCHOETTES: Okay.
14 MR. NORWAY: And, Scott, I am going to
15 speak to my client and I will get back to you
16 about some of the testimony on SOFA agreements.
17 MR. SCHOETTES: Okay. Sounds good.
18 Thank you, Dr. Shell.
19 THE VIDEOGRAPHER: The time i1s the
20 6:33 p.m. This concludes today®"s testimony given
21 by Dr. Donald Shell. We are now off the record.
22 (Whereupon, at 6:33 p.m., the deposition
23 of DONALD SHELL was concluded.)
24
25
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1 CERTIFICATE OF NOTARY PUBLIC
2 I, Denise M. Brunet, the officer before
3 whom the foregoing deposition was taken, do hereby
4 certify that the witness whose testimony appears
5 in the foregoing deposition was sworn by me; that
6 the testimony of said witness was taken by me
7 stenographically and thereafter reduced to print
8 by means of computer-assisted transcription by me
9 to the best of my ability; that 1 am neither
10 counsel for, related to, nor employed by any of
11 the parties to this litigation and have no
12 interest, financial or otherwise, in the outcome
13 of this matter.
14
15
16 Denise M. Brunet
17 Notary Public 1in and for
18 The District of Columbia
19
20 My commission expires:
21 December 14, 2022
22
23
24
25
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1 Veritext Legal Solutions
1100 Superior Ave
2 Suite 1820
Cleveland, Ohio 44114

3 Phone: 216-523-1313
4

March 15, 2019
5

To: Mr. Norway
6

Case Name: Roe, Richard, Et Al. v. Shanahan, Patrick M., Et Al.
-

Veritext Reference Number: 3235712
8

Witness: Donald Shell , 30(b)(6) Deposition Date: 3/8/2019
9
10 Dear Sir/Madam:
11

Enclosed please find a deposition transcript. Please have the witness
12

review the transcript and note any changes or corrections on the
13

included errata sheet, indicating the page, line number, change, and
14

the reason for the change. Have the witness” signature notarized and
15

forward the completed page(s) back to us at the Production address
16 shown
17 above, or email to production-midwest@veritext.com.
18

If the errata is not returned within thirty days of your receipt of
19

this letter, the reading and signing will be deemed waived.
20
21 Sincerely,
22 Production Department
23
24
25 NO NOTARY REQUIRED IN CA
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1 DEPOSITION REVIEW
CERTIFICATION OF WITNESS
2
ASSIGNMENT REFERENCE NO: 3235712
3 CASE NAME: Roe, Richard, Et Al. v. Shanahan, Patrick M., Et Al.
DATE OF DEPOSITION: 3/8/2019
4 WITNESS®" NAME: Donald Shell , 30(b)(6)
5 In accordance with the Rules of Civil
Procedure, | have read the entire transcript of
6 my testimony or it has been read to me.
7 I have made no changes to the testimony
as transcribed by the court reporter.
8
9 Date Donald Shell , 30(b)(6)
10 Sworn to and subscribed before me, a
Notary Public in and for the State and County,
11 the referenced witness did personally appear
and acknowledge that:
12
They have read the transcript;
13 They signed the foregoing Sworn
Statement; and
14 Theilr execution of this Statement is of
their free act and deed.
15
I have affixed my name and official seal
16
this day of , 20 -
17
18 Notary Public
19
Commission Expiration Date
20
21
22
23
24
25

Veritext Legal Solutions
www.veritext.com 888-391-3376



Case 1:18-cv-01565-LMB-IDD Document 278-2 Filed 06/03/20 Page 17 of 48 PagelD# 12878

10

11

12
13

14

15

16
17

18

19

20

21

22
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ASSIGN

CASE NAME: Roe, Richard, Et Al. v. Shanahan,

DATE O
WITNES
In acc

Procedure, I

DEPOSITION REVIEW
CERTIFICATION OF WITNESS

MENT REFERENCE NO: 3235712

F DEPOSITION: 3/8/2019
S' NAME: Donald Shell , 30(b) (6)
ordance with the Rules of Civil

have read the entire transcript of

my testimony or it has been read to me.

I have

Errata Sheet,

well as the

listed my changes on the attached
listing page and line numbers as

reason(s) for the change(s).

I request that these changes be entered

8 S BRaGENo st

he recard of my testimony.

I have executed the Errata Sheet, as well

as this Certificate, and request and authorize

Date

Sworn

and acknowle

They s
Their

I have

this ISL

that both be appended to the transcript of my

be incorporate
!l"lll ! } t::::>

Donald Shell , 30(b) (6)

to and subscribed before me, a

Notary Public in and for the State and County,
the referenced witness did personally appear

dge that:

They have read the transcript;

They have listed all of their corrections

in the appended Errata Sheet;
igned the foregoing Sworn
Statement; and

execution of this Statement is of

their free act and deed.

affixed my name and official seal

day of P\Pr‘ll , 2049
A 1 -0 i

g =&

Notary Public

_— 1 _______
Commission Expiration Date
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Patrick M., Et Al.

Mulugeta Tadesse
NOTARY PUBLIC
Prince George’s County
State of Maryland

My Commission Expires
]S | amad
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1 IN THE UNITED STATES DISTRICT COURT
2 FOR THE EASTERN DISTRICT OF VIRGINIA
3 ALEXANDRIA DIVISION

4

5 - = = = = = = = = = - = - - - =X

6 NICHOLAS HARRISON, et al.,

7 Plaintiffs,

8 vsS. : Case No.

9 PATRICK M. SHANAHAN, et al., : 1:18-cv-641-LMB-IDD
10 Defendants.

11 - - - - - - - - - - - - - - - -x

12 RICHARD ROE, et al.,

13 Plaintiffs,

14 vS. : Case No.

15 PATRICK M. SHANAHAN, et al., : 1:18-cv-1565-LMB-IDD
16 Defendants.

17 - - - - - - - - - - - - - - - -x

18 Washington, D.C.

19 Friday, May 10, 2019

20 Deposition of CRAIG WALTER HENDRIX, M.D., a

21 witness herein, called for examination by counsel for

22 the Defendants in the above-entitled matter, pursuant
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1 to notice, the witness being duly sworn by KAREN

2 YOUNG, a Notary Public in and for the District of

3 Columbia, taken at the offices of Winston & Strawn
4 LLP, 1700 K Street, Northwest, Washington, D.C., at
5 9:04 a.m. on Friday, May 10, 2019, and the

6 proceedings being taken down by stenotype and

7 transcribed by KAREN YOUNG.

10
11
12
13
14
15
16
17
18
19
20
21

22
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1 APPEARANCES:

2 On Behalf of the Plaintiffs:

3 SCOTT A. SCHOETTES, ESOQ.

4 Lambda Legal

5 105 West Adams, Suite 2600
6 Chicago, Illinois 60603-6303
7 SSCHOETTES@LAMBDALEGAL.ORG
8 (312) 663-4413

9

10 On Behalf of the Defendants:

11 ROBERT M. NORWAY, ESQ.

12 U.S. Department of Justice
13 Federal Programs Branch

14 1100 L Street, Northwest
15 Washington, D.C. 20005

16 robert.m.norway@usdoj .gov
17 (202) 514-0265

18

19

20

21

22
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1 c O N T E N T S

2 THE WITNESS:

3 CRAIG WALTER HENDRIX, M.D. PAGE
4 By Mr. NOXwWaAY .. ..ottt ittt ittt ie e 6
5 By Mr. Schoettes....... ... ... . .. .. 314
6 By Mr. NOXwaY. ... ittt e e et e e et eeee e 350
7 By Mr. Schoettes........ .. ... .. 358

8 By Mr. NOXWaAY . ..o i ittt it ittt ittt eeeeeeenn 360

10
11
12
13
14
15
16
17
18
19
20
21

22
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1 EXHIBTITS

2 HENDRIX EXHIBIT NO. PAGE
3 1: Subpoena, Harrison v. Shanahan............. 6
4 2: Subpoena, Roe v. Shanahan.................. 6
5 3: Expert Declaration of Craig W. Hendrix,

6 M. D . e e e e e e e 6
7 4: Expert Report of Craig W. Hendrix, M.D..... 6
8 5: Plaintiffs' Rebuttal Expert Report of

9 Craig W. Hendrix, M.D..........coiiiuueon.. 6
10 6: Paper by Craig Hendrix, "Behavioral

11 Surveillance and Intervention in the

12 Military Environment"..................... 84
13 7 Paper by Yeager et al....... ... ... ... ... ... 84
14 8: Paper by Keith Alcorn...................... 120
15 9: Article from JAMA by Eisinger et al........ 127
16 10: Paper by Hamlyn et al............ ... ...... 135
17 11: FDA-Approved HIV Medicines................. 161
18 12: Guidelines for the Use of Antiretroviral

19 Agents in Adults and Adolescents Living

20 With HIV. .. e e e e e e e e e 163
21 13: Page from PowerPoint, Therapy and

22 MONitoOring. ... vv ittt it e e e e e 163
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1 EXHTIBTITS (continued)
2 HENDRIX EXHIBIT NO. PAGE
3 14: Notice of Discontinuation of Amplicor

4 HIV-1 Monitor Test, v1.5 Kit.............. 204

10
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21
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1 Q So at basic training --
2 A At basic training.
3 Q And is it because they're all housed

4  together?

5 A That's part of it.

6 Q And what are the other parts besides --

7 A | think that's it.

8 Q That's 1t? Ckay. Besides that grant, do

9 you have any background in treating or consulting for
10 basic or initial entry training for the mlitary?

11 A. No, we -- | had -- there were interactions
12 with the -- so Lackland -- WIlford Hall was on

13 Lackland Air Force Base. That's the Air Force's -- |
14 think it may be their only primary entry training

15 facility for enlisted personnel, and we had

16  occasional work over there with the trainees. |

17  think it was nore of an educational nature. Sonme was
18 research related to vaccines |I think primarily, but |
19 only renenber going over -- even going to that side
20 of the base two or three tines, and sonme of it was

21 actually for a research study for personnel.

22 Q Ckay. Have you participated as an
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1 I nvestigator on any studies related to H 'V |i ke drug
2 resi stance?

3 A So |'ve participated in lots of studies

4  where drug resistance was an outcone of the study

5 that was being neasured. 1'd have to say it was --
6 it would be rare that it would have been a prinmary

7 outcone. The issue is that every tine we're doing a
8 study of treatnment --

9 Q Uh- huh.

10 A -- or a study for prevention, resistance is
11 an issue.

12 Q Ckay.

13 A So it's -- it's inherent in alnost all the
14 studies |I've done, especially those over a |onger

15 period of tinme.

16 Q And what do you nean, that it's an outcone?
17 A. So if -- if -- inthe treatnment setting, if
18 soneone is on -- if it's a study of treatnent or just
19 in routine care, if sonmeone is -- is on

20 antiretroviral drugs, there is a concern that if they
21 poorly adhere to the nedication reginen, which is

22 nost often that one pill once a day, if they're

Alderson Court Reporting
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10

11

12

13

14

15

16

17

18

19

20

21

22

I nadherent to that and they mss a certain anount of
doses and their drug concentrations fall, the
concentrations may fall to a | evel that suppresses
wld type, the natural, the nost commonly -- the
hardi est virus that's there that's the nost easily
transmtted and nost comonly transmtted, but
suppression of that allows the spontaneous nutations
that occur to occasionally be a nutation that's
resistant to the drugs they're on, but the nutation
makes the new -- this novel nutation on rare occasion
not susceptible to those nedications at the | ow
concentration, and then it starts to overgrow, and
it's sort of a stuttering pattern where it gradually
-- so that's always the theoretical concern, and
that's the best explanation for why we get these
resi stance events that occur, especially when fol ks
-- well, two things. Wen we only had one drug,
which is -- we had two drugs when | was doing this on
active duty, and then we just started to have three
drugs, but when there was only one drug, the chance
of resistance is much higher. It's like there's a

mut ation that occurs every tine the virus replicates.
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Cccasionally that nmutation is a resistant nutation.
If there's two drugs on board, that ten to

the m nus four chance becones ten to the m nus eight,
then it's nmuch less likely, but it wll occur
eventually. And then with three drugs, it's ten to
the minus 12, and that just doesn't happen. It's so
rare, it just doesn't happen that there is a
resi stance nutation to all three drugs that occurs
spontaneously in that setting. So that's why
resistance with the current therapy -- this has been
true for a while -- is such an exceedingly rare
event, and you know, | think nost providers haven't
seen it intheir -- in their patients that are highly
adherent to the drug.

Q G ven a | arge enough popul ati on, you would

expect to see resi st ance.

A. So |l don't think that's -- well, if --
well, I would have to sort through the nunbers to
think of what that -- if you think about what that

ten to the mnus 12th nmeans in terns of the
| i kel i hood of that occurring, the spontaneous

resistance to all the drugs they're on, there is a
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popul ati on size that could be so large that there

could be a resistance event. So it's not inpossible,

but it's -- | would say it's vanishingly small --

Q Ckay.

A -- in the highly adherent patient.

Q Have you been an investigator for any study
that wasn't -- that involved the interruption of

antiretroviral therapy?

A No. May | clarify?
Q Sure.
A |"ve been an investigator in studies that

-- the initial study of nost HV drugs is to give
nonot herapy for a brief period of tine and then it
stops, and then they go back to a provider and then
they start whatever their chronic reginen is going to
be. It's very hard to find people for this because
everybody pretty nmuch is started as soon as they're
di agnosed. So | have stopped, but it's not what

you' re describing | think as like a structured
treatnment interruption or sonething kind of |ike
that. | have not studied that.

Q Those are -- those are different things.
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A They're different things. One is just --
one is -- for two reasons. Well, the inportant
reason is that what |'mdescribing is sonmeone has a
-- whatever their set point viral load is, it goes --
i f the drug works, it goes down a log or two, ten
fold or a hundred fold, and then when the -- when the
drug stops, whether they're suppressed or not,
because sonme are not after just ten days of dosing,

t hey cone back at sone rate, not often as fast as
t hey go down, but they cone back.

But there's a very different situation in a
structured treatnment interruption where people are
usually virally suppressed, they have no neasurabl e
| oad, and then the drug is stopped, and there's no --
there's no pressure to stop replication, and it is
allowed to resune at sone rate based on -- there's
probably quite a nunber of factors. | don't study
this, but it's a function of their imune system and
it may have sonmething to do with the prior viral
| oad, but if they're fully suppressed, this takes
time.

Q So those structured treatnent studies have
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A. -- in terms of viral load and risk of
transmission. In addition, the wvertical transmission
gives you similar loads because with the data,
there's a nice French study that looks at -- looks at
this where you have -- where mom and baby don't get
anything, mom gets nothing, baby gets something to
prevent, mom has interventions at different times
during her pregnancy, and all the risks are
different. And so that's useful information to
understand the difference between transmission at
birth and transmission in utero. And the other is
the sexual. I said it also -- you have similar kinds
with viral load and transmission risk, but all this
data together is very useful to understand what the
risks are, what the impact of wviral load and volume

and transmission risk, how they combine.

Q. I understand, but I'm really only asking --
A. Okay.
Q. -- about what studies you've looked at and

whether or not they involved individuals taking
antiretroviral therapies.

MR. SCHOETTES: Objection, asked and
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answered, but you can -- you can answer again.

A. I think I answered that. The CDC studies
in the Parul paper for the most part are not
antiretrovirals. The French study with vertical
transmission is with and without --

0. Okay.

A. -- and -- and durations, and the sexual
transmission studies, and there are many of those,
look at with and without, and looking at viral load
and risk of transmission based on viral load that --
and the viral load can only be low -- in those -- you
only have a range there because we're now in an

antiretroviral era.

Q. Okay. What about the occupational exposure
studies?
A. So the best --

MR. SCHOETTES: Objection, vague. If you
want to put a finer point on what you're asking about
those studies, but you can answer if you know what
he's asking.

BY MR. NORWAY :

Q. Did you -- and I can reask the question.
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Did you base your opinion on occupational exposure
studies that involved patients or individuals who are
taking antiretroviral medications?

A. My understanding is the Parul study that
CDC uses does not involve antiretroviral medications.
That was relatively early when there was not much
penetration or effectiveness of -- if there were

antiretroviral drugs, it was one, it was at most two.

There was not -- you did not see viral suppression.
Q. I see, so you're basing the -- are you
using the Parul study -- Parul study for both the

risk of injection drug use and occupational exposure?
A. No, that didn't -- I don't think the Parul
-- I'm trying to remember. No, it is -- it is on --
I'm sorry, there's two things. There's the Cardo
study that is -- that looks at the occupational risk.
The Parul study is a review that, to my recollection,
must include the Cardo study of occupational risk,

but the Parul is a much broader study. It's not --

you know, it's a -- it's a review. It's not a single
study.
0. Okay.
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1 at the very end.

2 A So thank you, yes, so the -- | see the

3 first author is Flynn, and based on this title and

4 the publication, | amaware of this study. Not the

5 study results, because | actually -- I"'mon an IRB

6 that reviews this study periodically because there's
7 Hopki ns investigators. This is nostly in Africa --

8 Q Ckay.

9 A -- if it's the | MPAACT PROM SE study, sound
10 famliar, but it was not a French study.

11 Q And this study is reporting that there were
12 two instances of nothers with undetectabl e viral

13 | oads that transmitted the virus to their infants,

14 correct?

15 A That's -- yes, it refers to those two on

16 the second page.

17 Q Yeah.
18 A | see those.
19 Q Is this the first instance that you are

20 aware of where there's a reported case of
21 transm ssion -- vertical transm ssion of H V where

22 the nother was taking antiretroviral therapy?
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A Yes, other than the study that | nentioned
where the focus of that study was not on breast
feeding, as it is here, so | don't know t he breast

feeding risk data --

Q Uh- huh.

A -- much, so thank you.

Q So the other -- let's take a step back.

A But my | -- may | --

Q Go ahead.

A So just to clarify, because the one thing I

was trying to find here, which I'"'mnot -- |I'm
probably noving too fast, is that the diagnosis of
the infection -- it's essential to knowthat -- to
confirmthis, they need to know that these infants
had no H V DNA anywhere in the body subject to the
limts of detection at the tinme of birth to identify
that it was in fact a postpartuminfection, and
that's hard to do. That's what | was | ooking for,
but I don't -- | don't see it, but I've read this
qgui ckly.

Q So let -- let ne break that down. [In the

case of vertical transm ssion, nother to child, there

Alderson Court Reporting

1-800-FOR-DEPO www.AldersonReporting.com



Case T8 YATHEPMEMB bocume E{%td:rj,l@({)fi/%/zo Page 19 of 103 F%%%@%g

1

10

11

12

13

14

15

16

17

18

19

20

21

22

are nultiple ways in which the infant can becone
i nfected, correct?

A Yes.

Q One of the ways it would be, it would be
infected while it was in the wonb.

A Yes.

Q A second way would be it would be infected
during the process of giving birth.

A Yes.

Q And the third way is that the infant could
becone i nfected by breast feeding.

A Yes.

Q kay. The study that you were referring to
-- does it identify nothers who are on antiretroviral
therapy who transmt HV to their infant before
birth?

A. No, it -- I'"'msorry, it -- now as |
remenber, it excludes breast feeding fromthe
popul ati on.

Q Ckay.

A So it only includes the first two of the

categories you nentioned, in utero and peripartum
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1 Q Peri partunf

2 A But not postpartumin the one | was

3 descri bing.

4 Q Ckay, so did -- did that study docunent

5 transmssion of HV vertically in utero when the

6 not her was taking antiretroviral therapy?

7 A. It showed no transm ssions in 2,600 |ive
8 births in the wonen that were consistently on

9 antiretroviral therapy prior to and throughout and
10 had a suppressed viral | oad.

11 Q kay, so that would be both -- I'msorry,
12 can you -- can you tell ne again what were the first

13 two nopdes of transm ssion?

14 A. Ch, it would be in utero --

15 Q I n utero.

16 A -- and peripartum

17 Q Ckay, so the study that you're referring to

18 show that there was no transm ssions in utero or
19 peri partum correct?

20 A Yes.

21 Q kay, and you haven't -- you haven't

22 revi ewed the | MPAACT PROM SE research, correct?
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A No, sir.
Q Okay, you can set that aside. So in
par agr aph 49 of your report, we're going back to
Exhi bit 4, about hal fway through, you tal k about the
nost intimate forns of contact, correct?
MR, SCHCETTES: |'msorry, what paragraph
did you say again?
MR, NORWAY: Forty-nine.
MR. SCHCETTES: Thanks.
THE WTNESS: Yes, | say that.

BY MR NORWAY:

Q Are you referring to sexual --

A I"mreferring to sex.

Q Ckay.

A | don't know why | was shy in that
I nst ance.

Q Okay. What research do you base your
opinion on that an individual with -- living with HV

who has a suppressed or undetectable viral load is
i ncapabl e of transmitting H V?
A So there's a series of studies beginning

probably first wwth Quinn et al., who's a coll eague
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1 at Hopkins and actually a comm ssioned corps officer,
2 who published the first | ooking at the relationship
3 between viral |oad and transm ssion and saw t hat

4 bel ow 400, there were -- | think there were

5 essentially no transm ssions.

6 There were a series of other studies

7 | ooki ng -- random zing and prospectively treating,

8 that would be HPTN 052. M ke Cohen was the first

9 author for that study. |'man investigator on that,
10 and there were no |linked transm ssions, and by

11 linked, | nmean that it was a -- it was a

12 serodi scordant couple study in which there were no

13 | i nked, no genetically |inked, so the infections that
14 occurred occurred not fromthe virally suppressed

15 partner, but fromother sex partners that were

16 presumabl y but unknown, whether they were on or not
17 on antiretroviral drugs.

18 And then there's a series of other -- so

19 that's a heterosexual contact. A series of other

20 studies |ooking, sonme in the sane setting, sone in --
21 there's -- then there are studies | ooking at nen that

22 have sex with men. There's sone ot her heterosexua
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1 and there's sone other MSM studies. Sorry, MsSM al
2 in caps for nmen that have sex with nen, all of which

3 show no transm ssi on when there's undetectabl e viral

4 | oad.

5 But the undetectable is defined a little

6 bit different in each one, but in general, it's -- in
7 Quinn it was less than 400. | think it was | ess than
8 200 in Cohen. | think it was 200 or 50 in sone of

9 the others. There was a very recent one in the

10 Lancet HIV. Rodger with a D was the first author.

11 So I think they've | ooked at nost of the popul ati ons,
12 and this is the basis for the Uequals Uin terns of

13  full suppression, undetected equals --

14 Q Ckay.

15 A -- uni nf ect ed.

16 Q Yeah, let nme just -- let ne ask, so -- soO
17 the -- the research that you're referring to formthe

18 scientific basis for the U versus U recomendati ons,
19 correct?

20 A Yes.

21 Q "' mgoing to hand you a docunent that ']

22 ask the court reporter to mark as Exhibit Nunber 10.
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MR, SCHOETTES: Again, just for the clarity
of your transcript, you said U versus U.
MR, NORWAY: Ch, I'msorry. U equals U.
Thank you for clarifying, Scott. Correct that on the
transcript. N ne? It's 9.
(Hendrix Exhibit No. 9
was mar ked for
I dentification.)
BY MR NORWAY:
Q And 1'Il give you a nonent to take a | ook

at this, Dr. Hendrix. Just let nme know when you've

fini shed.
A Ckay.
Q Do you recogni ze any of the authors of
this?
A. | know Bob, Karl and Tony, yes, sir.
Q And are they all well known HV

resear chers?

A Well, no, actually. So Tony Fauci is the
director of the National Institute of Allergy,
| nfectious D seases, and he is a well known H V

researcher. Karl Dieffenbach and Bob Ei singer are
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not researchers. | don't know the early careers, but
for the two decades that |I've known both of them
they're staff guys. They're -- they're in the
extramural programthat manages grants. | know t hem
each in different roles. Karl's the one that signs
off on alnost all of nmy grants, but they're not

researchers per se. They're very smart people.

Q But Dr. Fauci is.
A Dr. Fauci is, yeah. I'mjust -- they're
not -- they're not all researchers. Fauci is on the

ground doi ng research in addition to running N Al D at
the NIH  The other two work for him

Q Okay. Does this -- does this opinion piece
fromthe Journal of the Anmerican Medical Association

sunmari ze the research that you were referring to

earlier?
A Yes, the key papers are here.
Q Ckay, and |'mgoing to actually direct you

to the box that's on page 2 because it's easier to do
that. So -- and in this article, the authors say
that in order for antiretroviral therapy to provide

maxi mum benefit, taking nmedications as prescribed is
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essential, correct?

A That's what it says.

Q kay. Do you agree with that?

A Yes.

Q Does the validity of the U versus U concept

depend on achi eving and nai ntai ni ng an undet ect abl e
viral |oad?

A Yes.

Q Yes, and is taking antiretrovira
nmedi cati ons as prescribed essential for maintaining
-- achieving and mai ntai ning an undetectable viral
| oad?

A Largely. The only -- the only qualifier is
that taking it as prescribed may not nean perfection
because there is also evidence that suppression is
conplete even if there's a small degree of
nonadher ence, but adherence needs to be good.

Q Ckay. What do you nean by a snmall degree
of nonadher ence?

A So it would -- specifically it would be an
occasi onal m ssed dose at a frequency of, say, you

know, one -- one a week roughly, |ike 85 percent --
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1 I f 85 percent adherence is maintained in a consistent
2 way, which is on average, it's like mssing a dose a
3 week, | don't think there's evidence that there woul d
4 -- | think there is evidence that there would not be
5 aloss of full suppression. There's other patterns
6 of nonadherence that may not have that inpact.

7 Q Let's tal k about the other patterns of

8 nonadherence. So what -- your answer to ny | ast

9 question involved essentially one m ssed dose a week,
10 correct? |Is -- is as prescribed -- let ne -- let ne
11 see if | can frame the question. |If there is a

12 pattern of nonadherence of two m ssed doses a week
13 back to back, does that reduce or -- the validity of

14 the U versus U concept?

15 A So | think 85 sticks in ny head, so two
16 would be -- you know, one mnus 28 is nore than that.
17 | would be concerned at that |evel for treatnment and

18  full suppression.

19 Q Ckay. So you would al so be concerned if --
20 A Ri ght.

21 Q -- if they mssed three --

22 A In ternms of full suppression at sonme point
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in timne.
Q Ckay, at sone point in tine.
A At sone point in tinme, yes.
Q And if they take a dose, then is your

concern | essened?
MR, SCHOETTES: (bjection, vague.
BY MR NORWAY:

Q Let ne -- let nme -- so after -- after the
I ndi vi dual has m ssed two doses in a row, if they
took a third dose, would your concern be |ess? Never
mnd. It's a bad question. |It's a bad question. So
inthe -- inthe -- in the context of Uversus U, in
your opinion, you becone concerned once an individual
m sses two doses in a row?

MR, SCHOETTES: (bjection, mscharacterizes
prior testinony and vague. You may answer.

A So I'I'l just repeat what | said before.
|"mconfortable with data -- | can't think of the
author and the journal, but I'mconfortable with data
t hat adherence can be 85 percent -- | think that's in
general. | added an opinion, not -- based on

princi ples and other data, but not a study that was

Alderson Court Reporting

1-800-FOR-DEPO www.AldersonReporting.com



case T8-ER0TRE N BB Docume 1506103120 Page 29 of 103 PRI

1 done in a way to see if there was a -- a week
2 holiday, for exanple, but there is no increased risk

3 because the viral load is not going to be changi ng

4 much in that week. That's not a good thing. | don't
5 want it to continue, but that's also -- if |'moff

6 for a week, I'mexceeding this 15 percent tol erance.
7 Q Ckay.

8 A That makes -- it's very conplicated. [|I'm
9 -- I"mhappy to say 85 percent is going to be really

10 good at mamintaining full viral suppression.

11 Q Yeah, and what |'m-- what I'masking is in
12 your opinion, how |long after a person stops taking

13 their nmedication do you becone concerned that they

14 may transmt H V.

15 MR, SCHOETTES: You can answer that.

16 A So -- so the two inportant things there
17  would be at what point -- the critical thing is at
18 what -- how nuch |ater are they not suppressed, so

19 howlong's it take for themto get fromfully
20  suppressed, which is bel ow what ever nunber, dependi ng
21 on the test, to sonmething that's going to be over,

22 say, 400, you know, 200, 400 based on the Quinn
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papers. Sone of these other papers here, they use
different nunbers, and that period of tinme | think is
-- 1 think the range on average is four to ten or 12
weeks.

So until that point in tinme, | would have a

-- | wouldn't be so worried that there's an issue

because they would maintain -- it takes the virus a
while to ranp up to sone level. |[If it's not
detectable until four to eight weeks -- four to 12

weeks later, then | would think not until they get to
that category woul d they be transm ssi bl e.

Q Ckay.

A Wuld they be infectious with -- through a
sexual transm ssion.

Q Yes, so that's -- that's actually what |
was -- where | was going. So the -- so is it your
opi nion that an individual who stops taking their
antiretroviral therapy would not becone infectious
until after their virus rebounds above the suppressed
| evel ?

A. Yes, but -- it is, but inawy, it's --

yes.
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1 Q Ckay.
2 A That's fair.
3 Q And how many virus particles -- or what's

4 the viral load that you woul d consi der suppressed?

5 MR. SCHCETTES: (bjection, vague. You can
6 answer .
7 A. So the nunber -- the nunber used to define

8 that in nost of these studies | think was 200. |

9 only qualify that to say that in fact, their |eve

10 may be well below that. W don't know. It's a --
11 there's no way to know what's under the -- | nean,
12 it's how nuch is below the sea in an iceberg, but the

13 nunbers are when it goes below that, there aren't
14 t ransm ssi ons.
15 Q So when you -- when you tal k about vira

16  suppression in your opinions, are you talking about

17 i ndi vidual s who have viral |oads |ess than 200?
18 A Generally. They're -- they're all
19 I ncl uded, but yes -- nobst of the data is 200, so nost

20 of the time I'mtal ki ng about 200.
21 Q And if you're tal king about sone -- sonmeone

22  who has undetectable viral |oad, what are you
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referring to?

A Well, it depends on the specific study and
-- and -- and the actual practice in the clinic, you
know, whether -- whether they're using a test that is

200 or 50 or 40 or 20.

Q And did different studies use different
| evel s based on the technol ogy that was used at the
time?

A So there's sonme evolution -- there's sone
evolution just based on timng of Quinn and the Sw ss
-- | can't renenber the nunber fromthe Sw ss paper,

but the Quinn was 400, and | know that was done in

the '90s. There were nmuch -- there were nore recent
-- the 052 was nore recent. | was involved in that,
and that was -- | think that was 200. The 50 things,
they get -- they get nore expensive, but they also
get easier and nore portable in ways too, but -- so
again, it varies -- it varies wth the study.

MR, NORVWAY: [|'Il hand the court reporter a

docunent for her to mark as Exhibit 10. Here you go,
Scott.

(Hendri x Exhibit No. 10
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1 was mar ked for

2 i dentification.)

3 THE W TNESS: (Ckay.

4 BY MR NORWAY:

5 Q Have you read this article before?

6 A No.

7 Q Ckay, and does this article tal k about or

8 address the plasma viral rebound follow ng the

9 cessation of antiretroviral therapy?

10 A Yes.

11 Q And they -- they actually nonitor patients
12 who have stopped taking their nedications, correct?
13 A Yes.

14 Q Is it a fair characterization of the study
15 that they found that 78 or 79 percent of the patients
16 had viral |oads greater than 400 copies per m |l four
17 weeks after stopping treatnent?

18 A Yes.

19 Q And the difference in those nunbers is

20 sinply when they began antiretroviral therapy.

21 A Yes.

22 Q kay. Okay, we can set this aside. Do you
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-- do you want to add anythi ng?
A No, | was just |ooking for what the -- what
the -- what the nedian tine is for -- for that, but

that's fine, this is helpful. Thanks.

Q Oh, okay. | do not know if the nmedian tine
s --

A Yeah.

Q -- in here, but if you -- if you want, your

counsel can ask you questions afterwards. So | want
to go back to U versus U.
A Equal s.
Q I|"msorry, U equals U, and pl ease do
continue to correct me. That is --
MR, SCHOETTES: It's very |awerly.
MR NORWAY:  Yes.
MR. SCHCETTES: Not to be U versus U
BY MR NORWAY:
Q Uversus U, | think that is -- that is ny
-- ny hang-up, because you never -- so in -- in the
context of Uversus U, is there a risk of
transmtting HV during the first six nonths after a

person begins antiretroviral therapy?
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MR, SCHOETTES: You just did it again.
BY MR NORWAY:
Q Let me ask again. In the context of U
equals U, is there a risk of sexually transmtting

H'V during the first six nonths of antiretroviral

t herapy?

A May | refer --

Q | would -- the U versus U.

A Thank you.

Q And that is the docunent narked as Exhibit
Nunmber 9.

A Oh, it's right here.

Q And if you would like --

A Yes, so ny understanding is there is a --
there is a period -- so I'msorry, can you repeat the
guestion? It's -- the question was the timng of the

viral suppression. Wuat was the --
Q No, so I'Il --
MR, SCHOETTES: Let himrepeat --
BY MR NORWAY:
Q -- repeat the question. |In the context of

Uversus U, is there a risk of sexually transmtting
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1 H 'V during the first six nonths of antiretroviral

2 therapy?

3 A Yes.

4 Q Does the U versus U concept --

5 A Equal s.

6 Q Thank you. Does the U equals U concept

7 also require viral load testing in accordance with
8 the guidelines published by the Health and Hunman

9 Servi ces, HHS?

10 A Yes.

11 Q And -- okay, you have the right page. So
12 the guidelines require testing at the tine

13 antiretroviral therapy begins, correct?

14 A Yes.

15 Q And they then require viral |oad testing
16 every two to eight weeks after initiation, and then
17 -- correct?

18 A My understanding is that the nore routine
19 was to test a nonth after and then every three to
20  four nonths for a while until you have full

21 suppression, and then less frequently.

22 Q Correct, and that is -- oh, I'msorry. And
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1 what you just described is actually described as

2 nunber 3 in the Fauci piece, correct? And you're

3 | ooki ng on the second page, first colum, |ast

4 par agr aph.

5 A Yes, | see both of those. Your nunbers and
6 ny nunbers are at different stages. Thank you.

7 Q Yeah, and then the next set of testing

8 under the guideline once the viral load is suppressed
9 Is to repeat testing every three to four nonths,

10 correct?

11 A For a peri od.

12 Q Correct. Then for individuals who are then
13 adherent to treatnent consistently for a period of

14 two years, the guidelines then change the period of
15 testing, correct?

16 A Yes.

17 Q And what -- and what do the guidelines

18 recommend for a period of testing for an individual

19 who is adherent to treatnment with consistently

20  suppressed viral |oad?

21 A So the Departnent of Health and Human

22 Services in -- that's referred to in Exhibit 9 says
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six nonths. | think the Wirld Health Organi zation

and Aidsmap in simlar situation may recomend 12

nmont hs.

Q What is Al dsmap?

A Aidsmap is where Exhibit 8 was publi shed.
This is not -- it's not in this paper, but it's just

the source, but the Aidsnmap al so nmakes
reconmmendati ons for treatnent.
Q Is it an organi zati on connected with the

governnent of Britain?

A | don't know for sure. | associate it with
Britain, but I don't -- | don't know the answer to
t hat .

Q Ckay, no worries. W can nove on. And

foll ow ng what we were just reading in Exhibit 9,
this article notes that when antiretroviral treatnent
i s stopped, viral rebound usually occurs within two
to three weeks, correct?
MR, SCHOETTES: \Were are we?
A This is --
Q This is page --

MR, SCHCETTES: Thank you.
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MR, NORWAY: 452.
MR, SCHCETTES: Cot it.
BY MR NORWAY:
Q Second col um.
A So that's what it says, the only -- I'm
only parsing this to say there's viral rebound and

t hen rebound to the detectabl e.

Q Correct.
A. And the recommendati ons were based on the
detectable, but it's -- the difference is weeks

between this recomendati on and the data you j ust

showed nme fromthe early -- fromExhibit 10 --
Q Uh- huh.
A. -- which had a nedian that was north of

four weeks, but it's --
Q So this is saying viral rebound, okay, and
do you -- are you -- are you saying there's a
difference in the way this article is using viral
rebound and what you use as viral rebound?
MR, SCHOETTES: (Objection to the extent it
m scharacteri zes prior testinony, but you can answer.

A So what I'm-- what |'mtrying to -- what
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|

"' mlooking for now to answer your question

2 specifically is that theoretically, there may be a
3 change in the viral load. One mght call that

4 rebound, although it's not yet detectable. | don't
5 know what to do with that because we have established
6 data about suppression below a certain level, we'll
7 say 200 for the sake of argunent. W understand

8 there's a --

9 Q Uh- huh.

10 A -- variability around that across studies.
11 Exhibit 10 refers to and | refer to a Li paper.

12 That's where the -- the tine to rebound I think as
13 they define is between four and 12 weeks. So these

14 nunbers are varying, the nethods are different, and

15 "' mnot sure how you could neasure -- it's certainly
16 not -- we know it's not a hundred percent at two

17  weeks. |1'mnot sure what percentage m ght even be
18 above detectable. | don't have the data on that, but

19 that's an inportant factor.
20 Q So what | want to understand is when --
21  when you tal k about viral rebound in your opinion,

22 are you referring rebound to pre -- rebound to |evels
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1 of virus |load that a patient would have had before
2 taking antiretroviral therapy?

3 A. No, | would be -- | would be concerned if
4 it's at a level of detection because |evel of

5 detection is associated with transm ssion ri sk.

6 Q Ckay.

7 A Not needing to go any higher.

8 Q And the |l evel of detection is 2007

9 A On average in papers.

10 Q kay. And so do | understand it correctly

11  that when -- when this paper tal ks about |evels that

12 woul d have been associated wth risks -- increased

13 risk of HHV transm ssion, right, it is talking about

14 viral rebound to detectable levels, and -- and -- and
15 -- I"'msorry, I"'mlooking at article nunber 9, or

16  Exhibit 9.

17 MR, SCHOETTES: (bjection to the extent

18 that the docunment speaks for itself. |If you want to

19 give hima chance to review the entire docunent to

20 figure out how they're defining viral rebound, we can
21 take the tinme to do that.

22 BY MR NORWAY:
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was done about HIV transmission through breast
feeding, correct?

A. I have to read it because this is clearly
not the paper I was referring to.

0. Okay.

A. So I would have to read through this. This
is just from last summer, and I was looking at a
published paper I think from 2015 or something.

0. Okay.

MR. SCHOETTES: Take your time, read

through it.

A. Yeah, so let me read through the -- okay, I

may have to come back to it to answer a gquestion

related to it. This -- I'm not familiar with this
study, so --

Q. Okay.

A. This is all I have.

Q. So my -- my first question was actually

that, have you seen the Flynn studies before?
A. This Flynn --
0. I'm sorry, I was -- I will refer to this

study as the Flynn study. It is identified on page 2
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0. And I'm -- I'm looking at Exhibit 9. You
can set Exhibit 10 to the side.

MR. SCHOETTES: You don't need this, yeah.
Oh, you want to look at something else?

A. I wanted to look at 10 to -- to help answer
his question. The only way to give this number is to
do a study in folks that are -- have been
persistently suppressed, stop therapy and measure it

at two weeks and at three weeks to know what the

number is. I have not seen a paper that does that.
Q. Okay.
A. That's why I'm resistant to -- to answer

directly the truth of their statement. I thought

that the Hamlyn paper, Exhibit 10, might be helpful.

0. Uh-huh.
A. They don't look until four weeks.
Q. Yeah, I was going -- I was going to just

say that the first data point on this paper is four
weeks, and at four weeks, nearly 80 percent of this
population had detectable viral load, correct?

A. That's correct, and in the Lee paper, it

was not so much, as I recall.
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0. What do you mean, not so much?

A. Well, they gave a range for the time to
above -- I think it was 200 in the Li paper, and the
range wouldn't be four -- there would be some at four

because otherwise they wouldn't say that, but the
others are also taking place over the rest of this
period. I don't know the distribution, the

population density over that time interval.

Q. Uh-huh.
A. But --
Q. Okay, perfect. Thank you. And is that

what you wanted to discuss about Exhibit Number 10°?

A. Yes.

Q. So do you disagree with the statement in
Exhibit Number 9 that viral rebound usually occurs
within two to three weeks?

A. I don't have any evidence to agree or
refute it.

0. Okay, and -- and this article states, and
this is once again in the box to help you look at it,
that stopping therapy negates the validity of

assuming that U equals U, correct?
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A. Yes, yes.

Q. Let's move on to your expert report. So
I'd like to talk about paragraph 51, and I'm on page
20 of your expert report.

A. Okay.

Q. Am I correct that in paragraph 51, you
disclose an opinion that anyone who is exposed to the
blood containing HIV should be provided post-exposure
prophylactics?

MR. SCHOETTES: Objection to the extent it

mischaracterizes the report. You may answer.

A. I don't know if I have an opinion about
that. I do believe that the -- the level of exposure
as far as -- falls below established transmission

risks. The CDC is very conservative in their
recommendations, but I don't have a formed opinion on
whether or not the statement about the PEP was a
point that that is a way to additionally reduce the
risk, however small it might be.

0. Okay, so this is a -- well, so does
paragraph number 51 in your report disclose your

opinion that the military can further reduce the risk
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1 treatment facility where there will be a formulary at
2 some point back in the line to provide it. Now,

3 whether he goes far enough to get to the supply or it
4 gets to one point and the supply moves forward one

5 step in the system, like if he goes from 1 to 2, and
6 the drug's at 3 and it's got to go to stage 2, I

7 think it's possible.

8 Q. Okay, so you're assuming that the exposed
9 soldier is being evacuated, correct?
10 A. He'll be -- I do think that the soldier --

11 the nature of the wounds I'm describing is going to
12 -- will be moved as soon as possible, whenever

13 possible, back to a higher level of care than the --
14 the medic with the group.

15 0. Okay. What about the soldiers who are

16 exposed to the blood who were not injured by -- in

17 that way with a deep penetrating wound?

18 A. So I think that's a harder call. The CDC's
19 recommendation with occupational exposures are

20 graded, and it would be -- I think one could come up
21 with a -- a rational policy with that as a starting

22 point to make those decisions. As I said, I'm not
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making the recommendation. I think it's -- I would
recommend that they look at this as a way to further
reduce the risk because the risk does currently exist
because there's HIV infected soldiers in the field.
So I think they should look at it, independent of our
primary issue, should look at that, and those are
some of the issues, but you could make a graded
response, as the CDC has a graded recommendation
based on the type and extent of the exposure, of the
occupational exposure. If you have --

Q. Is that -- is it -- is it your
understanding that the occupational exposure
guidelines -- oh, yes, never mind. Okay, I got it.
So in your answer regarding -- regarding PEP, you are
basically saying -- I'm trying to understand that
there is -- you're recommending a analysis of the
risk to determine how far forward to position PEP
medications, right?

A. I think -- I think that's an important
question for the -- for the medics and logistical
teams to decide, how -- how far forward they need to

put it. I don't know how far forward it is
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currently. I just know that it is at some level
available.

Q. Do you know how many doses are available at
that level?

A. I don't know the answer to that.

Q. And you don't -- do you have an opinion
regarding how those forward supplied units would
replenish their supply of PEP medications in combat?

A. I assume, based on all the medical
facilities I've been part of, they would resupply in
the same way they resupply every other medication.
When they're -- once they hit a certain number in
their inventory, they put in an order for that drug
to be replenished, which is what they would do for
all the other medications they have, for routine
stuff and -- and more acute -- more acute illnesses,
injuries that occur.

Q. Are you assuming that the units who would
be carrying the post-exposure medications would be --
would have the capacity to carry additional
medications?

MR. SCHOETTES: Objection to the extent it
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mischaracterizes prior testimony. You can answer.

A. So -- so I said before that I don't know at
what -- so I know it's being deployed. These drugs
are on the formulary in the field. There's an
amazingly extensive formulary that CENTCOM, which is
what I've looked at, has in the field. What I said I
don't know -- I know that -- I'm sure this is not
something a medic's going to carry in his bag. That
would be a bad idea. He's got far more likely -- he
has need for things that have far more likely need
than this. How much further back, I don't know.

Q. So you don't have an opinion of whether a
combat support hospital would have room to carry
additional medications.

A. I don't know what a combat support
hospital's capacity is for any additional
medications, and I'm sure everything they have is
very well reasoned.

Q. Okay. Are you assuming that whatever level
has the -- the PEP medications have personnel that
are adequately trained to properly identify and

provide the medications to exposed soldiers?
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fully suppressed, and you know, after folks have been
on for a while, usually the -- it's like a one
percent switch per year, and this is after they're
chronically suppressed, but one percent switch per
year. So I think -- I think the frequency of that
occurrence, which is a minor increase depending on
what the combination is, it's a minor increase over
this risk, over this burden of carrying the pills,
which is what your question was.

0. Is this a person in that situation, a
person who has to take additional medications or
different medications than a single-tablet regimen in
the same capable of being deployed?

MR. SCHOETTES: Objection.
BY MR. NORWAY:
Q. In your opinion.

MR. SCHOETTES: Objection, vague. You can

answer.
A. Yes.
Q. Okay. In your opinion, is there an
increased -- never mind. Do you know -- have you

seen any information regarding the types of regimens
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that soldiers or service members are currently taking
in the military?

A. I have no primary experience with that, no,
other than I think I -- I know I've looked at that.

I mean, I remember that I've looked at that for one
of the -- one of the plaintiffs, Harrison, and there
was insufficient detail to my recollection for the
other two to know what the regimens were, but I'll
just say but that's just a slice.

Q. And if I recall correctly, Sergeant
Harrison was taking Biktarvy, correct?

A. That's my recollection.

Q. And so you don't know what percentage of
active duty service members are being prescribed
single-tablet regimens currently?

A. I don't know the answer, no. I don't know
that I've ever seen that anywhere.

Q. What is the average yearly cost of a one or
two day pill regimen?

MR. SCHOETTES: Objection, wvague. You can
answer.

A. I don't know what it would cost the
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1 mlitary. These reginens are anywhere -- ny

2 estimates from-- and it's not that they're not

3 known. It's just that | don't have it in ny head. |
4 would say, you know, between 15 and 25 thousand

5 dollars a year, and -- which is nore than PreP. Even
6 PreP is 10 to 12 thousand a year, but those are --

7 those are different costs than the Veterans

8 Administration pays, for exanple. | can't tell you
9 how much less. | don't renenber that, but it's |ess,
10 but there are -- the mlitary has advantages that

11 civilians don't have.

12 Q Did you review the slide presentation that
13 was attached to Col onel Murray's deposition?

14 A | did | ook at that.

15 Q And do you recall seeing a slide in which
16 he noted that the cost of H 'V nedications is

17  approxi mately $25, 000 per year?

18 A | don't recall specifically, but the range
19 | just gave includes that, and |"'msure that's -- |
20 accept that that's accurate.

21 Q My math is very nmuch off.

22 MR, SCHOETTES: Wit for a question.
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A Ckay.

Q Assum ng the average cost of HV
medi cations is approxi mately $25,000 per year and the
nunber of active duty service nenbers living with HYV
Is 1,800, and you can use a calculator if you want.
What woul d be the annual cost to the mlitary of HV
nmedi cati ons alone? So it's $25,000 per year, 1, 800.

MR, SCHOETTES: (bjection, outside the

scope, but you can answer.

A I"'mnot -- I"mnot going to do the nmath.
I f you want nme to do the math, |I'll do the math if we

want to take tinme to do that.

Q It's about 45 mllion?

A | -- I wll trust you. 1It's shy of 50,
yes. |'mrounding, yes.

Q kay. So in paragraph 53, noving on from
the first part that we're saying -- or that we' ve

al ready di scussed, in the sentence that begins with
"Furthernore" --

A Ckay.

Q You refer to two medi cal conditions,

dyslipidema? D d | say that correctly?
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A That's fine, dyslipidem a.

Q Dysl i pidem a, and hypot hyroi dism correct?

A Correct.

Q | s dyslipidem a a contagi ous di sease?

A No.

Q What is it?

A. It is abnormal lipids, fats, in the blood,
dyslipidema, and it's -- it's what puts -- anobng

ot her things, what put people at risk of
cardi ovascul ar di sease, high chol esterol anong them
Q Are you aware of the guidelines for -- that

provi de recommendations for treating dyslipidem a?

A | don't do that, so | would not be very
famliar. There's -- | knowa little bit about it,
SO --

Q Okay. Do you know how many gui del i nes

t here are?

A No, | don't know how many gui delines there
are. Those are witten by cardiologists. They're
used routinely by regular general internists and
primary practice docs.

Q Do you know what the recommended first-Iline
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1 Q Let ne ask it another way. Are there any
2 older single-drug -- or single-tablet conbinations
3 that are not prescribed today comonl y?

4 A Yeah, so -- so the first -- so Atripla,

5 which is efavirenz, tenofovir, disoproxil fumarate

6 and enmtricitabine, was the nost potent and effective

7 and long -- long-lasting in terns of years in the

8 mar ket as the single drug one pill once a day. |

9 nmean, | think it was probably the first one pill once
10 a day. | may be wong, but -- and it was true for

11 many, many years until sone of these other drugs,

12 especially these integrase transfer inhibitors cane
13 along. It had issues. It was the drug that was --
14 If | remenber correctly, when | said 30 percent, it

15 was a drug that was domi nant in the period when that

16 30 -- predom nant, dom nant. Predomnant's a better
17  word.
18 Q So Atripla had significant nunber or

19 significant adverse effects, correct?
20 A Yes.
21 Q Ckay, and is it -- is Atripla commonly

22  prescribed today?
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1 A | think much less so. [It's not on the

2 Arny's primary list.

3 Q So in paragraph 5, in your |ast sentence,
4 you refer to a person who has al ready achi eved viral
5 suppression on a particular antiretroviral therapy
6 regi men changi ng to anot her regi nen based on side

7 effects, correct?

8 A Yes.

9 Q And can you quantify what you nean by rare
10 in this sentence?

11 A Yes.

12 MR, SCHOETTES: (Objection to the extent

13 that it does not fully correctly characterize the

14 statenent in the report, but you can answer.

15 A So | refer to this study, and I could -- |
16 could point toit. It is on the list of the

17 references | provided that | ooked at the -- the risk
18 of -- it |looked at the rate of changing a regi nen

19 based on adverse events, which was at a certain
20 percentage. | think it was probably in the teens
21 early, but then as the years follow, there's an 18

22 percent reduction on average until a plateau of one
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1 percent. So in this case, when | say nore rare, I'm
2 saying year over year, there's a -- a decreasing

3 rate, and at a steady state, it's one percent, and |
4  woul d consider that rare.

5 Q And | wanted to just explore what you --

6 what you nean by that. First, is that study the sane
7 study that you indicated a nonent ago reflected a 30
8 percent discontinuation rate?

9 MR, SCHCETTES: (bjection. No, no, I'Il

10 let it go. Go ahead.

11 A So there's two studies.

12 Q Ckay.

13 A There's two studies, so it is different,

14 and -- yeah, I'lIl leave it at that.

15 Q When was the study that you're referring to
16 in the |last sentence, or that -- that is used to --
17 A. So | do think this one, given the duration

18 of tinme that they followed up to see the

19 steady state, was nore recent than the other one that
200 was -- the other one that started at 30 and went down
21 to five wwth older neds -- ol der nedications, and

22 then this study was | think with newer nedications,
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because it actually started at a |ower rate. The
total rate of changes fromthe inception -- fromthe
first regi men was broken down into changes based on
side effects and changes based on resistance that
coul d occur, because | know there's two curves that
are noving in parallel but at different rates. So
the side effect curve I think is in the teens to
start, and that's why | think it's nore recent, but |
don't remenber exactly the year.

Q And is that -- is -- is it that -- or do |
understand the -- what you're saying correctly, and
if | don't, please correct ne. Are you saying that
that study showed -- or that study reported that 17
percent of the people who were on those reginens had
a change in the first year?

A Yes, that's ny recollection. It's -- |
think it's in the -- for adverse -- the newer -- the
nore recent study that follows over a |onger period
of time, it starts around 17 percent. | think
there's a -- and then there's the 18 percent relative

change for a few years, and then it's that one

per cent .
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Q And then -- and it sort of levels off?

A Then it's at one percent, and the one
percent is attributed to side effect changes.

Q Ckay, and then there was a second curve in
that study that essentially did the sane anal ysis for
resi st ance.

A | think that's right. | know there's two
curves. | think it's resistance and | think it's
probably only resistance. There's not three curves.
There's two curves. It should be resistance. That's

sort of what's left over, but |"mpretty sure that's

t he case.
Q What was the percentage for resistance?
A. | don't renenber, but it was -- early on,

It was higher, and what | don't renenber is sort of
how far back it started, because the -- what's
happeni ng during -- given the duration of the study
Is the drugs that are able to be switched to are al so
changi ng, which is part of the reason that you're
able to stay low, but I just don't renenber what

t hose nunbers were.

Q Do you renenber any authors on that paper?
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A. If I can | ook --
Q Sur e.
A. | can --

Q Wll, why don't you -- when we take a
break, why don't you take a |look. And is that paper
the basis of your opinion that patients rarely stop

taki ng single-tablet regi nens because of adverse

effects?
A Not only. There's also the -- you know,
being in neetings and conferences and -- | ocal

meetings that your providers tal k about how they care
for patients and discussions of this that just sort
of occur before and after conferences and nati onal
and international conferences, and it's generally
true in nmedical practice that the side effects occur
early. You find -- you find another drug if they're
not tolerable, you switch to it and you stick with
It, and changes aren't very common after that.

Q Ckay.

A This is -- this is not unique to -- to HV,
and actually, you find good nedicines wth | ow side

effects with easier adherence over tine, and then you
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1 stick with it. Adherence inproves, efficacy inproves
2 and you stick with that.
3 Q And di fferent H V nedications can cause

4 different side effects, correct?

5 A Yes.
6 Q And peopl e taking sone H V nedici ne may
7 have different side effects from-- |et ne rephrase

8 that. So people taking the sane H V nedication can
9 have different side effects fromthe sanme nedicati on,
10 correct?

11 A Yes.

12 Q Can -- can sone adverse effects fromH YV
13 medi cati ons appear nonths and years after the

14 medi cation's started?

15 A So | would say yes, but it is unconmon,
16 given the data | referred to.

17 Q And what effects -- what adverse effects
18 would you expect to | guess show t hensel ves nont hs
19 and years after a patient has been on that

20 medi cati on?

21 A Soinny -- this is a general experience

22 that would include only a nunber of the HV drugs,
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but the what | call annoyance synptons that are
commonly associated with al nost every drug that's
| i censed because these things happen often in
people's lives. They nake a connection in the
context of a clinical study and it's forever
attributed to the drug. Those sorts of things
probably do occur in sone frequency, but that changes
qui ckly. They get used to the drug, they find out
it's not really related to the drug and they persi st
because they're getting sone benefits, whether it's
mani fest benefits or just in their head that they
know it's good for them

But those are sorted out early. There are
other things, and | would -- the one that | would put
in the category woul d be renal dysfunction that may
occur at sone |evel over tine sporadically, but it's
also reversible -- it's identifiable, it's treatable.
Doesn't need to be treated. It's identifiable.
Switching the nedications is the treatnment, is the --
is the proper thing to do, and then change to a drug
that has a lower risk for that, and if soneone

already has a risk for that at the start, you
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1  wouldn't put themon the drug to start with in the

2 first place.

3 Q s -- is liver function al so possible -- or
4 l'iver --
5 A So | think less so. The liver -- so in ny

6 experience and fromthe data I know, a couple things
7 have happened, that the old drugs, the old

8 nucl eosi des and ot her cl asses of drugs, ol der drugs,
9 non -- non-nucs, non-nucl eosi de anal ogs, reverse

10 transcriptase inhibitors, NNRTI, and the protease

11 I nhibitors to sone degree had sone associated |iver
12 side effects, but the integrase inhibitors don't, and
13 there's really not a conpelling reason even to check
14 for this.

15 The newer nucl eosi des that are used, the

16 NRTlIs, tenofovir, either form and entricitabine are
17 not associated with liver side effects. There is --
18 there's an odd regulatory thing where there's a bl ack
19 box warning for those, but there's not good data that
20 there's any association between anything related to
21 liver like lactic acidosis and -- and those two

22 drugs.
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The lactic acidosis was related to other
drugs that nobody uses anynore as far as -- sone
peopl e may use them They're avail able | think, but
they're uncommonly used. They're not on any of the
lists -- they're on the list, but they're not on any
of the recommended regi nens we | ooked at.

Q Ckay. Do your -- okay, what are the --

what are the adverse effects that are associated with

I ntegrase -- or integrase inhibitors?

A. Vell, | would have to | ook because they are
so rare. There's not a renal -- so the categories we
went through before, there's -- there aren't --

there's not a renal toxicity, there's not a liver,
there's not a hematologic toxicity. There's no
dyslipidema that | know of. So those are kind of
the big ones that could -- you know, would be a
reason to change and m ght be -- mght persist, and |
don't remenber what the acute things mght be. |

| magi ne they are also fatigue, nausea. Usually
bowel s are disrupted. Everybody -- there's sone
percentage of that both in placebo and drug that

occurs, but | can't be nore precise than that. |
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just don't -- | just don't know specifically, but
their value in these fixed-dose reginens is that they
like -- the TAF in particular and the entricitabine
have such a terrific side effect profile that they're
-- they're really a nice match, they're a nice

phar macoki netic match. They're fornulated, and it's
a nice one pill once a day reginen. | don't think
there's nmuch reason to worry about nuch of this
stuff.

Q What are the adverse effects that are
associ ated with TAF?

A SO -- so TAF -- the only reason -- | should
say it this way. The two big things for TAF is that
It does not have the only two inportant side effects
that TDF had, the first of which -- the nost
i mportant of which that's best docunented and
clinically inportant is the renal dysfunction, which
there's a little glonerial, but it's nostly tubul ar
di sease, and the other is that there's a bone density
change. The difficulty with that is the experience
I s those changes have an inpact over decades, and

it's not clear what to do with the data, and | think
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1 nost of the practitioners kind of throw up their

2 hands |i ke what do we do with this, and the changes

3 are small. The --

4 Q Can | -- can | interrupt you? Sorry.

5 A Sorry.

6 Q So those two adverse effects that you just

7 descri bed, are they associated with TDF?

8 A Yes, they're associated with TDF, and they
9 are far less -- | can't say they're zero, but they

10 are far less and | think relatively insignificant

11 wth TAF, and as one exanple of that, the

12 recommendation for -- | nentioned before that you

13  wouldn't put soneone on a drug if they already had a
14 risk factor.

15 So if you already have renal failure, sone
16 -- sone degree of renal dysfunction, you wouldn't go
17 on the drug. You can have a much | ower |evel of

18 renal function and still go on TAF. | nean, it's

19 that nmuch different in terns of how you can use it.
20 You can use it in nore people. The chance of getting
21 renal dysfunction if you're normal is nmuch [ower. So

22 it's areally really nice advantage because you can
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1 use it in a larger -- a larger proportion of

2 patients.

3 0. And what was the third --

4 A. Emtricitabine.

5 0. Tricitabine?

6 A. Em -- FTC. That's the easiest, FTC.

7 0. And what are the adverse effects associated

8 with FTC?
9 A. So I really have to search to figure out
10 what they are. You know, it's a nucleoside class and

11 it's sort of painted with a broad brush that the

12 black box -- it's included in the black box warning
13 as a drug in the class, but I can't -- it's -- I
14 think side effects with that are so uncommon, it

15 doesn't have any of the list of things we talked

16 about. So there may be some nuisance symptomatic
17 things that are not associated with long-term organ
18 dysfunction that go away.

19 Q. Okay.

20 A. So -- so these things go away, as they

21 typically do with these drugs.

22 Q. If a patient were required to switch from
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individualized to those kinds of wvariables to sort it

out.

Q. And why would a patient not have other
options?

A. If they -- the word I used before was

burned through. If they have gone through all
possible combinations of these 30 or so drugs that
are licensed that could be used.

Q. Because of resistance?

A. Well, for multiple reasons, because of
resistance and because of side effects, because there
might be some -- you know, if they're -- if they're
very sensitive to TDF causing renal toxicity, then,
you know, then I'll put them on TAF. TAF, the only
reason TAF -- I don't think it would work is if
another part of their problem was side effects, if
there were side effects related that affected
adherence that led to resistance, then I wouldn't go
from TDF to TAF because they'll have resistance to
the same organisms, so I'd have to -- I have to
address both of those things whenever I make a

switch.
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0. So sometimes when -- when a virus becomes

resistant to one medication, it can become also

resistant to other medications?

A. It's possible.
0. Is that like a class-wide resistance?
A. Sometimes there's class-wide -- there are

class-wide resistances and there are drug-specific
resistances, and it all depends. There are very
useful -- and there's so much details with this that
the docs don't keep it in their heads. The
virologists know this stuff, but the virologists put
together the tables and the docs will -- they'll get
a result, and the results typically will tell vyou,
you know, sort of what's -- what's it sensitive to.
So they'll give you the -- the dosing, the
treatment recommendations based on the result of the
-- of the genetic test for the virus. So that's kind
of built into the test, which is true for lots of
tests. So you don't need to be a virologist to
interpret the data. You could -- you could -- you
actually could look it up yourself here, and I would

be comfortable looking at the table to decide what it
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1 is.

2 And -- and some of the advantages of the
3 recent drugs is there are not as many of the class
4 effects. Even before the integrase inhibitors,

5 there's other drugs that didn't have class resistance
6 problems, because it's a huge problem, to -- to have

7 one of those, because you lose many drugs instead of

8 just the single one you're on.
9 Q. Okay, that was going to be my next
10 question, are -- so if there's -- if a patient

11 develops a resistance to an entire class, then you

12 can't prescribe the medications in that class.
13 A. In that class.
14 Q. Okay. 1Is there -- are there reports of

15 class resistance to integrase inhibitors yet?

16 A. So I'm not as familiar with the -- if

17 there's a single mutation that's a class killer, and
18 I -- and I also should direct, if I may before, there
19 -- I'm not sure there are -- given all the drugs in
20 each of the five, six, seven classes that there are
21 -- I lose track. There are lots of classes that are

22 options, and within them, there are cross-resistance
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1 Q How about this. Can you summarize for ne
2 the opinion that you're providing in the last three
3 sentences of this paragraph 59?

4 MR, SCHOETTES: WIIl you give himtine to

5 read the entire paragraph?

6 MR, NORVWAY: Well, he's already read it.

7 MR SCHOETTES: Ckay.

8 THE WTNESS: Last three, so one, tw --

9 BY MR NORWAY-:

10 Q Last three sentences.

11 A Last three sentences. Sentences or |ines?
12 Q Sent ences.

13 A kay. Yeah, so -- so what |I'mgetting at
14 Is if the soldier is virally suppressed, they're

15 | mmunol ogically normal, and the CD4 cells, unless

16 there's sone intercurrent second -- and the CD4 cells

17 were normal because these were all checked on the way
18 to full suppression, so -- and | think what | said,
19 there may be a recommendation, so I'll yield that,

20 but the fact is the CD4 cells, if they went back to
21 normal , the viral suppression is conplete, and one

22 | ags the other, if there's intercurrent infection or
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1 i1l ness, the differential diagnosis is all the usual

2 things that a normal person has.

3 Therefore -- and getting a CD4 count woul d
4 be to rule out those very rare instances of other

5 acquired imune deficiencies. | can't even tell you
6 what's on the list, it's so rare. There are sone

7 natural i mmune deficiencies, but AIDS is so naned

8 because it sort of takes the place as the one

9 acquired one, or the nost inportant of the acquired

10 ones. Wth a viral suppression and previously nornal
11 C4 cells, it's not going to be an opportuni st

12 infection. You're wasting your tinme, and therefore,

13 the differential is the same as it is in primary

14 care.
15 Q Ckay, and so this portion of your opinion
16 I s based on the assunption that the HHV virus is

17  suppressed, and suppression is continued.
18 A And | would -- so | would -- you were

19 trying to say sonething?

20 MR, SCHCETTES: No, go ahead.
21 A. So -- so that's the -- that's the first
22 part, but the other part of it, like we referred to
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1 before, is that even after -- even after viral

2 suppression for whatever reason, if there's a

3 discontinuation of the nedication or there's

4 resi stance that devel ops, we're now on a glide path
5 that has a nedian of about eight years until we get

6 to opportunistic infection territory, and then we

7 worry about unusual things that need different work-

8 ups, and we have to pay attention to CD4 cells.

9 Sonmewhere during that tinme, sonmeone is
10 going to do -- you know, there will be a viral | oad,
11 there will be -- that will be positive. There wll

12 then be an evaluation of a CD4, which could by that

13 tinme, maybe not, but could by that tine be declining,

14 and then you're going -- you'll start to worry and
15 you'll worry about the reginmen they're on.
16 But there's not a risk that the fever that

17 they have or the headache or the diarrhea is rel ated
18 to an opportunistic infection, or that a cancer is
19 secondary to HV. Those wll not be occurring until
20 eight years -- eight years plus on average. You're
21 not even suscepti ble on average until eight years

22 | at er.
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Q Those are AIDS-defining illnesses that

you're tal king --

A Those are AIDS -- |'ve nade a short |ist of
Al DS-defining illnesses.

Q So let's -- let's focus on your opinions
regarding the CD4 counts. Is it -- is it essentially

your opinion that it's really not necessary to take a
CD4 count of a service nenber who's living with HV
who has a record of viral suppression and a nornal
CD4 count ?

MR, SCHOETTES: (bjection, confusing. You
can answer.

A Yes, if they've been established as nornal,
and normal is no viral |oad or undetectable. That's
the normal value, and normal CD4 is greater than 500,
I f that has been established with sone tenpora

record, and we tal ked about the two years seens

reasonabl e for those, | don't know what | would do
wth this -- | don't know why | would order it, a CD4
count, in the -- in the absence of a viral |oad that

would tell me | have sone reason to order a CD4

count.
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suppressant drugs that would change CD4 cells among
others that would be -- you know, cause a
lymphopenia, and the CD4 cells would be among those,
yes.

Q. Corticosteroids -- are they one class of
drugs that would do that?

A. So I'm not aware that corticosteroids would
cause a reduction directly. In fact, acutely
corticosteroids cause an increase in white blood
cells generally because they change the way that the
cells are trafficked. Cells are usually rolling
along vessels, and since corticosteroids release the
cells from the walls of vessels and they go in the
bloodstream, so that the numbers at least go up, but
I don't know about CD4 cells in particular.

0. Okay.

A. In fact, my guess is the direction's the
other way. I don't know that they're known to
decrease them or necessarily decrease their function,
but corticosteroids have other impacts on the -- on
the immune system.

Q. Okay. So they modulate the immune system.
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1 A. Yes.

2 Q. Yes. I want to ask you, in paragraph 65,
3 and in paragraph 65, you discuss neurocognitive

4 impairments and what you understand Dr. Hardy is

5 addressing, correct?

6 A. Yes.

7 Q. Are you offering an opinion on -- or

8 regarding the likelihood that an individual living

9 with HIV may develop a neurocognitive impairment?

10 A. I'm agreeing that it can occur.

11 Q. Okay. So you refer to Dr. Hardy's opinion
12 in this statement, correct?

13 A. Yes.

14 Q. Okay. 1Is your opinion different than the

15 opinion that Dr. Hardy presented on this topic?

16 MR. SCHOETTES: Objection, vague, unclear
17 whether you're referring specifically to Dr. Hardy's
18 report, which was at the time of this report, or if
19 you're also referring to opinions offered during his
20 deposition.

21 BY MR. NORWAY :

22 0. Well, you've read both, correct, sir?
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obvi ously knowable, but I -- I'"mnot very confident.
| think | assumed it was on board ship.

Q Ckay.

A I'"'mwell aware the Navy has | ots of people
that are in fixed locations involved in Southwest
Asi a.

Q To your know edge, does the Navy assign its
sailors living with H'V to overseas | ocation that are
-- that are only -- let nme start this. To your
knowl edge, is the Navy's policy to assign its HV
positive sailors to overseas |ocations that are
supported by significant nedical facilities?

A | don't know the detail.

Q Ckay. To your know edge, does the Navy
policies require sailors who are living with HV to
be assigned to ships that are staffed with nedi cal
of ficers?

A So I don't know.

MR. NORWAY: Wiy don't we take a break.
(Recessed at 4:27 p.m)
(Reconvened at 4:47 p.m)

BY MR NORWAY:
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1 Q So Dr. Hendrix, if -- is there a risk of

2 transmssion of HVif an individual who has a

3 suppressed viral |oad donates blood and that blood is
4 transfused into an individual who does not have H V?
5 A | think there is a theoretical risk that's

6 vanishingly small.

7 Q So there is a risk.

8 A There is a vanishingly small risk.

9 Q s the answer to ny question yes?

10 A Yes.

11 Q What is your understandi ng of what the

12 mlitary calls the wal ki ng bl ood bank?

13 A That there will be circunstances, the

14  frequency actually is about ten percent actually

15 based on their published data, that there will not be
16 a unit of blood, whole blood, which is typically

17 what's done now, which is nore useful, a unit of

18 whol e bl ood avail able for transfusion for whatever

19 the need is in a forward position so that the Arny

20 has SOPs for a mnimal |evel of testing to qualify

21 bl ood on the spot froma donor that's in the unit,

22 and that could be broad depending on what the unit
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actually is, but it could just be the squad where

soneone will donate.
What -- what |'mnot sure about is -- |
mean, | don't know all the SOPs. | know that it does

not have the sane | evel of safety of risk reduction

that the Red Cross and -- you know, that you woul d
have CONUS or at a -- at a nedical center where you
had all the appropriate testing for -- you know, for

-- for transm ssible agents, presunmably the bl ood
tags and other things. The ABO i nconpatibility wll
still be sorted out, but -- soit's just not the full

panel so there's sonme increased risk, but it makes it

I mredi ately avail able for transfusion -- for donation
and then transfusion to the -- to the soldier that
needs it.

Q It's blood that's donated in theater and

t hen qui ckly used thereafter.

A In theater, yes.

Q And as you stated, there's an increased
risk of transfusion-transmtted infections with the
use of the wal ki ng bl ood bank, correct?

A. Yes.
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A. So there's -- there's several. One is the
preexisting -- it's an assumption. The preexisting
risk factor for what is applicable in the majority of
persons at least in the Air Force that I've spoken to
of HIV infection risk being men having sex with men,
that they cannot donate, so they come into the
military with that knowledge. When they're HIV
infected, they speak with the public health officer
and physician and their commander. The first two
talk about HIV -- they go over the risk -- the risk
of transmission, both sexual and to first responders
and health care providers. Then the commander gives
them the so-called, quote, safe sex order, which
prohibits them from doing certain things and requires
them from -- requires them to notify health care
providers -- used to require first responder.

I didn't see that in the most recent
examples, and to notify sex partners, and to use
condoms, among other things, but -- and also, they
are told not to donate blood. That then is repeated
every time there's a new commander to effect a new

order, and every time they are evaluated at their
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periodic I think on average annual evaluation at the
-- at the military center to which they're referred
where there's centralized evaluations of these
soldiers.

So in the period of time that one would be
identified infected and then achieve the point of
viral suppression, one would expect there would be
one, two, three occasions and probably at least two
interviews on those three occasions reinforcing that
they must not donate blood.

Q. Okay. Did you review the deposition

testimony of Lieutenant Colonel Lute?

A. I did, but that was months ago, and you can
-- I did.

0. Okay.

A. I did. I just don't remember much.

Q. Do you recall that she testified that she

personally knew of a soldier who donated blood even
though he was aware that he was HIV positive?

A. So that's believable, but I would imagine
that'd be quite rare.

Q. Okay, and she testified that the incident
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1 instance, especially when it may have, even though

2 vanishingly small, may put another at some risk. And
3 they -- it's an order. If they disobey the order,

4 they could go to jail.

5 Q. Would you agree that military personnel are
6 predominantly young and governed more by peer

7 pressure than by established social norms?

8 MR. SCHOETTES: Objection, calls for

9 speculation, outside the scope, vague. You can

10 answer.

11 A. I have no -- I have no -- I have no primary
12 experience in a social setting with the population.
13 I would have had a fair bit of exposures one on one
14 in care setting or casualty in -- you know, in a unit
15 when I was a 22-year-old that was not really allowed
16 to -- "fraternize" is the word they use, which even
17 meant, you know, you don't go out for drinks with a
18 sergeant who's your own age, and that would only be

19 one on one, but it wouldn't have been in groups, and

20 we would -- we probably would not have been perceived
21 unfortunately as peers. So I've never been a peer to
22 the population you're describing except in my own
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experience, 1if you want me to reflect on that.

Q. Well, I'm asking you if the military
personnel are predominantly young, and if they are
governed more by peer pressure than by established
social norms.

MR. SCHOETTES: Objection. Same objections
as before.

A. So the first part is a fact. The second
part I don't know. Same as the previous answer. I
mean, I don't know.

Q. Okay. Are service members specifically
trained at risk-taking?

MR. SCHOETTES: Objection, vague.

A. So I -- I would phrase it differently. I
would say that soldiers -- you know, almost like the
Marines. Marines are trained to run torward the

fire, not away from it. As it turns out, that is not
a natural response, but it is a trained response that

is part of their service in the military.

0. Is that -- is what you described risk-
taking?
A. And they are asked to -- they are act --
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1 But again, if -- you know, the viral load
2 reduction is substantial when there's viral
3 suppression. It's hard -- it's hard to characterize

4 whether this risk is more like an injection drug use
5 exposure or more like an occupational exposure with a
6 sharp. It's probably somewhere in between, but --

7 but that's conjecture based on the facts that I've

8 had that are not exactly in line with what you're --
9 what you're -- your scenario.

10 Q. Moving to the health care worker who is

11 exposed to the blood of an HIV positive person, can

12 you characterize the level of exposure in a blood

13 splash situation?
14 MR. NORWAY: Objection, form.
15 A. So in the -- in the CDC's list of the --

16 excuse me, in the Cardo study, and I think consistent
17 with subsequent studies that I do not know as well,
18 there is a -- there is a risk of transmission of the
19 splash to a mucus membrane. So there are two things.
20 You can splash to a mucus membrane, you can splash to
21 an open bleeding wound. If you splash to a mucus

22 membrane, that is far lower risk. I can't quantitate

Alderson Court Reporting
1-800-FOR-DEPO www.AldersonReporting.com



5/10/2019

Case 18- LRA0T5AE s B Documen 28 95 06/03/20 Page 85 of 103 PagelDig

1 that for you by recall right now, but that is a much
2 lower risk than a hollow bore needle or a penetrating
3 bloody instrument.

4 If there is contact on a -- on a bleeding

5 wound on the -- on the uninfected at-risk person,

6 there would have to be mixing, and then the blood

7 would have to get into the blood supply. I mean,

8 presumably it might stay in the wound for an extended
9 period and might somehow gain access to CD4 cells

10 there, but the risks are based on blood to blood in a

11 vessel. 1In fact, the description in the paper is in
12 two vessels, that it's penetrating sufficient not

13 just to be in tissue, but to penetrate vessels.

14 So those are the -- those are the modifiers

15 of the risk as best I understand them and from that
16 Cardo -- original Cardo study.
17 0. In the context of U equals U -- well, first

18 of all, the U equals U premise is regarding

19 transmission risks in what context?

20 A. Only in the --

21 MR. NORWAY: Objection form.
22 A. Sorry. Sexual transmission.
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Q And when you say over a year, do you nean
it took place over a year --

A During -- during --

Q Let nme finish, or it was nore than a year?

MR, NORVWAY: (bjection, form

A | think it took place over a year.

Q Wien side effects related to --

A Can |l -- I'"'msorry, my | --

Q Yes.

A -- clarify ny answer to that? So | think

-- there's been lots of nunbers, and I'mtrying to
keep these all together. | think what that was were
those were the discontinuations fromthe primary
regi men that were occurring in a certain period of
time. | think the majority of those occurred in the
-- mpjority of the 30 percent occurred in the first
year.

In the | ater epoch of tinme where there --
and -- and additionally, the drugs changed, which was
part of the study. It was five percent in that early
period of tinme. That's why | introduced the other

one that | ooked over a longer period of tinme within
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an individual, which provided nore granul ar and

rel evant data, that there was -- there was a
continual decline. It was highest in the first year,
continued to decline and went down to one percent.

Q Ckay. Earlier, we tal ked about the side
effects that were not synptom based but were effects
on organs and body systens that may take place over a
| onger period of tinme. Can you describe what the
acute effects of such drug side effects are on organs
and bodily systens?

MR, NORWAY: (bjection, form
A So the -- the two of those that -- the

hepati ¢ changes do not occur with the drugs that are

currently used. Wre we still using those drugs to a
certain degree, the hepatic effects are not -- there
aren't acute synptons. The -- so that's not so

rel evant, and the point of those kinds of things is
that | aboratory tests are what identify the side
ef fect.

Eventually there will be synptons if -- if
It all progresses, but that takes tine. |It's not

| i ke you take the drug for a couple of additiona
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1 days and next week your liver fails. These are

2 i ndol ent processes that take a |ong period of tine
3 and are cunul ative, cunul ative toxicities over tine
4 as these -- creatinine indicates a renal failure.

5 Li ver transam nase is the case of renal failure.

6 Li ver transam nase is the case of liver failure or

7 liver toxicity if it occurs, but they're -- they're
8 long-term processes.
9 Q When you say a | ong-term process, can you

10 give ne an idea of how |l ong you are tal king about?

11 A Many nont hs.

12 MR. NORWAY: (nbjection, form

13 A Many nonths. It -- there -- because

14 they're -- you know, they're -- they're cunul ative,
15 so it's -- the doses are chosen so that these risks
16 are very low, and they are -- it's not even a concern
17 -- neither of those are concern for the integrase

18 I nhibitors. They're a very |ow concern for the TAF,

19 and it's not a concern for FTC. So the three nost
20 commonly prescribed drugs, those things that are
21 I ndolent in sone -- with sone ol der drugs are not

22 concerns wth these nost recent -- not significant
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1 just says ART, and | don't see dates, dates, dates.

2 Oh, enroll ment was stopped on 11 January 2006. There
3 are no integrase inhibitors in this study. This

4 would be -- Atripla would be the nost commonly used

5 regimen. There may be sone residual protease

6 i nhi bitors and there may be sone ot her

7 non- nucl eosides. That's just sort of an

8 epi dem ol ogic historic reflection based on the

9 practice at the tine.

10 Q s Atripla a reginen that is reconmended by
11 t he DHHS gui del i nes?

12 MR. NORWAY: (bjection, form Thank you

13 for waiting.

14 THE W TNESS: No.

15 MR, SCHOETTES: [|'m done.

16 FURTHER EXAM NATI ON BY COUNSEL FOR THE DEFENDANTS
17 BY MR NORWAY:

18 Q |"d just like to follow up on that a little

19 bit. You'd nentioned today that there are no | onger
20 -- or there haven't been any recent cessation of
21 treat nent studies, correct?

22 A |"msorry, there's no -- they're no | onger
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1 done. That's -- that's done. That's a cl osed book.
2 Q Do you know if there are any cessation

3 studies for -- or that -- that included integrase?
4 A | don't think there were. | would have to

5 look, but I do not think so. That's easily

6 determned, but | think not because the integrase

7 i nhibitors are nmuch nore -- are nmuch nore recent,

8 havi ng been -- there's one, raltegravir, but

9 raltegravir has | think only recently noved to kind
10 of the top of the list, as it was in the top four
11 here, so | think not.

12 MR. NORWAY: Okay. | think I'm done.

13 (Whereupon, at 7:28 p.m, the taking of the
14 I nst ant deposition ceased.)

15

16
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UNITED STATES OF AMERICA )
S5S:

DISTRICT OF COLUMBIA )

I, KAREN YOUNG, a Notary Public within and
for the District of Columbia, do hereby certify that the
witness whose deposition is hereinbefore set forth was
duly sworn and that the within transcript is a true
record of the testimony given by such witness.

I further certify that I am not related to
any of the parties to this action by blood or marriage
and that I am in no way interested in the outcome of
this matter.

IN WITNESS WHEREOF, I have hereunto set my

hand this 22nd day of May , 2019 .

AN ( 1 LAY

IR

My Commission Expires:

July 31, 2019
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CERTIFICATE OF DEPONENT
I hereby certify that I have read and examined the
foregoing transcript, and the same is a true and
accurate record of the testimony given by me.
Any additions or corrections that I feel are
necessary, I will attach on a separate sheet of

paper to the original transcript.

Signature of Deponent
I hereby certify that the individual representing
himself/herself to be the above-named individual,

appeared before me this day of ’

20 , and executed the above certificate in my

presence.
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County Name
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