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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              vs.                 : 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

 23   to notice, the witness being duly sworn by KAREN

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

 25   Columbia, taken at the offices of Winston & Strawn
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  1       Q.    Okay, and I'm going to actually direct you

  2   to the box that's on page 2 because it's easier to do

  3   that.  So -- and in this article, the authors say

  4   that in order for antiretroviral therapy to provide

  5   maximum benefit, taking medications as prescribed is

  6   essential, correct?

  7       A.    That's what it says.

  8       Q.    Okay.  Do you agree with that?

  9       A.    Yes.

 10       Q.    Does the validity of the U versus U concept

 11   depend on achieving and maintaining an undetectable

 12   viral load?

 13       A.    Yes.

 14       Q.    Yes, and is taking antiretroviral

 15   medications as prescribed essential for maintaining

 16   -- achieving and maintaining an undetectable viral

 17   load?

 18       A.    Largely.  The only -- the only qualifier is

 19   that taking it as prescribed may not mean perfection

 20   because there is also evidence that suppression is

 21   complete even if there's a small degree of

 22   nonadherence, but adherence needs to be good.

 23       Q.    Okay.  What do you mean by a small degree

 24   of nonadherence?

 25       A.    So it would -- specifically it would be an
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  1   occasional missed dose at a frequency of, say, you

  2   know, one -- one a week roughly, like 85 percent --

  3   if 85 percent adherence is maintained in a consistent

  4   way, which is on average, it's like missing a dose a

  5   week, I don't think there's evidence that there would

  6   -- I think there is evidence that there would not be

  7   a loss of full suppression.  There's other patterns

  8   of nonadherence that may not have that impact.

  9       Q.    Let's talk about the other patterns of

 10   nonadherence.  So what -- your answer to my last

 11   question involved essentially one missed dose a week,

 12   correct?  Is -- is as prescribed -- let me -- let me

 13   see if I can frame the question.  If there is a

 14   pattern of nonadherence of two missed doses a week

 15   back to back, does that reduce or -- the validity of

 16   the U versus U concept?

 17       A.    So I think 85 sticks in my head, so two

 18   would be -- you know, one minus 28 is more than that.

 19   I would be concerned at that level for treatment and

 20   full suppression.

 21       Q.    Okay.  So you would also be concerned if --

 22       A.    Right.

 23       Q.    -- if they missed three --

 24       A.    In terms of full suppression at some point

 25   in time.
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  1       Q.    Okay, at some point in time.

  2       A.    At some point in time, yes.

  3       Q.    And if they take a dose, then is your

  4   concern lessened?

  5             MR. SCHOETTES:  Objection, vague.

  6             BY MR. NORWAY:

  7       Q.    Let me -- let me -- so after -- after the

  8   individual has missed two doses in a row, if they

  9   took a third dose, would your concern be less?  Never

 10   mind.  It's a bad question.  It's a bad question.  So

 11   in the -- in the -- in the context of U versus U, in

 12   your opinion, you become concerned once an individual

 13   misses two doses in a row?

 14             MR. SCHOETTES:  Objection, mischaracterizes

 15   prior testimony and vague.  You may answer.

 16       A.    So I'll just repeat what I said before.

 17   I'm comfortable with data -- I can't think of the

 18   author and the journal, but I'm comfortable with data

 19   that adherence can be 85 percent -- I think that's in

 20   general.  I added an opinion, not -- based on

 21   principles and other data, but not a study that was

 22   done in a way to see if there was a -- a week

 23   holiday, for example, but there is no increased risk

 24   because the viral load is not going to be changing

 25   much in that week.  That's not a good thing.  I don't
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  1   want it to continue, but that's also -- if I'm off

  2   for a week, I'm exceeding this 15 percent tolerance.

  3       Q.    Okay.

  4       A.    That makes -- it's very complicated.  I'm

  5   -- I'm happy to say 85 percent is going to be really

  6   good at maintaining full viral suppression.

  7       Q.    Yeah, and what I'm -- what I'm asking is in

  8   your opinion, how long after a person stops taking

  9   their medication do you become concerned that they

 10   may transmit HIV.

 11             MR. SCHOETTES:  You can answer that.

 12       A.    So -- so the two important things there

 13   would be at what point -- the critical thing is at

 14   what -- how much later are they not suppressed, so

 15   how long's it take for them to get from fully

 16   suppressed, which is below whatever number, depending

 17   on the test, to something that's going to be over,

 18   say, 400, you know, 200, 400 based on the Quinn

 19   papers.  Some of these other papers here, they use

 20   different numbers, and that period of time I think is

 21   -- I think the range on average is four to ten or 12

 22   weeks.

 23             So until that point in time, I would have a

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

 25   because they would maintain -- it takes the virus a
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