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I N THE UNI TED STATES DI STRI CT COURT
FOR THE EASTERN DI STRI CT OF NEW YORK

| N RE: . Master File No.:
PROPECI A (FINASTERIDE) : 1:12-nd-02331-JG
PRODUCTS LI ABILITY . VWP

LI TI GATI ON . MDL No. 2331

Thi s Docunent Rel ates To: Honorabl e John d eeson

. Magi strate Judge
ALL CASES . Vi kt or Pohor el sky

DECEMBER 17, 2015

Vi deot ape deposition of
ELI ZABETH ROUND, M D., taken pursuant to
notice, was held at the |l aw offices of
Venabl e LLP, 1270 Avenue of the Anericas,
24t h Fl oor, New York, New York 10020,
beginning at 9:06 a.m, on the above
date, before Amanda Dee Maslynsky-M Il er,
a Certified Realtine Reporter and Notary
Public in and for the State of New YorKk.

GOLKOW TECHNOLOG ES, | NC.
877.370.3377 ph | 917.591.5672 fax
deps@ol kow. com
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A Uh- huh.

Q Yes?

A Yes.

Q Thi s docunent appeared in

your custodial production, okay.

A Ckay.

Q Referring to Exhibit-55,
this is a peer-reviewed article from
Traish, et al., entitled, "Adverse Side
Effects of Five Al pha Reductase |nhibitor
Ther apy, Persistent D m nished Libido and
Erectil e Dysfunction and Depression in a
Subset of Patients.”

Do you see that there?

A Yes.
Q And it's got a date code of
2010 under -- right before the abstract.

Do you see that?
A Yes.
Q Wiy did you have this in
your file?
A Finasteride is a five al pha
reductase inhibitor. PROPECIA® is a five

al pha reductase inhibitor.
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Q So what ?

A. The title says, Adverse Side
Ef fects of Al pha Reductase |nhibitors.

Q So were you evaluating --
were you reviewing this article to get an
under st andi ng of what the authors'
conclusions were with respect to the
| npact of finasteride on persistent
dysfunction of dimnished Iibido and
erectile dysfunction?

MR. MORROW  (bj ecti on.

THE WTNESS: It was a
publ i shed paper about drugs that
act as finasteride does, as a five
al pha reductase inhibitor.

BY MR BECKER:

Q But it's a paper
specifically on PROPECI A® right?

MR. MORROW  (bj ecti on.

THE W TNESS: Five al pha
reductase inhibitors. | believe
It also includes dutasteride.

BY MR BECKER:
Q It included PROPECI A®,
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ri ght?
Correct.
You read the paper?

Yes.

o » O P

What, if anything, did you
do -- what did you do after you read it?
MR. MORROW  (bj ecti on.
BY MR BECKER:
Q What did you do with the
I nformati on?
MR. MORROW  Sane objecti on.
BY MR BECKER:
Q Did you do anything with the
i nformation after you read it?
MR, MORROWN  Sane.
THE WTNESS: W assim |l ated
the information. W acknow edged
that we had this information.

BY MR BECKER:

Q Do you know who Dr. Traish
| S7?
A Not personally. | know -- |
nmean, | just see himas the author here.
Q | want to go through part of
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this docunent with you.
Directing your attention to
the results section. For the --
A. What page?
Q The results on the abstract.
But before we do that, |et
me -- |let ne go back.
So you had a copy of this

docunent in your file, correct?

A Yes.

Q And you read it, right?
A Yes.

Q And it's fair to say that

t he conclusion of this docunent is that
Dr. Trai sh expressed sone concern about
persistent dimnished |ibido and erectile
dysfunction foll ow ng discontinuation of
use, correct?

A Yes.

MR. MORROW  (bj ecti on.

Docunent speaks for itself.
BY MR BECKER:

Q And after reviewing this

docunent, is it fair to say that Merck
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took no action?
MR. MORROW  (bj ecti on.
BY MR BECKER:
Q To change the | abel ?
MR. MORROWN  Sane.
THE WTNESS: There was no
change to the | abel.
BY MR BECKER:
Q kay. Let's go through the
docunent. In the results section of the
abstract, it says, Prolonged adverse
effects on sexual dysfunction such as
erectile dysfunction and di m ni shed
| i bido are reported by a subset of nen,
raising the possibility of a causal
rel ati onship.
Did | read that correctly?
Yes.
What' s your opinion on that?
MR. MORROW  (bj ecti on.

BY MR BECKER:

Q Well, you were -- or are a
clinician, clinical researcher at Merck

for the better part of the last quarter
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century, right?

A Ri ght .

Q Your job, part in part, is
to identify causal risks associated with
known drugs, right?

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q Ri ght ?
A. Yes.
Q Ckay. So what |' m asking

you is, did this give you any concern,
Dr. Traish's report, that there may, in
fact, be a causal relationship between
finasteride and persistent ongoi ng sexual
dysfunction?
MR. MORROW  (bj ecti on.
THE WTNESS: He raised the
possibility, the possibility of a
causal rel ationship.
BY MR BECKER
Q |"msorry, | didn't nean to
i nterrupt you.
A No. | nean, he didn't

really have a | ot of objective evidence
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in this paper.
Q So he raised the possibility
of a causal relationship, right?
A Yes.
Q And arnmed wth that
know edge, Merck did nothing to change
the | abel, true?
MR. MORRON (bject to the
form
THE W TNESS: W did not
change the | abel based on this
paper .
BY MR BECKER:
Q Turn to the next page of the
docunent, if you woul d.
Do you see in the second
col um?
A Yes.
Q The paragraph that starts
wi th, The potential w despread.
A Uh- huh.
Q Ckay. About six sentences
down, Dr. Traish wites, To date.

Do you see that?
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Yes.
Q To date the adverse side
effects of five al pha reductase
I nhi bitors on sexual function,
gyneconastia and the inpact on the
overall health have recei ved m ni nal
attention. However, in sone patients,
these side effects are persistent with
regard to sexual function and with
enotional toll, including decreased
quality of life.
Did | read that correctly?
A Yes.
Q Do you agree or disagree
with that statenent?
MR. MORROW  (bj ecti on.
THE WTNESS: | don't have a
basis to agree or disagree with
t hat statenent.
BY MR BECKER
Q Well, didn't you testify
earlier that your job was to figure out
causal relationships of identified risks

associated with the pharnaceutical ?
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MR. MORROW (bject to the
form
THE W TNESS: Yes.
BY MR BECKER:

Q And one of the risks
associ ated with the use of PROPECI A® t hat
Dr. Traish is raising is persistence with
regard to sexual -- decreased sexual
function and enotional issues, right?

MR. MORRON (bject to the
form
BY MR BECKER:

Q That's one of the things

he's tal king about; isn't that true?
MR. MORROW  Sane objecti on.
THE WTNESS: That's one of
the things he's tal ki ng about.
BY MR BECKER:

Q So I'masking, as a
clinician who has worked at Merck for the
better part of 25 years, do you agree or
di sagree with that statenent?

MR. MORROW  Sane objecti on.

Asked and answer ed.
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THE WTNESS: He's nmaking an
I ntroductory statenent here.
BY MR BECKER:
Q That doesn't answer ny
guestion, ma'am
A He's not --
MR. MORROW Let her finish
her answer.
BY MR BECKER:
Q My question is a yes-or-no
guestion. It's you either agree or
di sagree with the statenent, Doctor?
MR. MORROWN That's not
necessarily true. Qbjection.
THE WTNESS: He nmakes the
statenment: However, in sone
patients these side effects are
persi stent.
BY MR BECKER:
Q That's right. And I'm
aski ng whet her or not you agree wth
t hat .
MR. MORROW  (bj ecti on.
THE WTNESS: | don't know
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that he's proved to ne they're
persi stent.
BY MR BECKER:
Q So you do not agree to wth,
t hen?

MR. MORROW (bject to the

form

THE WTNESS: | said he has

not proved to ne these are
persi stent.
BY MR BECKER:
Q Let ne see if | can do it
this way.

If he hasn't proved it to
you, are you taking the position that you
don't believe hinf

MR. MORROW  (bj ecti on.

THE WTNESS: | believe that

sone of this data is very flawed.
BY MR BECKER

Q That's not ny question,
Doctor. M question is sinply, do you
believe the statenment that these effects,

sexual dysfunction, are persistent with
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regard to sone patients? Do you believe
t hat ?
MR. MORRON (bject to the
form Asked and answered.
BY MR BECKER:

Q Do you believe that sonme nen
who take finasteride will, in fact, have
ongoi ng sexual dysfunction follow ng
di sconti nuati on of use?

MR. MORRON (bject to the
form
THE WTNESS: | do not know
that that has been definitively
proved.
BY MR BECKER

Q That wasn't ny questi on.

My question was, do you
believe it's possible?
MR. MORROW  (bj ecti on.

Specul ation. She answered your

guestion. You just don't |ike the

answer .

THE WTNESS: | believe nen

can get persistent sexual
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dysfunction, whether it's related

to finasteride therapy or not, |

don't know.
BY MR BECKER:

Q Now, we | ooked at an e-nmil
earlier, right, where you had evidence of
a man who had persistent sexual
dysfunction follow ng discontinuation of
use, right?

MR. MORROW  (bj ecti on.

THE WTNESS: | had evi dence
of a man whose sexual AE was stil
present 66 days after he finished
t her apy.

BY MR BECKER

Q Does 66 days fit into your
definition of --

A | don't have a definition.

Q Turn to Page 4 of docunent.

Do you see this highlighted

section here, Doctor? Dr. Traish wites,
Addi tional evidence is found in clinical
studi es and in the Merck database, which

strongly suggest that in sone patients
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t hese sexual adverse effects are

per si stent.
Did | read that correctly?
A Yes.
Q Do you agree wth that

st at enent ?

MR. MORROW  (bj ecti on.

THE WTNESS: | have no idea
what he's referring to there.

BY MR BECKER:

Q We | ooked at a docunent that
had -- we | ooked at the docunent
regarding the Phase 3 clinical trials
that reported, fromthe trials --

A Yes.

Q -- persistent ongoi ng sexua
dysfunction, correct?

MR. MORROW  (bj ecti on.

THE WTNESS: |'m not sure
how -- where he's making this
statenment from Additional
evidence is found in the clinical
studies and in the Merck database.

MR. BECKER |'mgoing to --
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| have to object to that.

THE WTNESS: All right.
BY MR BECKER:

Q Doctor, | need you to listen
to the question that I'manswering -- |'m
aski ng and answer those.

A Ckay.

Q Ckay. |If your |awer wants
to ask you questions at the end, he's

free to do that.

A kay.

Q But | need you to answer ny
guesti ons.

A Ckay.

Q And ny question is this: W

| ooked at a docunent that was an e-nai
to you and Dr. Kaufman that said, or
evi denced, persistent ongoi ng sexual
dysfunction fromthe Phase 3 clinical
trials, right?
MR. MORROW  (bj ecti on.
THE W TNESS: From years
three to five, yes.

BY MR BECKER:
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Q And you testified earlier
t hat Sweden anended the | abel in 2009 to
refl ect persistent ongoing sexual
dysfunction, correct?

MR. MORROW  (bj ecti on.
THE W TNESS:  Yes.
BY MR BECKER:

Q And that information was
corroborated by Merck's adverse event
dat abase and reports of ongoi ng sexual
dysfunction in that database, right?

MR. MORROW  (bj ecti on.
THE W TNESS: Yes.
BY MR BECKER:

Q And that information was
reported publicly, correct?

A Yes.

Q Isn't that what he's tal king
about here, that there was evidence from
t he Merck database, that's the adverse
event dat abase, suggesting persistent
ongoi ng sexual dysfunction?

MR. MORRON (bject to the

form
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THE W TNESS: That's why |
asked the question, | didn't know
what he was referring to.

BY MR BECKER:

Q Wl |, you have an
under st andi ng, Doctor, as a 25-year
enpl oyee of Merck, that there is an
adverse event database, right?

A Correct.

MR. MORROW  (bj ecti on.

BY MR BECKER:

Q And t hat adverse event
dat abase is put in place so that Merck
and regul atory agencies can identify
signals of potential causative risks
associated with the use of a drug, right?

MR. MORROW  (bj ecti on.

THE WTNESS: It's put in
pl ace to collect adverse events in
post mar ket i ng.

BY MR BECKER:

Q So as to identify potenti al

causative risks of the use of a drug,

ri ght?
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MR. MORROW  (bj ecti on.
THE W TNESS:  Yes.
BY MR BECKER:
Q That was a yes, right?
MR. MORROW  (bj ecti on.
THE W TNESS:  Yes.
BY MR BECKER:

Q And upon review ng that
i nformati on, Sweden required you to
change the | abel to reflect persistent
erectile dysfunction foll ow ng
di sconti nuati on of use?

A Yes.

Q kay. So ny question is, do
you agree or disagree that additional
evidence is found in the clinical studies
and in the Merck database which strongly
suggests that in sone patients the sexual
adverse effects are persistent?

MR. MORROW  (bj ecti on.
THE WTNESS: |'mnot -- |'m
not clear what studies he's

referring to when he says "in

clinical studies;" what studies he
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has access to, what he's talking
about .
BY MR BECKER:

Q " m sinply asking, Doctor,
whet her you agree or disagree with this
statenment? You either do or you don't.

MR. MORROWN (bject to the
form
THE WTNESS: |'m not sure
that it's strong evi dence.
BY MR BECKER:
Q How about sone evi dence?
MR. MORROW  (bj ecti on.
BY MR BECKER:

Q The fact of the natter is,
Doctor, there is evidence in your
dat abase, in Merck's database and in the
Phase 3 year three through five clinical
trials that suggests that sone -- that in
sone patients, the sexual adverse effects
are persistent; isn't that true?

MR. MORROW  (bj ecti on.
THE WTNESS: There are

reports of persistent sexual
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adverse events in the Merck
dat abase.
BY MR BECKER:
Q So is that a yes, that is
true?
MR. MORROW  (bj ecti on.
THE W TNESS: That -- that
Is true. | would not put it in
this context. You're asking ne to
agree with the whol e sentence.
BY MR BECKER:
Q He goes on to say, Cearly
t he sexual adverse events do not
necessarily resolve conpletely in al
pati ents who di sconti nue use of
finasteride, again supporting the
prem ses that in sone patients, these
sexual side effects renmain persistent.
Did | read that correctly?
A Yes.
Q Do you agree or disagree
with that statenent, Doctor?
MR. MORROW  (bj ecti on.
THE WTNESS: He's tal king
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about in the postnarketing
reports, yes.

BY MR BECKER

Q So you agree --
A. I n the postmarketing
reports.
Q Let me finish ny question
Doct or.
You agree that -- that

sexual adverse events do not necessarily
resolve conpletely in all patients who
di sconti nue use of finasteride?
MR. MORRON (bject to the
form
THE W TNESS: Based on the
post mar keting reports. He
I ntroduces that section by tal king
about postnmarketi ng.
BY MR BECKER:
Q You agree wth that
statenent? That's all [|'m asking.
MR. MORROW  (bj ecti on.
THE WTNESS: That's the AEs

that are in the | abel now.
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BY MR BECKER:

Q Well, but, Doctor, in
fairness, the AEs that are in the |abel
are buffered by the sentence that they
di sconti nue upon -- that they go away --
t hey resol ve upon di scontinuation, right?

MR. MORROWN (bject to the
form
THE WTNESS: | was
referring to the postnmarketing
section.
BY MR BECKER:

Q Well, but this is prior to
t he anendnent to the U S. |abel, right?

A. VWhat 1s? This paper?

Q This article is witten in
2010, is it not?

A Yes.

Q kay. And you had yet to --
Merck had yet to anend the United States
| abel to reflect the fact that
post mar keti ng surveillance reported
persi stent ongoi ng sexual dysfunction

foll owi ng discontinuation of use, right?
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A. Correct.

Q And armed with this article,

you di d not hi ng?

MR. MORROW  (bj ecti on.
THE W TNESS: Correct.

BY MR BECKER:

Q Let nme show you --

(Wher eupon, Exhi bit-56,
lrwmwg Article, "Persistent Sexual
Side Effects of Finasteride for
Mal e Pattern Hair Loss," Bates
VRKP0002137734- 40, was marked for
I dentification.)

MR BECKER  Sorry, guys, |
only have two of these. No, |
have t hree.

56.

MR MORROWN Gve ne a

m nut e.

MR. BECKER  Take your tine.

So |'ve got two or three

nore docunents before a natural
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stopping point. Do you want to
press forward to, like, 12:30-ish?
It's up to all you. You're the

W t ness and you guys --

MR MORROW |'m sorry, say
It again.

MR. BECKER | have, Iike,
two or three nore docunents until
a natural break. W'Ill go to
about 12:30? But you have a
W tness and you guys are the court
reporter. So whatever you want to
do.

MR. MORROWN How do you
feel? Do you want to keep going
or do you want to take a break?

MR. BECKER  The faster we
go, the faster we end.

THE WTNESS: Let's see what
It |1ooks Iike.

(Wher eupon, a di scussion off

the record occurred.)
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BY MR BECKER:
Q So | have in front of you
t here, Doctor, Exhibit-56.
Do you see that there?
A Yes.
Q kay. This al so appeared in
your custodial file.
Do you recall reviewng this
docunent or reading this article?
A | recall the article.
Q Ckay. It's an article from
Dr. Irwg, of the George Washi ngton
Uni versity, entitled, "Persistent Sexual
Side Effects for Finasteride For Mle
Pattern Hair Loss."
Did | read that correctly?
Yes.
And it appears in the
Journal of Sexual -- Sex Medi cine,
correct?
MR. MORROW  (bj ecti on.
THE W TNESS:  Yes.
BY MR BECKER:

Q The article is dated 2011.
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Do you see that there?

Yes.

| want to go through just
sonme of his results.

Al right. You recal
reading this article at the tinme you
received it?

A | read it at the tine |
received it, yes.

Q And in connection with that,
you had an understanding that Dr. Irwig
had eval uated a cohort of nmen who
bel i eved that they had persistent ongoing
sexual dysfunction follow ng
di sconti nuati on of use, correct?

A Yes.

Q And he reported, after that
review, that 94 percent of the subjects
devel oped I ow | i bido, correct?

MR. MORROW  (bj ecti on.

THE W TNESS: That's what

the statenent says here.

BY MR BECKER:
Q And 92 percent devel oped
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erectil e dysfunction.
Do you see that?

A Yes.

MR. MORRON  Form
BY MR BECKER:

Q 92 devel oped decreased

arousal ?
MR. MORRON (bject to the
form
THE W TNESS:  Yes.
BY MR BECKER:
Q And 69 percent devel oped
probl ens wth orgasns.
Do you see that there?
MR. MORRON (bhject to the
form
THE W TNESS:  Yes.
BY MR BECKER:

Q Do you have any evi dence, as
you sit here today, that that data was,
in fact, inaccurate?

MR. MORROW  (bj ecti on.

This is.

THE WTNESS: This is a
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sel ected group of patients with
sexual AEs follow ng finasteride.

BY MR BECKER

Q Right. | nean, it's nmen who
are saying, | continue to have adverse
events -- | continue to have sexual

dysfunction followng the tine | stopped
t aki ng PROPECI A®, right?
A Yes.
MR. MORROW  (bj ecti on.
BY MR BECKER:
Q And they're reporting these
are their synptons, true?
A Yes.
Q What, if anything, did Merck
do wth this data?
MR. MORROW (bject to the
form
THE WTNESS: W reviewed
t he paper.
BY MR BECKER:
Q And based upon your review,
what did you do?

A. | don't recall that we took
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any action, if that's what you're asking.
Q He reports that, The nean
duration of finasteride use was 28 nonths
and the nean duration of persistent
sexual side effects was 40 nonths from
the tinme of finasteride cessation to the
i nt ervi ew dat e.
Do you see that?
A | do.
Q Wul d 40 nonths constitute
persi stent ongoi ng sexual dysfunction?
MR. MORROW  (bj ecti on.
THE WTNESS: | don't have a
definition for persistent.
BY MR BECKER
Q So if a |label tal ks about
synpt ons bei ng resol ved upon
di sconti nuation of use, don't you think
it would be fair to tell doctors and
patients what the tenporal nexus was
between the tine the person discontinued
the use and the date when the synptons
actually went away?

MR. MORROW  (bj ecti on.
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THE W TNESS: Well, we
didn't. W stated they were

resol ved upon di sconti nuati on.

BY MR BECKER:

Q But let's assunme for
argunent's sake that these nen's synptons
resolved at 40 nonths. Isn't there a
di fference between a | abel that says your
synptons will resolve 40 nonths after you
di sconti nue use versus your synptons w |
ultimately resol ve?

Isn't there a fundanent al
di fference between those two statenments?
MR. MORROW (bject to the
form
THE WTNESS: There is a
di fference.
BY MR BECKER:

Q s Merck putting patient
safety first when it refuses to identify
t he tenporal connection between
di sconti nuati on of drugs and how long it
takes for those synptons to actually

resol ve?
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MR. MORROW (bject to the
form

THE WTNESS: No. The
persi stence of sexual AEs has been
added to the | abel based on
post marketi ng. W' ve al so
est abl i shed that postnmarketing
data is limted. And this author
hinmself cites the limtations of
this study; the post hoc approach,
sel ection bias, record bias, no
serum hor none | evel.

MR. BECKER:  (bjecti on,

nonr esponsi ve. Move to strike

everything after "no.

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q My question is, Doctor, if

we can agree that tinme from
di scontinuation to resolution is
| nportant, shouldn't you tell patients
what that tinme is?

MR. MORRON (bject to the

form That's a different
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guesti on.

THE WTNESS: It would
appear to be very variable for
each of these patients.

BY MR BECKER:

Q That didn't answer ny
qguesti on.

You either should or
shouldn't have to tell themwhat the tine
| S.

What ' s your view?

MR. MORROW  (bj ecti on.

THE WTNESS: | don't think
there's a need to tell themthe
tine.

BY MR BECKER:

Q So in Merck's view, if the
time to resolution was three and-a-half
years, it would be okay to w thhold that
i nformation frompatients?

MR. MORRON (bject to the
form M scharacterizes the
t esti nony.

You may answer.
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THE W TNESS: No, that
shoul dn't be withheld fromthe
pati ent.

BY MR BECKER:

Q So at what point in tine
does persistence becone -- at what point
in time do you believe Merck should alert
patients that it takes to resolve these
synptons after discontinuation?

MR. MORRON (bject to the
form

MR BECKER Let ne start
over because | agree with his
obj ection on that one.

BY MR BECKER

Q It's fair there's no --
there's no indication in the | abel that
synptons will resolve after a given
anmount of tinme has passed, right?

A. Ri ght .

Q Al the | abel says is that
stop taking the drug and the synptons go
away ?

A Uh- huh.
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Q Yes?
A Yes. In the clinical
trials --

MR. MORROW  (bj ecti on.

THE W TNESS: -- yes.

BY MR BECKER:

Q Isn't it a fair inference
fromthat, that the synptons resol ve
qui ckly after you discontinue use?

MR. MORROW  (bj ecti on.
Specul ati on.

THE W TNESS: Based on the
clinical trials, | don't believe
it was a long tine.

BY MR BECKER
Q That wasn't ny questi on.
My question was, wasn't the
I nference that Merck was naki ng was that
synpt ons woul d qui ckly resol ve upon
di sconti nuati on of use?

MR. MORRON (bject to the
form

THE WTNESS: | don't know

that the argunment was quickly
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resolve. W just said that they

woul d -- they resolved on

di sconti nuati on, what we saw in

the clinical trials.
BY MR BECKER:

Q Can we -- would you agree
with nme that the longer it takes to have
t hese synptons resol ve after
di sconti nuati on of use, the nore
obligation Merck has to alert patients of
that -- of that issue?

MR. MORROW (bject to the
form

THE WTNESS: W now have
reports in the adverse experiences
section that tal k about

persi stence. W don't put a

qualifying -- a qualifying tine

period on that.
MR. BECKER:  (bjection.

Hol d on. Nonresponsive. Mve to

strike.
BY MR BECKER:

Q Let me see if | can do it
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this way, Doctor.
Wul d you agree that if in
sone nmen these synptons occurred siX
nont hs after discontinuation of use, that
Merck woul d have an obligation to report
that in the |abel?
MR. MORROW  (bj ecti on.
THE W TNESS: Do you nean
that these events had a new onset
six nonths after?
BY MR BECKER:

Q No, no. |'m asking you,
Merck does not dispute the fact that
sexual -- adverse sexual events can occur
while on a drug; you don't dispute that,
do you?

A No.

Q Merck takes the position
that at sone point follow ng
di sconti nuation of use, those synptons go
away, right?

A As observed in the trials,
yes.

Q What |'mtrying to get at
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I's, how long after discontinuation of use
should Merck tell patients and doctors
t hose synptons take to resol ve?

Do you understand ny
guestion?

A | do understand the
qguesti on.

MR. MORROW  (bj ecti on.
You can answer.
BY MR BECKER:

Q And ny question is, would
you agree that if the synptonms did not
resolve for a nonth, that Merck shoul d
alert patients who take the drug that it
may take up to a nonth for their sexual
dysfunction -- for their sexual function
to return?

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q Shoul d you tell patients
t hat ?

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q Shoul d you tell patients
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t hat ?
MR. MORROW  (bj ecti on.
THE WTNESS: |If we had that
I nformati on, yes.
BY MR BECKER:
Q kay. Now, you have a

wor | dwi de adverse event database, right?

A Yes.
Q And you had clinical trials,
ri ght?
Yes.
Q And in those clinica

trials, the data reported resolution
after discontinuation of use for sone
patients, right?
A Yes, yes.
Q And soneti nes that
resol ution took several hundred days or
up to a year, right?
MR. MORROW  (bj ecti on.
THE WTNESS: | don't know
t hat .
BY MR BECKER:

Q I f the data denonstrates
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that resolution took a long tine
foll owm ng discontinuation of use,
shoul dn't you have told patients and
doctors that?
MR. MORRON (bject to the
form
THE WTNESS: | don't
remenber the data on how long it
took to -- for resolution.

BY MR BECKER:

Q That wasn't ny questi on,
t hough.

A | under st and.

Q So I'd |like an answer to ny
guesti on.

MR. MORROW  Sane objecti on.

THE WTNESS: If -- it may
have been useful to put that in.
(Wher eupon, Exhi bit-57,
4/6/11 E-mail to Cynthia Sil ber
from Christine Al berts,
Bat es MRKP0001390080-81, was

mar ked for identification.)
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was drawi ng a distinction between Europe
and the U S., so |l was trying to talk to
you about that.

So let me see if | can do it
this way.

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q Wiy did you conduct this
reviewin April of 20117?

A | don't recall.

Q Do you think it m ght have
been in response to the nmounting evidence
fromthe Traish article, the Irwig
article and Merck's own experience with
sale and distribution of the drug?

MR. MORRON (bject to the
form

THE WTNESS: | don't
recal | .

BY MR BECKER:

Q Ckay. Now, if you | ook at
Exhi bit 58 --

A Yes.

Q -- It says, in Paragraph 2,
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To identify cases that may represent
persi stent sexual dysfunction, the MAH
reviewed the reports with an outcone of
not recovered in whomfinasteride therapy
was di sconti nued.
Do you see that there?
A Yes.
Q And it found a total of 446
reports, right?
A Yes.
Q You then went back and
| ooked at the Worl dw de Adverse
Experi ence System right?
MR. MORROW  (bj ecti on.
BY MR BECKER
Q O that was in context with
the Worl dwi de Adverse Experience System
true?
A Yes.
MR. MORROW  (bj ecti on.
THE W TNESS: Yes.
BY MR BECKER:
Q And this neno indicates, The

Wor |l dwi de Adverse Experience System WAES
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dat abase, was searched for spontaneous
reports of sexual dysfunction received
from heal t hcare providers, including
regul at ory agenci es and consuners and
patients on therapy with finasteride, 1
mlligram and .2 mlligramtabl et
PROPECI A®, from market introduction, 11
Sept enber 1998, to 31 Decenber 2010.

Do you see that?

A Yes.

Q Did | read that correctly?
A Yes.

Q And then it goes on to

i dentify the search terns, right?

A Yes.

Q Persi stence is not included
in this search term is it?

A There is no termfor
per si st ence.

Q That was ny next question.

The reason why it's not

i ncl uded i s because you didn't have a
field in the MedDRA database to chronicle

persi stence, right?
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MR. MORROW (bject to the
form
THE WTNESS: |[t's not that
we don't have a field, MedDRA
doesn't have the field.
BY MR BECKER:
Q You coul d have created one,
right?
MR. MORROW  (bj ecti on.
THE WTNESS: |'m not sure
of the process for creating terns.
BY MR BECKER:
Q Are you saying that you were
absol utely precluded froml ooking or --
at atermthat existed within the

narrative reports of the adverse event

dat abase?
MR. MORROW  (bj ecti on.
THE WTNESS: |'m not saying
we were precluded. | think the

next paragraph explains what --
what the CREMS group did to
uncover adverse experiences that

were continuing after the
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BY MR

answer

BY MR

di sconti nued -- not recovered
after they discontinued the drug.

That's how they did it.

BECKER:
Q Doctor, | really need you to
t he questions |I'm asking.

MR MORROWN She is
answering the questions.

MR. BECKER  She is not
answering. She is not.

MR. MORRON  You just don't
like it.

MR. BECKER  Believe ne,
there's plenty in this depo |
li ke.

MR. MORRON Move to strike.
BECKER:

Q There -- there was no term

for persistence in the MedDRA dat abase,

ri ght?

BY MR

MR. MORROW  (bj ecti on.
THE W TNESS: There was no
term

BECKER:
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Q There was no termfor
wi t hdrawal syndrone in the MedDRA
dat abase, right?

A | don't know that.

Q There was no term for not
recovered in the MedDRA dat abase, right?

A | don't know that.

MR. MORROW  (bj ecti on.
BY MR BECKER:
Q The term you searched was
not recovered, right?
MR. MORROW  (bj ecti on.
THE WTNESS: W searched
for an outcone of not recovered on

t he adverse experience reports.
BY MR BECKER:

Q So the only way that you
could do that was if you actually found
all of the reports and read all of the
narratives, right?

MR. MORRON (bject to the
form
THE WTNESS: |'m not sure

about that.
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BY MR BECKER:

Q You don't have any -- wth
t hese other terns, you can run a query
within MedDRA to actually pull up these
vari ous adverse events, right?

A Al these adverse experience
terms, yes.

Q Wul dn't it have been
easier, froma postmarketing surveillance
standpoint, to actually include a term
for persistence?

MR. MORROW (bject to the
form
THE WTNESS: | don't know
whet her it woul d have been easier.
BY MR BECKER:

Q But you knew t hat
persi stence mght be a problemas early
as 1998, right?

MR. MORROW  (bj ecti on.
THE W TNESS: We knew - -

19987

BY MR BECKER:

Q Dr. Kauf man wr ot e about
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ej acul ate di sorders in 1998, that
reversibility was inpossible --
reversibility upon discontinuation was
| npossi bl e, due to postmarketing reports,
right? You renenber that docunent?

MR. MORROW  (bj ecti on.

THE WTNESS: It was

I npossi ble to establish based on

post mar keti ng reports.
BY MR BECKER:

Q So you knew as early as 1998
that sone nmen were continuing to
experience sexual dysfunction follow ng
di sconti nuati on of use, right?

MR. MORRON (bhject to the
form M scharacterizes prior

t esti nony.

You nmay answer.
THE W TNESS: Coul d you
repeat that question?
BY MR BECKER:

Q Based on Dr. Kaufman's

e-mail, Merck was aware of the fact, as

early as 1998, that there were reports of
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per si stent ongoi ng sexual dysfunction
foll owm ng discontinuation of use, true?
MR. MORROW  Sane obj ecti on.
THE WTNESS: | understood
Dr. Kaufrman's e-nmail to nean that
you couldn't prove reversibility
from post marketing reports, not --
BY MR BECKER:
Q Let's go to sonething you do
under st and.
MR MORRON Are you
finished with your answer?

BY MR BECKER

Q Were you finished with your
answer ?

A Yes.

Q You received an e-mail in

2000 that provided evidence of persistent
ongoi ng sexual dysfunction fromthe
clinical trial itself, right?
MR. MORROW  (bj ecti on.
THE WTNESS: W reviewed
that e-mail. W had an e-mail,

wth no data on it, that said that
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A. No.

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q The drug is on the market
with a | abel that tal ks about
per si stence?

A It has a | abel, adverse
events in the postmarketing --

Q So a doctor reading that --

A -- section. It does not
contain that in the warning section of
t he | abel.

Q A doctor reading that woul d
be able to counsel his or her patient on
reports of ongoing persistent erectile
dysfunction so as the patient could nake
an i nfornmed choice, right?

MR. MORRON (bject to the
form
THE W TNESS:  Yes.
BY MR BECKER:

Q That wasn't in the | abe

prior to 2012 in the United States,

ri ght?
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A. No.

MR. MORROW  (bj ecti on.
BY MR BECKER:

Q So prior to 2012, when that
finally nmade it into the | abel, does the
benefit of hair growh outweigh the risk
of persistent to permanent erectile
dysfunction?

MR. MORROWN (bject to the
form
THE W TNESS: That has to be

a choice for the patient seeking

treat nent.
BY MR BECKER:

Q How does a patient nake an
i nformed choice if they don't know the
risk is present?

A. They can't.

MR. MORROW (bject to the
form
BY MR BECKER:

Q Exactly. And so prior to

2012 when the FDA approved the | abel, the

only person or people that coul d nmake
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t hat assessnent was Merck, right?
MR. MORROW  (bj ecti on.
THE W TNESS: Based on the
| abel in the U S., the physician

di d not have that information.
BY MR BECKER:

Q Right. So the only people
that had that information at their
di sposal were, in fact, Merck, right?

MR. MORROW  (bj ecti on.
THE WTNESS: It was in the

EU | abel .

BY MR BECKER:

Q Right. But you testified
earlier, you have no idea if you gave
this docunent to the FDA, right?

MR. MORROW  (bj ecti on.
THE W TNESS: | did.
BY MR BECKER:

Q And so if the FDA didn't
have this data, there would be no way
they could evaluate it, right?

MR. MORROW  (bj ecti on.
THE WTNESS: The FDA -- |I'm
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