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I. Lining Up and Organizing I. Lining Up and Organizing 
WitnessesWitnesses

No magical equationNo magical equationNo magical equationNo magical equation



A. Live WitnessA. Live WitnessA. Live WitnessA. Live Witness

ClientClientClientClient

S ifi C ti E tS ifi C ti E tSpecific Causation ExpertSpecific Causation Expert

Epidemiologist and/or FDA Regulatory Epidemiologist and/or FDA Regulatory 
WitnessWitness

Case Specific WitnessCase Specific WitnessCase Specific WitnessCase Specific Witness



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses
Ed Scolnick (President of Merck Research)Ed Scolnick (President of Merck Research)
889:18      Q.      Dr. Scolnick, you then go to say,889:18      Q.      Dr. Scolnick, you then go to say,Q , y g y,Q , y g y,
889:19              "The CV events are clearly there."  Do you see that?889:19              "The CV events are clearly there."  Do you see that?
889:20      A.      Yes, I do.889:20      A.      Yes, I do.
889:21 Q What does that refer to?889:21 Q What does that refer to?889:21      Q.      What does that refer to?889:21      Q.      What does that refer to?
889:22      A.      What I was referring to was the889:22      A.      What I was referring to was the
889:23                reports of the cardiovascular events in the two arms889:23                reports of the cardiovascular events in the two arms
889:24                of the trial and that the two curves were different,889:24                of the trial and that the two curves were different,
889:25                the incidence of curves were clearly889:25                the incidence of curves were clearly
890: 1 distinguishable.890: 1 distinguishable.890: 1                 distinguishable.890: 1                 distinguishable.
890: 2       Q.      There was a difference in the number890: 2       Q.      There was a difference in the number
890: 3                 of CV events between the Vioxx group and the890: 3                 of CV events between the Vioxx group and the
890: 4 napro en gro p Is that hat o 're sa ing?890: 4 napro en gro p Is that hat o 're sa ing?890: 4                 naproxen group.  Is that what you're saying?890: 4                 naproxen group.  Is that what you're saying?
890: 5       A.      Yes, that's exactly what I'm saying.890: 5       A.      Yes, that's exactly what I'm saying.



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses
Jerry Avorn (Epidemiologist Jerry Avorn (Epidemiologist –– Harvard University) Harvard University) y ( p gy ( p g y)y)

430: 4     Q.    Okay.430: 4     Q.    Okay.
430: 5             430: 5             Now, let me ask you, givenNow, let me ask you, given
430: 6430: 6 all of that experience Doctor in yourall of that experience Doctor in your430: 6 430: 6 all of that experience, Doctor, in yourall of that experience, Doctor, in your
430: 7 430: 7 experience of 20experience of 20--some odd, 30some odd, 30--some oddsome odd
430: 8 430: 8 years in teaching how to communicate theyears in teaching how to communicate the
430 9430 9 i k d h b fi l ki lli k d h b fi l ki ll430: 9 430: 9 risks and the benefits, looking at allrisks and the benefits, looking at all
430:10430:10 the ways in which Vioxx was communicated,the ways in which Vioxx was communicated,
430:11   the risks and the benefits, the good news430:11   the risks and the benefits, the good newsgg
430:12   and the bad news to doctors, press430:12   and the bad news to doctors, press
430:13   releases, medical journals, labels,430:13   releases, medical journals, labels,
430:14 detailers all of those things put430:14 detailers all of those things put430:14   detailers, all of those things put430:14   detailers, all of those things put



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses
Avorn cont’Avorn cont’

430:15 430:15 together, do you have an opinion to atogether, do you have an opinion to a
430:16 430:16 reasonable degree of medical andreasonable degree of medical and
430:17430:17 scientific certainty as to whether or notscientific certainty as to whether or not430:17 430:17 scientific certainty as to whether or notscientific certainty as to whether or not
430:18 430:18 an accurate picture of the risks andan accurate picture of the risks and
430:19 430:19 benefits of the drugs was communicated tobenefits of the drugs was communicated to
430:20 430:20 doctors so that they can make accuratedoctors so that they can make accurate
430:21 430:21 prescribing decisions for their patients?prescribing decisions for their patients?
431: 9            THE WITNESS:  That there was431: 9            THE WITNESS:  That there was
431:10   a pattern of gross distortion of431:10   a pattern of gross distortion of
431:11   the risks of Vioxx, and that no431:11   the risks of Vioxx, and that no
431:12 matter which way physicians turn431:12 matter which way physicians turn431:12   matter which way physicians turn,431:12   matter which way physicians turn,



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses
Avorn cont’ Avorn cont’ 

431:13        whether it was looking at the431:13        whether it was looking at the
431:14        label, hearing what they were431:14        label, hearing what they were
431:15        hearing from the Merck431:15        hearing from the Merck--trainedtrained
431:16 sales representatives, trying to431:16 sales representatives, trying to431:16        sales representatives, trying to431:16        sales representatives, trying to
431:17        read the literature in the medical431:17        read the literature in the medical
431:18        journals and trying to get some431:18        journals and trying to get some
431:19 accurate complete depiction of431:19 accurate complete depiction of431:19        accurate, complete depiction of431:19        accurate, complete depiction of
431:20        what was happening in the clinical431:20        what was happening in the clinical
431:21        trials, even the information their431:21        trials, even the information their
431:22        patients were bringing to them431:22        patients were bringing to them
431:23        from the commercials and ads that431:23        from the commercials and ads that
431:24        they had seen, across the board,431:24        they had seen, across the board,3 : t ey ad see , ac oss t e boa d,3 : t ey ad see , ac oss t e boa d,



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses
Avorn cont’Avorn cont’

432: 1       there was a pattern of what I432: 1       there was a pattern of what I
432: 2       would characterize as systematic432: 2       would characterize as systematic
432 3 di t ti th t l t t th432 3 di t ti th t l t t th432: 3       distortion that rose almost to the432: 3       distortion that rose almost to the
432: 4       level of grotesque.  And, frankly,432: 4       level of grotesque.  And, frankly,
432: 5       it was an embarrassment for me as432: 5       it was an embarrassment for me as3 : 5 t was a e ba ass e t o e as3 : 5 t was a e ba ass e t o e as
432: 6       a member of the medical profession432: 6       a member of the medical profession
432: 7       that this was going on in432: 7       that this was going on in
432: 8       presenting information to doctors432: 8       presenting information to doctors
432: 9       in such a one432: 9       in such a one--sided and lopsidedsided and lopsided
432:10 way432:10 way432:10      way.432:10      way.



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses
Eric Topol (Cleveland Clinic)Eric Topol (Cleveland Clinic)

52: 2        Q.   Do you believe that there52: 2        Q.   Do you believe that there
52: 3 52: 3 were, in the context of what Merck did,were, in the context of what Merck did,
52: 4 52: 4 "outrageous lies" by Merck?"outrageous lies" by Merck?
52: 752: 7 THE WITNESS: I believe thatTHE WITNESS: I believe that52: 7             52: 7             THE WITNESS:  I believe thatTHE WITNESS:  I believe that
52: 8        52: 8        the data has been seriouslythe data has been seriously
52: 9        52: 9        misrepresented, yes.misrepresented, yes.
52:11 Q You said in the next to last52:11 Q You said in the next to last52:11        Q.   You said in the next to last52:11        Q.   You said in the next to last
52:12 52:12 sentence there, "This," the words, "Thissentence there, "This," the words, "This
52:13 52:13 cannot."  Do you see it in the very lastcannot."  Do you see it in the very last
52:14 52:14 sentence?sentence?
52:15        A.   This cannot?52:15        A.   This cannot?
52:16        Q.  "This cannot stand and the52:16        Q.  "This cannot stand and the
52:17 52:17 truth about Vioxx needs to come out."truth about Vioxx needs to come out."
52:20              THE WITNESS:  Yes, yes.52:20              THE WITNESS:  Yes, yes.
52:21        52:21        That's what I wrote.That's what I wrote.



B. Video WitnessesB. Video WitnessesB. Video WitnessesB. Video Witnesses

David Anstice (Director of U.S. Human Health)David Anstice (Director of U.S. Human Health)David Anstice (Director of U.S. Human Health)David Anstice (Director of U.S. Human Health)

David Graham (FDA)David Graham (FDA)David Graham (FDA)David Graham (FDA)

Laura Demopolous (Sr Dir CV Research)Laura Demopolous (Sr Dir CV Research)Laura Demopolous (Sr. Dir. CV Research)Laura Demopolous (Sr. Dir. CV Research)



II. Preparing Your WitnessII. Preparing Your WitnessII. Preparing Your WitnessII. Preparing Your Witness

Client / Family / FriendsClient / Family / FriendsClient / Family / FriendsClient / Family / Friends

Prescribing / Treating PhysiciansPrescribing / Treating Physicians

ExpertsExpertsExpertsExperts



A. Spend Time with ClientA. Spend Time with ClientA. Spend Time with ClientA. Spend Time with Client

1)1) Flush out any potential proof of use issuesFlush out any potential proof of use issues1)1) Flush out any potential proof of use issuesFlush out any potential proof of use issues

Single biggest issue is Plaintiff’s credibilitySingle biggest issue is Plaintiff’s credibility

Account for each pill takenAccount for each pill taken

Confirm that the pharmacy profile is accurateConfirm that the pharmacy profile is accurate



A. Spend Time with ClientA. Spend Time with ClientA. Spend Time with ClientA. Spend Time with Client

2)2) Mock ExamMock Exam2)2) Mock ExamMock Exam

3)3) R d kR d k3)3) Record mock examRecord mock exam
Note problem areas with testimonyNote problem areas with testimony



A. Spend Time with ClientA. Spend Time with ClientA. Spend Time with ClientA. Spend Time with Client

4)4) Address Prior Medical HistoryAddress Prior Medical History4)4) Address Prior Medical HistoryAddress Prior Medical History
Prior history of heart MI or CVAPrior history of heart MI or CVA
Prior history of cardiovascular related problemsPrior history of cardiovascular related problemsPrior history of cardiovascular related problemsPrior history of cardiovascular related problems

(CABG, PICA, ect.) (CABG, PICA, ect.) 
Smoker (former or current)Smoker (former or current)
HTNHTN
HypercholesterolemiaHypercholesterolemia
DiabetesDiabetes

AtherosclerosisAtherosclerosis
Famil HistorFamil HistorFamily HistoryFamily History



A. Spend Time with ClientA. Spend Time with ClientA. Spend Time with ClientA. Spend Time with Client

5)5) Note problem areas with prior medicalNote problem areas with prior medical5)5) Note problem areas with prior medical Note problem areas with prior medical 
history in order to diffuse  with Plaintiff’s history in order to diffuse  with Plaintiff’s 
Expert and dilute with Defense ExpertExpert and dilute with Defense Expertp pp p

6)6) Address social historyAddress social history6)6) Address social historyAddress social history
CrimesCrimes
DrugsDrugsDrugsDrugs
AlcoholAlcohol



A. Spend Time with ClientA. Spend Time with ClientA. Spend Time with ClientA. Spend Time with Client

7)7) Address damagesAddress damages7)7) Address damagesAddress damages
a.)a.) DeathDeath
b )b ) NonNon--deathdeathb.)b.) NonNon deathdeath

Past/Future lost wages (financial)Past/Future lost wages (financial)
Past/Future medical expensesPast/Future medical expensesPast/Future medical expensesPast/Future medical expenses
Any residual health problemsAny residual health problems
Pain and sufferingPain and sufferinggg
Mental anguish Mental anguish 
Loss of enjoyment of lifeLoss of enjoyment of lifej yj y



B. Spend Time with Family/FriendsB. Spend Time with Family/FriendsB. Spend Time with Family/FriendsB. Spend Time with Family/Friends

Determine what testimony will be helpful (or) Determine what testimony will be helpful (or) 
harmfulharmfulharmfulharmful

Old li tOld li t G d t t ith thG d t t ith thOlder clients Older clients –– Good to meet with other     Good to meet with other     
family members for more accurate recollectionfamily members for more accurate recollection



C. Treating/Prescribing DoctorC. Treating/Prescribing DoctorC. Treating/Prescribing Doctor C. Treating/Prescribing Doctor 

Fighting BiasFighting BiasFighting BiasFighting Bias

Ed cational ToolsEd cational ToolsEducational ToolsEducational Tools

Communication with Sales RepresentativesCommunication with Sales Representatives

Addressing Plaintiff’s Health IssuesAddressing Plaintiff’s Health Issues



D. Expert PreparationD. Expert PreparationD. Expert PreparationD. Expert Preparation

Challenge is to keep them focused on Challenge is to keep them focused on 
Litigation Issues Litigation Issues ––

Not AcademicsNot AcademicsNot AcademicsNot Academics



D. Expert PreparationD. Expert PreparationD. Expert PreparationD. Expert Preparation

1)1) Experience LevelExperience Level1)1) Experience LevelExperience Level
a)a) Experienced Expert (pros/cons)Experienced Expert (pros/cons)

b)b) InIn--Experienced Expert (pros/cons)Experienced Expert (pros/cons)



D. Expert PreparationD. Expert PreparationD. Expert PreparationD. Expert Preparation

2)2) General considerationsGeneral considerations2)2) General considerationsGeneral considerations

Understanding Plaintiff’s Burden of ProofUnderstanding Plaintiff’s Burden of Proof
Testimony must be based on reasonable probability Testimony must be based on reasonable probability 

ibili !ibili !not possibility!not possibility!
Proving Causation (General or Specific)Proving Causation (General or Specific)

Product must be a producing cause of the injury Product must be a producing cause of the injury 



D. Expert PreparationD. Expert PreparationD. Expert PreparationD. Expert Preparation

ConcessionsConcessionsConcessions Concessions 
Minor points are okMinor points are ok
Major points can’t happenMajor points can’t happenMajor points can t happenMajor points can t happen

Dealing with Additional VariablesDealing with Additional VariablesDealing with Additional Variables Dealing with Additional Variables 
Expert should need time to evaluate addition Expert should need time to evaluate addition 
variables that are not included in lawyer’s questionvariables that are not included in lawyer’s questionvariables that are not included in lawyer s questionvariables that are not included in lawyer s question



D. Expert PreparationD. Expert PreparationD. Expert PreparationD. Expert Preparation

Utilize consultants to educate expertsUtilize consultants to educate expertsUtilize consultants to educate expertsUtilize consultants to educate experts

Diff se client problem areasDiff se client problem areasDiffuse client problem areasDiffuse client problem areas

Able to cite specific articles/studies to specific Able to cite specific articles/studies to specific 
opinionsopinions

Package InsertPackage Insert



D. Expert PreparationD. Expert PreparationD. Expert PreparationD. Expert Preparation

Usage (Dosage Related)Usage (Dosage Related)Usage (Dosage Related)Usage (Dosage Related)
(i)(i) 50 mg: no problems50 mg: no problems

VIGORVIGOR

(ii)(ii) 25 mg & 12.5 mg25 mg & 12.5 mg
Ray StudyRay Study
S l S dS l S dSolomon StudySolomon Study
Graham StudyGraham Study
APPROVeAPPROVeAPPROVeAPPROVe
Protocol 090Protocol 090



Duration RelatedDuration RelatedDuration RelatedDuration Related

(i)(i) Short TermShort Term(i)(i) Short TermShort Term
Solomon study says increased risk at 90 Solomon study says increased risk at 90 
dddaysdays

VIGOR VIGOR 

ADVANTAGEADVANTAGE



Duration RelatedDuration RelatedDuration RelatedDuration Related

(ii)(ii) Long termLong term(ii)(ii) Long termLong term

APPROVeAPPROVe –– increased risk at 18 monthsincreased risk at 18 months –– 3636APPROVe APPROVe increased risk at 18 months increased risk at 18 months 36 36 
monthsmonths

VIGORVIGOR

Graph for VIGOR shows increase early on and Graph for VIGOR shows increase early on and 
consistently there afterconsistently there after



Expert CheckExpert Check--listlistExpert CheckExpert Check listlist
Proof of UseProof of UseProof of UseProof of Use
Medical RecordsMedical Records
Diagnostic TestingDiagnostic Testingg gg g
Catheterization TapesCatheterization Tapes
Death CertificateDeath Certificate
Copy of Expert DisclosuresCopy of Expert Disclosures
Deposition (Name of Deponent & Title)Deposition (Name of Deponent & Title)
Any relevant “Hot Docs”Any relevant “Hot Docs”



4) Expert Disclosure4) Expert Disclosure4) Expert Disclosure4) Expert Disclosure

Allow adequate time to prepare before Allow adequate time to prepare before 
deadlinedeadline

Make sure expert prepares draft for reviewMake sure expert prepares draft for review

Provide necessary information to expertProvide necessary information to experty py p



ConclusionConclusionConclusionConclusion

Witness organizationWitness organization –– more efficient with themore efficient with theWitness organization Witness organization more efficient with the more efficient with the 
number of video witnesses vs. life witnessesnumber of video witnesses vs. life witnesses
Treatment/Prescribing Doctors can be extremely Treatment/Prescribing Doctors can be extremely g yg y
helpful during trial helpful during trial 
Client’s credibility is important Client’s credibility is important –– proper time with proper time with y py p p pp p
them in order to be preparedthem in order to be prepared
Spend time with Experts Spend time with Experts –– make sure they stay make sure they stay 
focused on issues of the casefocused on issues of the case


