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Disclosure

Finkelstein & Partners represents 
individuals and families harmed by 
Gabapentin

 
(Neurontin). 



Background
•

 
March 2004
–

 
Finkelstein & Partners contacts FDA concerning 
gabapentin

 
and Suicide.

–
 

FDA urges Finkelstein & Partners to engage services 
of experts to analyze suicide data.

•
 

May 2004
–

 
Citizen’s Petition filed by Keith Altman concerning 
gabapentin

 
and suicidality. 

•
 

March 2005
–

 
Finkelstein & Partners submits 258 Medwatch

 
Reports 

of suicides associated
 

with gabapentin.



Cumulative Percentage Reports of Suicidal and Self Injurious Behavior(HLT) for Neurontin vs. 
Background of All Other Drugs
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Neurontin Suicidal and Self
Injurious Behavior
Background Suicidal And Self
Injurious Behavior

Statistical Significance
χ2=6.70, p<0.01 (Yates)

Lawyer 
Advertising 
Begins

period between bars represents time period where results are 
statistically significant but before lawyer advertising begins

FDA AERS Data





Neurontin Studies Are Underpowered To 
Establish Safety In Off-Label Populations

Indication Gabapentin 
(n, pat. yrs)

Placebo  
(n, pat. yrs)

Estimated 
Suicide Background 
Rate (1/pat. yrs)

Psychiatric 144, 21.49 145, 22.26 Bipolar 1/250, Anxiety 1/500

Neuropathic 
Pain

1081, 161.65 785, 127.64

Epilepsy 778, 210.69 617, 166.59 1/2900 –

 

1/1400

Chronic Pain 157, 11.64 53, 3.66 1/5000 –

 

1/3333

Other Studies 478, 59.97 236, 32.52

4/29/2008 Pfizer Briefing Package to FDA and 9/9/2004 Pfizer Submission to FDA by Bruce Parsons



Percentage of Serious Reports for Suicidal and Self Injurious Behaviors(HLT) By Indication 
Group
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Statistical Significance
χ2=6.60, p=0.01 (Yates)

Vertical bar represents the 
date (06/30/1999) where the 
results are statistically 
significant.

Pfizer Internal Adverse Event Data (ArisG)
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