
    
 
Projects Evaluating the Inclusion and Participation of Women in Clinical Trials 

2007  
Enrollment of Women and Racial Minorities in Clinical Trials for Diabetes Medications 
Ellen Pinnow MPH, Pellavi Sharma MPH, Ameeta Parekh Ph.D., Kimberly Thomas MPH, 
Lina Aljuburi Pharm D, Kathleen Uhl M.D.  

2006  
Statistical Analysis of Gender Specific Data from New Drug Application (NDA) Submissions.  
Ohidul Siddiqui Ph.D.  
Sex Differences of Inclusion Criteria in Clinical Trials: A Regulatory Review of Contraception 
Requirements  
Ellen Pinnow MPH, Pamela Scott Ph.D., Janelle Derbis, Theresa Toigo RPh, MBA, Kathleen 
Uhl M.D.  
Demographic Data on Sex in ASCPT Posters: Discrimination or Not?  
Kathleen Uhl M.D., Ellen Pinnow MPH, Katherine Hollinger D.V.M.  
Gender Differences and Impact of Pharmacogenomics in Rheumatoid Arthritis  
Shashi Amur, Ph.D.  
Impact of Gender Analysis and Pharmacogenomics on Clinical Efficacy, Safety, and 
Pharmacokinetics of Drugs Used for the Treatment of Alzheimer’s Disease  
Angela Men, Ph.D.  
Evaluation of Availability and Quality of Information Available on Females Included in 
Mechanical Device Implant Trials  
Kathryn O’Callaghan, B.S.  
Women in HIV Trials: A Comprehensive Review and Meta-Analysis  
Greg Soon, Ph.D.  
Participation of Women in Clinical Trials and Gender Analysis of Data in Original NDAs 
Approved 2000-2002  
Yongsheng Yang, Ph.D.  
Identification of Sex Differences in Adverse Outcomes for New Molecular Entities (NMEs) 
Approved from 2000-2002  
Yongsheng Yang, Ph.D.  
 

2002  
Participation of Females in Clinical Trials and Gender Analysis of Data in Biologic Product 
Applications.  

http://www.fda.gov/cber/clinical/femclin.htm
http://www.fda.gov/cber/clinical/femclin.htm


Marion Gruber, Ph.D. 

1997  
A Comparison of Gender Specific Utilization of Implantable Cardioverter Defibrillator Therapy 
and Post-implantation Survivability.  
Steven Lascher, D.V.M. MPH  
 
1995  
Development and Expansion of a Pilot Tracking System for Monitoring the Barriers to the 
Enrollment of Women in Clinical Trials.  
Teresa Toigo, RPh, MBA  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
    
 

http://www.fda.gov/cber/clinical/femclin.htm

	FDA Office of Women's Health Logo
	2006
	2002
	1997
	1995

