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Who determines these 
categories?? 







HISTORICAL ISSUES 

PRIOR TO 1985 WOMEN EXCLUDED DUE 
TO CONCERN ABOUT RISKS TO 
CHILDBEARING 
 
CARDIAC AND HYPERTENSION DRUGS 
EXCLUDED ALL WOMEN INITIALLY 
 
NOW TRIALS MUST STATE WHY WOMEN 
WOULD NOT BE INCLUDED 
 
 



•  ETHNICITY: 
 
ONLY TWO RECOGNIZED 
 
WHAT ARE THEY? 
 
 
 



RACIAL CATEGORIES: 
WHITE, BLACK, ASIAN, AIAN, 
PI, MULTIPLE 
 



MINORITIES 
2 ETHNIC CATEGORIES 
5 RACIAL CATEGORIES; NEWLY ADDED MULTIPLE 
RACIAL 
SELF IDENTIFICATION 
LOW NUMBERS IN CLINICAL TRIALS MAKE SUBSET 
ANALYSIS DIFFICULT 
GENERALIZABILITY IN DOUBT FROM MAJOR TRIALS 
EXCLUSION FELT TO BE DETRIMENT TO MANY 
POPULATIONS 

SELF IDENTIFICATION 



CHILDREN 

MOST DRUGS WERE NEVER TESTED ON 
CHILDREN 
 
IRONICALLY MORE PEDIATRIC DRUGS ARE 
AVAILABLE NOW TO ADULTS (SARCOMAS) 
 
TRIALS MUST STATE WHY CHILDREN ARE 
EXCLUDED WITH BIOLOGIC SCIENTIFIC 
EVIDENCE 





Data Sharing 



RACE & ETHNICITY 

NOT SCIENTIFIC 
SOCIAL 
CONSTRUCTS 
CORRELATE WITH 
RISK FACTORS 
AND ACCESS 
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Your thoughts … 
� ??? 
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