OUTLINE

SPECIAL POPULATIONS IN CLINICAL TRIALS: OBSERVATIONS OF A CONSUMER-PATIENT ADVOCATE. 

THERE IS A GROWING AMOUNT OF ATTENTION BEING GIVEN TO THE ISSUE OF THE INCLUSION OF SPECIAL POPULATIONS IN CLINICAL TRIALS.  INCLUDED HEREIN ARE A FEW OF THOSE CONSIDERATIONS BASED ON THE OBSERVATIONS OF A CONSUMER-PATIENT ADVOCATE.
WHAT IS A SPECIAL POPULATION?
· GENERALLY REFERS TO A DISADVANTAGED                          GROUP” “US LEGAL DEFINITIONS”

· “REFERS TO A POPULATION THAT HAS DISTINCT FEATURES, I.E. SUBSET DIFFERENT FROM GENERAL POPULATION.”  ALEX ADJEI, MD PhD
SPECIAL POPULATIONS ARE DEFINED IN SEVERAL WAYS:

·  RACE & ETHNICITY

·  AGE

·  GENDER

·  SOCIO ECONOMIC STATUS

·  GEOGRAPHY

·  SEXUAL ORIENTATION

·  LANGUAGE

DISPARITIES IN CLINICAL TRIALS:

· A/P ISLANDERS, AA’S, NA’S & H/L’S COLLECTLLY    REPRESENTED <10% OF 
CANCER DRUG TRIALS 1995-1999

· NO SIGNIFICANT CHANGE IN ACCRUALS BETWEEN 2003 & 2005

UNDERREPRESENTED POPULATIONS

· ONLY 10% OF 15-19 AGE CANCER PTS IN TRIALS VS 60% OF AGE<15.

· 61% OF NEW CANCER CASES AMONG ELDERLY IN 2003…BUT ONLY 25% OF NCI TRIALS  INCLUDED AGE > 65.

· WOMEN LESS LIKELY TO BE ENROLLED IN COLORECTAL & LUNG CANCER TRIALS 

PATIENT BARRIERS TO CANCER TRIAL PARTICIPATION:

· COST-LACK OF INSURANCE

· CULTURAL BARRIERS

· LACK OF AWARENESS

· LACK OF INVITATION

· LANGUAGE DIFFERENCES

· MISTRUST

· PRACTICAL OBSTACLES

· STUDY DESIGN ELIGIBILITY CRITERIA

PHYSICIAN INVESTIGATOR BARRIERS TO REFERRING PATIENTS TO TRIALS.

·  LACK OF MINORITY INVESTIGATORS

·  LACK OF PHYSICIAN REFERRAL

·  PHYSICIAN LACK OF AWARENESS

RECOMMENDATIONS TO CONSIDER:

►DEVELOP & MAINTAIN AN AWARENESS OF THE SPECIAL & SOMETIMES “NON-SCIENTIFIC“ ASPECTS OF THE POPULATIONS OF INTEREST.

► MAINTAIN AWARENESS OF THE DIFFICULT TASK OF BALANCING :




 ■ ADVANCEMENT OF SCIENCE




 ■ PERSONAL ASPIRATIONS




 ■ PATIENT BENEFIT 
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