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1.  Gender and Minority inclusion in research
For you convenience examples from other applications are included for use when preparing this section.  See below a chart of ethnic demographics by local catchment areas.

Example 1

Auto-transplant studies:  Chronic pancreatitis has an ~ 5 fold increased prevalence in men relative to women.  Therefore it is assumed that the population of subjects receiving islet auto-transplantation will have more men than women.  However, of the 6 subjects so far receiving islet auto-transplants at UC, 2 have been women.  Therefore, we estimate that the distribution of men and women in this study will be approximately 2:1.

There is no reported variation in the incidence of chronic pancreatitis among the different ethnic designations commonly used to characterize the American populace.  Therefore, we anticipate that the demographic mix of subjects receiving islet-autotransplants will reflect that of the greater Cincinnati area.
Number of subjects:  
15


M/F (%)
66/33


Ethnic/Racial composition (%)



Caucasian

72



African-American
25



Hispanic

 1



Asian/Pac. Islander
 2

Other


0-1 

Example 2

Healthy obese men and women who are free of significant renal, liver, cardiac, or gastrointestinal disease or anemia will be recruited for these studies.  Pregnancy will exclude women from these studies. Based on the investigator’s prior experience with recruiting subjects through general advertisement in the city newspapers, we expect that the pool of potential subjects will be representative of the city’s demographics.  The projections for the gender and minority composition for the proposed study are as follows:

Number of subjects:  
100


M/F (%)
50
Ethnic/Racial composition (%)



Caucasian

72



African-American
25



Hispanic

 1



Asian/Pac. Islander
 2

Other


0-1 

If our recruitment differs significantly from this projection we will advertise specifically for subjects in the under-represented groups.

ETHNIC COMPOSITION OF POPULATIONS

BY CATCHMENT AREAS (Percentages)

Ethnic Groups


United States

Ohio

Hamilton County







2000


2000

2000
White



75.1 


85.0                 72.9

African-American


12.3

            11.5                 23.4

Asian/Pacific Islander

  3.7


  1.2                   1.6

Native American/Eskimo

  0.9


  0.2                   0.2

Hispanic/Not Hispanic
            12.5*

 
  1.9*
  1.1

Other



  5.5


  0.8                   0.5

* Persons of Hispanic origin may be of any race

Source:  U.S. Census Bureau, Populations and Vital Statistics
2.  Data Safety and Monitoring

For you convenience examples from other applications are included for use when preparing this section. 

Example 1

Data safety and monitoring.  Any adverse events occurring during the performance of these studies will be reported in writing to the Chairpersons of the University of Cincinnati and Children’s Hospital IRBs, and to the Director of the GCRC and Chairman of the GCRC Scientific Advisory Committee.  These reports will be prepared and sent as soon as adverse events related to the studies are discovered.

Example 2

Data and Safety Monitoring Board: A Drug Safety Monitoring Board (DSMB) will be assembled, which will include Dr. Richard Wenstrup, a pediatric geneticist with experience using alendronate for treatment of adults with Gaucher Disease, Dr. Heidi Kalkwarf, an Assistant Professor of Pediatrics with extensive experience with bone mineral metabolism and imaging techniques and Dr. Judy Bean, a biostatistician. Reports of adverse events will be provided to this group on an ongoing basis and they will meet every 6 months to assess progress of the proposal as well as adverse events.  This group will assess adverse events and evaluate trends particularly as they relate to gastrointestinal symptoms since this is the area in which the highest risk of adverse events is likely to be seen.  Should a trend in increased adverse events be recognized in the area of GI symptoms, the DSMB will meet and review them and make recommendations about modifying or continuing the study to prevent or reduce the frequency of these effects. Should a large statistically significant difference of improvement become apparent between the risedronate and placebo group, and this is judged by DSMB to be clinically significant, the committee will stop the study on ethical grounds. Likewise, if the DSMB determines that one group has a significantly higher incidence of adverse effects, the study will be terminated early.  
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