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' Histarically, investinators have been reluctant to include female subjects in clinical trials due, in part, to
concerns with potential birth defects. In addition, the 1977 FDA guideline entitled "General considerations for
the clinical evaluation of drugs" excluded warmen of childbearing potential frarm early drug development
studies. This may have further contributed to a general lack of females paricipating in drug development
studies and thus, to a paucity of information about drug and biologic product effects in females.

In order to reverse this real or perceived regulatory barrier to the participation of women of childbeating

;" potential in clinical trials the agency has taken a number of initiatives.
A The 1988 document entitled "Guideline for the format and content of the clinical and statistical sections of new

drug applications" emphasized the importance of including analyses of demographic data in MDA
applications.

The 1993 "Guideline far the study and evaluation of gender differences in clinical evaluation of drugs" provides
guidance regarding inclusion of both genders in drug development, analysis of clinical data by gender, and
assessment of potential pharmaco-kinetic diferences between genders.

In addition to these guidelines, FDA amended its regulations to reguire effectiveness and safety data for
important demographic subgroups, specifically gender, age and racial subgroups (21 CFR Parts 312 and
34, February 11, 1998, Final rule: Investigational Mew Drug Applications and BMew Drug Applications). The
final rule published in June 2000, permits the agency to place a clinical hald an one ar more studies under an
IMD if men orwomen with reproductive potential are excluded from padicipation in an investigation only
hecause of risk or potential risk of reproductive or developmental toxicity from use of the investigational drug
(21 CFR 312, June 1, 2000. Final Rule: Investinational Mew Drug Applications; Amendment ta Clinical Hald
Fegulations for Products intended for Life Threatening Diseases).

02 Al2H(U.S. FDA)Q| QAHAIEe] K| 24
http://www.fda.qov/BiologicsBloodVaccines/DevelopmentApprovalProcess/Investigation
alNewDrugINDorDeviceExemptionIDEProcess/ucm094300.htm
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CDC Home

' Centers for Disease Control and Prevention

CDC 24/7: Saving Lives. Protecting People,™

A-Z Index

Lesbian, Gay, Bisexual and Transgender Health

People who are leshian, gay, bisexual, or ' ] , ™
transgender (LGBT) are members of every b
comrunity, They are diverse, come from all
walks of life, and include people of all races
and ethnicities, all ages, all socioeconomic
statuses, and from all parts of the country,
The perspectives and needs of LGET people
should be routinely considered in public
health efforts to imprave the overall health Mew Report Reveals Disparities in Health Risks GO
of every person and eliminate health .
disparities, Read more "

Press Release

WH Blog: HIV & MSM

LGB Youth »

vy

LGBT Health Topics Find an HIV/STD Testing Site

HF Find an STD Testing Site
. Gay and Bisexual Men Youth | ZIP Code: I
y Find Sitesl

Powered by the Mational Prevention
Information Metwaork (MPIN)

Lesbian and Bisexual Resources

Women
HHS Statement on LGBT
Health Awareness Week &

Transgender Persons Health Services : :

\ CDC vital Signs: HIY Among Youth
i HHS Recommendations to Improve
LGBT Health
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CD @ Centers for Disease Control and Prevention
 CDC 24/7: Saving Lives. Protecting People.™

Lesbian, Gay, Bisexual and Transgender Health

-
LGBT Health

About LGBT Health
Gay and Bisexual Men

Leshian and Bisexual
Waomen

Transgender Persons
Youth
FResources

Health Services

Related Links
HIV/AIDS

Sexually Transmitted
Diseases

HIWV/STD Testing
Resources &?

Wiral Hepatitis
HPW
Wiolence Prevention

Adolescent and Schoaol
Health

LGET Health

ERecommend 3 W Tweet 2 Share

Resources

General Information

-

-

-

Healthy People 20206
Healthy People 2010 LGBT Companion Docurnent 7_3,
i

Advancing Effective Communication, Cultural
Competence, and Patient- and Family-Centered
Care for the Leshian, Gay, Bisexual, and
Transgender (LGET) Community, & Field Guide &
{The Joint Cammission)

Health of Leshian, Gay, Bisexual, and Transgender
People: Building a Foundation for Better
Understanding &2 (The Institute of Medicing)

Sexual Orientation & (American Psychiatric Association)

Data Resources

-

LGBT Health-Related National Organizations/Coalitions®

-

-

-

Gaydata.org i (Drexel University)

Fenway Institute &

Gay and Lesbian Medical Association &

Mautner Project, Mational Leshian Health Organization &@

Mational Association of Lesbian and Gay Addiction Professionals &
Mational Coalition for LGBT Health &

Mational LGBT Cancer Metwork &2

Mational LGBT Tobacco Control Metwork &
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