MANUAL GUI DE - GENERAL ADM NI STRATI ON CDC- 80
REFERENCE PO NTS

CDC Associate Director for Science

Cl O Associate Directors for Science

ATSDR Associ ate Adm nistrator for Science
TRANSM TTAL NOTI CE 96.2, 2/16/96

| NCLUSI ON OF WOVEN AND RACI AL AND ETHNI C M NORI TI ES | N RESEARCH

Secti ons . Purpose
1. Background
I11. Effective Date
V. Definitions
V. Policy on Research Involving Human Subjects
VI. Cuidance for Conpliance

VII. Roles and Responsibilities
VI1l. Evaluation
| . PURPGSE

The Centers for Disease Control and Prevention (CDC)! is committed to
protecting the health of all people regardless of their sex, race,
ethnicity, national origin, religion, sexual orientation, socioeconomc
status, or other characteristics. To the extent that participation in
research offers direct benefits to the participants, underrepresentation
of certain popul ati on subgroups denies themthe opportunity to benefit.
Mor eover, for purposes of generalizing study results, investigators mnust
i ncl ude the wi dest possible range of popul ati on groups.

This CGuide sets forth CDC policy on the inclusion of wonmen and nenbers of
racial and ethnic minority groups in intranmural research? conducted by
CDC staff. The guidelines are intended to ensure that individuals of
bot h sexes, regardl ess of sexual orientation, and the various racial and
ethnic groups will be included in CDC studies involving human subjects,
whenever feasible and appropriate. Furthernore, it is the intent of CDC
to proactively identify significant gaps in know edge about health

probl ens that affect wonen and racial and ethnic mnority popul ati ons and
to encourage research which addresses these probl ens.

1. BACKGROUND

! References to CDC al so apply to ATSDR

2 A"Policy on the Inclusion of Winen and Racial and Ethnic Mnorities
for Externally Awarded Research" was published in the Federal Register
Septenmber 15, 1995 and is applicable for all CDC externally awarded research
projects submitted in response to CDC Program Announcenents (i.e., Requests for
Assi stance) and solicitations (i.e., Requests for Proposals) announced on or
after Cctober 1, 1995.
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The heal th conditions and health care needs of wonen differ fromthose of
men in a variety of ways. Some health conditions are unique to wonen and
others are nore prevalent in wonmen. For sone illnesses, there are narked
di stinctions, not only in onset and progression of disease, but also in

t he approaches necessary to conbat themin wonen. Furthernore, initial
entry into the health care systemmay be different for sone subgroups of
worren, such as | owincone and uni nsured wonen. Lesbians nmay al so enter
the health care systemdifferently because they may be less likely to
access prevention services, |ike cancer screening because they may not
utilize famly planning services. The Public Health Service Task Force
on Wnen's Health Issues published a report in 1987 stating that it is
becom ng nore inportant to note the environnental, economc, social, and
denogr aphi ¢ characteristics that influence a woman's health status. The
Task Force focused on the direct and indirect effects these factors could
have on the status of a worman's health and noted that when a wonan is
"outside the normal range of societal expectations,” that is, when she is
of a racial, ethnic or cultural mnority or if she is physically or
mental |y disabled, her health status is potentially at greater risk.
These observations should be recognized and reflected in study protocols
and proposal s.

The disparity in health outcones between nmajority and sonme racial and
ethnic minority groups is now well documented. Although sone minority
popul ations (e.g., some Asian groups) have better overall health status

t han non-Hi spanic whites, other mnority popul ati ons have dramatically
shorter life expectancy, higher norbidity rates, and inadequate access to
quality health care. The Secretary for the Departnment of Health and
Human Services' Task Force on Black and Mnority Health issued a report
in 1985 noting the underrepresentation of racial and ethnic mnorities in
research. This underrepresentation has resulted in significant gaps in
know edge about the health of racial and ethnic mnority popul ati ons and
their responses to interventions.

Recently, Congress has |egislated that special attention be given to the
i nclusion of wonen and racial and ethnic mnority groups in all clinica
research conducted or supported by the National Institutes of Health.

Al though this | egislation does not apply to CDC, the agency is conmtted
to the appropriate inclusion of wonmen and racial and ethnic mnority
groups in its research activities.

EFFECTI VE DATE

This policy applies to all intranural research projects at CDC that are
i npl enented on or after April 1, 1996. (For guidance regarding
external ly awarded research, CDC project officers should refer to Federa
Regi ster, Vol. 60, No. 179, Septenber 15, 1995, pgs. 47947-47951, Notice
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"Policy on the Inclusion of Wonen and Racial and Ethnic Mnorities for
External |l y Awarded Research.")
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I'V. DEFI N TI ONS

A Human Subj ect s

As defined in Departnment of Health and Human Services regul ations
for the protection of human subjects (Title 45 CFR Part 46), human
subj ect nmeans "a living individual about whom an investigator
conducting research obtains (1) data through intervention or
interaction with the individual or (2) identifiable private

i nformation."

B. Resear ch

As defined in Departnment of Health and Human Services regul ations
for the protection of human subjects (Title 45 CFR Part 46),
research means "a systematic investigation, including research
devel opnent, testing and eval uation, designed to devel op or
contribute to generalizable know edge. "

C. Raci al _and Et hnic Cat egori es

1. Mnority G oups

This policy shall comply with the Ofice of Managenent and
Budget (OvB) Directive No. 15, and any subsequent revisions to
the Directive. OMB Directive No. 15 defines the m ni mum
standard of basic racial and ethnic categories. Despite
significant limtations, (as outlined in the Public Health
Reports "Papers fromthe CDC/ ATSDR Wrkshop on the Use of Race
and Ethnicity in Public Health Surveill ance"), these categories
remai n useful because they all ow conpari sons anobng many nati ona
dat a bases, especially Bureau of the Census and national health
data bases. Therefore, the racial and ethnic categories

descri bed bel ow shoul d be used as basic m ni mum gui dance,

cogni zant of their limtations.

American I ndian or Al askan Native: A person having origins in

any of the original people of North America, and who mai ntains

cultural identification through tribal affiliation or commnity
recognition.

Asian or Pacific Islander: A person having origins in any of
the original peoples of East Asia, Southeast Asia, the Indian
subcontinent, or the Pacific Islands. This area includes, for
exanpl e, China, India, Japan, Korea, the Philippine Islands, and
Sanoa.
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Bl ack, not of Hispanic Origin: A person having origins in any
of the black racial groups of Africa.

H spanic: A person of Mexican, Puerto Rican, Cuban, Central or
Sout h Anerican or other Spanish culture or origin, regardl ess of
race.

2. Mijority Goup

VWhite, not of Hispanic Origin: A person having origins in any
of the original peoples of Europe, North Africa, or the Mddle
East .

VWil e investigators should focus primary attention on the above
categories, CDC recognizes the diversity of the population. For exanple,
Bl acks descri be thenselves in several different ways, including African-
American and Cari bbean (e.g., Haitian, Jamai can, West |ndian

Trini dadi an, etc.) Native Hawaiians have expressed the desire to be
consi dered a separate racial/ethnic category exclusive of the current

Asi an/ Paci fic |slander designation. Therefore, investigators are
encouraged to investigate national or geographic origin or other cultura
factors (e.g., customs, beliefs, religious practices) in studies of race
and ethnicity, and their relationship to health problens. Furthernore,
since race, ethnicity, and cultural heritage nay serve as surrogate
markers for other nore inportant characteristics or conditions associ ated
with a health problemor outcome, investigators should actively seek to
identify these other characteristics or conditions.

V. POLI CY ON RESEARCH | NVOLVI NG HUMAN SUBJECTS

CDC Centers/Institute/Ofices (GO nust ensure that wonmen and racial and
ethnic mnority popul ations are appropriately represented in their
research protocols. Wnen and nenbers of racial and ethnic mnority
groups shoul d be adequately represented in all CDC research invol ving
human subjects, unless a clear and conpelling rationale and justification
establishes to the satisfaction of the CIO Director that inclusion is

i nappropriate or clearly not feasible. Although this policy does not
apply to studi es when the investigator cannot control the race,

ethnicity, and sex of subjects, wonen and racial and ethnic mnority
popul ati ons nmust not be routinely and/or arbitrarily excluded from such

i nvestigations.

In addition, wonmen of chil dbearing potential should al so not be routinely
and/ or arbitrarily excluded from partici pati on even though there are
ethical/risk issues to consider for inclusion and exclusion. Information
on differences in adverse outcomes or risk profiles for pregnant wonen
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VI .

may be reason for exclusion. Therefore, pregnancy status may need to be
determ ned prior to enrollment for sonme studies and, if necessary, during
an intervention to safeguard the participants' health.

Al'l proposed research invol ving human subjects and conducted by CDC st af f
will be evaluated for conpliance with this policy, including those
projects that are exenpt fromlnstitutional Review Board (IRB) review (as
specified in Title 45 CFR Part 46). However, nothing in this policy is
intended to require I RB review of protocols which otherwi se would be
exenpt from such review This policy applies to all CDC intranura
research. This policy does not apply to those projects in which the

i nvestigator has no control over the conposition of the study popul ation
(e.g., cohort studies in which the popul ati on has been previously

sel ected, or research to foll ow up outbreak investigations).

GUI DANCE FOR COVPLI ANCE

A. Ceneral

In determ ni ng whet her special efforts should be nmade to set specific
enrol | ment goals for women and nmenbers of racial and ethnic mnority
groups, or whether to design special studies to specifically address
heal th problens in such popul ations, principal investigators should
consi der the follow ng points:

* |s the disease or condition under study unique to, or is it
relatively rare in nmen, wonen or one or nore racial and/or ethnic
m nority popul ati ons?

e \What are the characteristics of the population to which the
protocol results will be applied? Does it include both nmen and
worren? Does it include specific racial and ethnic mnority
popul ati ons?

 Are there scientific reasons to anticipate significant differences
bet ween men and wonen and anong racial and ethnic mnority
popul ations with regard to the hypothesis under investigation?

e Are there study design or recruitnment limtations in the protoco
that could result, unnecessarily, in underrepresentati on of one
sex or certain racial and ethnic mnority popul ati ons?

e Could such underrepresentati on cause an adverse inmpact on the
generalizability and application of results?

e |s the underrepresentation correctabl e?
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» Does racial and ethnic characterization of study subjects serve a
bona fide purpose or mght it serve only to stigmatize a group?

I ncl usi on of wonen and/or racial and ethnic minority groups in
research can be addressed either by including all appropriate groups
in one single study or by conducting multiple studies. In general
protocol s and proposals for support of studies involving human

subj ects should enploy a design with sex and/or mnority
representation appropriate to the scientific objectives. It is not a
requi renent that the study design provide sufficient statistica

power to answer the questions posed for nmen and wonmen and racial and
et hni c groups separately; however, whenever there are scientific
reasons to anticipate differences between nmen and wonen and/or raci al
and ethnic groups with regard to the hypothesis under investigation

i nvestigators should include an eval uation of these sex and mnority
group differences in the study proposal. |f adequate inclusion of
one sex and/or mnority group is inmpossible or inappropriate with
respect to the purpose of the proposed study, the rationale for the
study popul ation nmust be well explained and justified. Simlarly, if
in the only study popul ation available, there is a disproportionate
representation of one sex or mnority/majority group, the rationale
for the study popul ation nmust be well explained and justified. The
cost of inclusion of wonmen and/or racial and ethnic mnority groups
shall not be a perm ssible consideration for exclusion froma given
study unl ess data regardi ng wonen and/or racial and ethnic mnority
groups have been or will be obtained through other neans that provide
data of conparable quality. Acceptable reasons for exclusion are as
fol | ows:

e Inclusion is inappropriate with respect to the health of the
subj ect s.

* Inclusion is inappropriate with respect to the purpose of the
st udy.

e Substantial scientific evidence indicates there is no significant
di fference between the effects that the variables to be studied
have on wonen and/or racial and ethnic mnority groups.

e Substantial scientific data already exist on the effects that
vari abl es have on the excluded popul ation

* Inclusion is inappropriate under other circunstances as detern ned
by the CIO Director or Inclusion Review Conmmittee (see Section
Vi),
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Each protocol or research proposal should include an explicit

di scussion of the sex and racial and ethnic conposition of the
proposed study popul ation. A separate section is not required, but
i ncluding one in the protocol may be a practical way to discuss the
i nclusion of wonen and racial and ethnic mnorities as study

subj ects, or be helpful in directing a reader to parts of the
docunent where the pertinent references to that subject m ght be
found. |If the CDC policy on the inclusion of wonen and racial and
ethnic mnorities does not apply to this research (i.e., the

i nvestigator has no control over the conposition of the study
popul ati on), the discussion should offer details explaining why
certain groups were excluded, and the protocol should include:

e the rationale for selecting the study popul ati on; and

* the consideration of sex and racial and ethnic issues addressed in
devel opi ng the research design and sanpl e size appropriate for the
scientific objectives of the study.

If the CDC policy on the inclusion of wonen and raci al and ethnic
mnorities applies, the discussion or appropriately referenced sites
in the protocol should include:

* research plans that describe outreach prograns, if any, for
recruiting wonen and racial and ethnic mnorities as participants;

e the cultural differences and variety of |anguages inherent in the
popul ation to be enrolled; and

e the possibility of non-proficiency in English or illiteracy of a
potential research participant and, consistent with this
possi bility, assurances that adequate provision has been nade for
appropriate translation of the consent docunent or the
availability of translators to ensure an adequate understandi ng of
the research project.

B. Studies of Public Health Interventions

I nvestigators must consider the foll ow ng when planning an
intervention trial or a clinical trial

e |If the data fromprior studies strongly indicate the exi stence of
significant differences of clinical or public health inportance in
i ntervention effect between the sexes or anong racial and ethnic
popul ations, the primary question(s) to be addressed by the
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scientific investigation and the design of that study mnust
specifically accommodate the difference(s). For exanple, if nen,
worren, and racial and ethnic mnority groups are thought to
respond differently to an intervention, then the study shoul d be
designed to answer separate primary questions that apply to men,
worren, and/or specific racial and ethnic groups wth adequate
sampl e size for each.

e |If the data fromprior studies strongly support no significant
di fferences of clinical or public health inportance in
i ntervention effect between subgroups, then sex and race and
ethnicity are not required as subject selection criteria; however,
the inclusion of sex and racial and ethnic subgroups is stil
strongly encour aged.

e |If the data from prior studies neither support nor negate the
exi stence of significant differences of clinical or public health
i mportance in intervention effect, then the study should include
sufficient and appropriate nale and female and racial and ethnic
mnority populations so that valid analysis of the intervention
effect in each subgroup can be perforned.

e |f wonen of chil dbearing potential are to be included and if there
is reason to suspect that adverse events may occur in pregnant
worren, pregnancy status should be determ ned prior to enroll nent.

VII. ROES AND RESPONSI BI LI TI ES

Certain individual s and groups have special roles and responsibilities
with regard to the inplenentation of these guidelines.

A. lnvestigators

I nvestigators should assess the theoretical and/or scientific

I i nkages between sex, race and ethnicity and their topic of study.
Foll owi ng this assessnent, the principal investigator will address
the policy in each protocol, providing the required information on

i nclusion of wonen and racial and ethnic mnorities and any required
justifications for exclusions of any groups. Investigators are also
responsi ble for nmonitoring inplenmentation of this policy during the
conduct of the study.

1. Recruitnent Qutreach by Intramural lnvestigators

Investigators and their staff(s) are urged to devel op appropriate
and culturally sensitive outreach progranms and activities
commensurate with the goals of the research. The purpose shoul d
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be to establish a relationship between the investigator(s),
popul ati ons, and community(ies) of interest so that nutua
benefit is derived by all groups participating in the study.

I nvestigators shoul d docunment the process for establishing a
partnership with the conmunity(ies) and the nutual benefits of
the study and ensure that any factors (e.g., educational |evel,
non- proficiency in English, |ow soci oecononm c status) are
accounted for and handl ed appropriately. 1In addition

i nvestigator(s) and staff should ensure that ethical concerns are
clearly noted and enforced, e.g., mnimzing the possibility of
coercion or undue influence in the incentives or rewards offered
in recruiting into or retaining participants in scientific

st udi es.

2. Dissemnation of Research Results

I nvestigators and program nmanagers are urged to make speci al
efforts to dissem nate relevant research results to the
conmunities who participated in the studies and to the affected
popul ati ons, especially racial and ethnic mnority popul ati ons
that may have cultural, |anguage, and soci oeconom c barriers to
t he easy recei pt of such information

B. Centers/Institute/Ofice Directors (Cl O

ClO Directors are responsible for ensuring that studies involving
human subj ects conducted by their Cl O neet the requirenents of these
guidelines. ClOD rectors will informinvestigators and ot her
appropriate staff concerning this policy.

C. Technical /Peer Revi ew & oups

If applicable, in conducting technical/peer review of protocols,
techni cal / peer review groups, to the extent possible, will include
wonen and racial and ethnic mnorities and will do the followi ng:3

. Eval uate the proposed protocol for the inclusion of both sexes
and racial and ethnic mnority popul ations for appropriate
representation.

. Eval uate the appropri ateness of the proposed justification when
representation is limted or absent.

S ClODirectors may waive this requirement if it is clearly inappropriate
or clearly not feasible.
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. Det er mi ne whet her the design of the study is adequate to neasure
di f ferences when warrant ed.

. Eval uate the plans for recruitnment and outreach for study
partici pants.

. Include these criteria as part of the technical assessnent and
assign a score.

D. Institutional Review Boards (|RBs)
CDC I RBs are expected to consider whether investigators have
addressed the inclusion of wonen and racial and ethnic mnorities in
research protocols that require CDC I RB review, as an additi onal
criterion for | RB approval.
VI 11. EVALUATI ON
A. Inclusion Review Conmittee
1. Menbership
An Inclusion Review Committee (IRC) will be forned with
representatives fromthe Ofice of the Associate Director for
Science, the Ofice of the Associate Director for Mnority
Health, and the Ofice of the Associate Director for Wnen's
Heal t h.
2. Responsibility
The TRC will review any questions, issues, or conments pertaining
to this policy and recommend necessary changes or nodifications
to the Director, CDC. This conmmittee will neet regularly to
revi ew conpliance with this policy and eval uate the inpact of
this policy on research activities at CDC. The | RC may
peri odi cal ly conduct random audits of research protocols to
assess conpliance with this policy.
B. Annual Reports

I nvestigators and project officers are responsible for providing data
to assess the extent to which wonen and racial and ethnic minorities
are being included in protocols. For studies covered by this policy,
i nvestigators and project officers will report annually to the |IRC
through C1O Directors, on enrollnent of wonen and nmen and racial and
ethnic mnorities.



