What Form Should PIs Use for Population Tracking? (New versus Old)

All new clinical research studies should collect and report information on participants with respect to two categories of ethnicity and five categories of race. The new form (5/01 Version), based on recent changes by the Office of Management and Budget (OMB) regarding standards for data on race and ethnicity, includes two categories of ethnicity and five categories of race. The old form for tracking participants (4/98 Version) in NIH-supported clinical research includes five race/ethnicity categories. Guidelines for choosing the new form versus the old form are as follows:

New Form (5/01 Version)

· Studies begun after January 10, 2002, must use the new form and must be designed to ask participants’ two questions, one about their ethnicity and one about their race. 

· Principal Investigators (PIs) who started a study prior to January 10, 2002, using the old form can switch to the new form if they want, but they also must change their data collection methods to ask two questions (one about ethnicity and another about race) rather than one question (that combined race and ethnicity) for all participants enrolled to the study from that point on.

· For studies that began prior to January 10, 2002: When the study comes in for competing continuation (Type 2) and plans to collect new/additional data, the PI is required to change to the new standards for collecting data and use the new (5/01 Version) format for reporting data to NIH. In some cases, this will mean that PIs will need to re-ask study participants about their race and ethnicity using the new two-question format. Note: PIs should not re-ask about race and ethnicity if the subjects are no longer participating in the study.

Old Form (4/98 Version)

· Studies begun prior to January 10, 2002 (and now in their non-competing Type 5 period) that were structured with one question about race and ethnicity can continue to report accrual based on the old form, i.e., using five categories of race/ethnicity. However, when they come in for competitive renewal (Type 2), they will need to change to the new standards/new form (5/01 version) for any additional data collection.

· Principal Investigators should not switch to the new form if only one question about race and ethnicity is used in data collection.

PIs may be confused by the choices, and the NIH Program Staff should be prepared to provide advice on which form should be used. Note:
· If enrollment data is submitted using the wrong form, the PI should be contacted to request a revision using the appropriate form.

· Entry of population data into the Population Tracking System should not be attempted until the target data and/or enrollment data have been submitted by the PI in the appropriate format.

Samples of the old and new forms are on the following pages.

Sample of New Target Form (5/01 Version)
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Principal Invostigator/Program Director (Last, first, middio):

Targeted/Planned Enroliment Table
This rpot format should NOT b used fo dataculecton rom study particpants.

Study Tit:

Total Planned Enrollment:

TARGETEDIPLANNED ENROLLMENT: Number of Subjects

Ethnic Category SexGonder

Fomales | Males

ispanic or Latine

Not Hispanic or Latino
Ethiic Catogory Total of All Subjocts”

Racial Categories

 Amrican InciaryAlaska Native

 Asian

Nativo Hawalian or Other Pacifc Islander

Black or Afizan American

wnie

Racial Cateqories: Total of All Subjocts *

“Tho “Ethntc Catagory Total of All SUBJoCts” st o aqUaT o The "Racil Categores Total of AT Subjocts





(Ref: http://grants.nih.gov/grants/funding/phs398/enrollment.pdf )

Sample of New Enrollment Form (5/01 Version)
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(Ref: http://grants.nih.gov/grants/funding/phs398/enrollmentreport.pdf )

Sample of Old Inclusion Form (4/98 Version)
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INCLUSION TABLE
“This report format should NOT be used for data callection from study participants.

Principal Investigator/Project Director.
(Last, First, Middle)

Grant Number G known):
STUDY TITLE:

Total Enrollment:
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(Ref: http://grants.nih.gov/grants/funding/women_min/InclusionOld_Form.pdf )
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