Public reporting burden for this collection of information is estimated to average 1 hour per response, including the time
for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing
and reviewing the collection of information. An agency may not conduct or sponsor, and a person is not
required to respond to, a collection of information unless it displays a currently valid OMB control number.
Send comments regarding this burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD
20892-7974, ATTN: PRA (0925-0001). Do not return the completed form to this address.

Expiration Date: XX/XX/2018

PHS Inclusion Enrollment Report
OMB Mumber: 0925-0001 and 09250002

This report format should not be used for collecting data from study participants

*Study Title:
*Delayed onset sudy? ] Yes ] Mo

If study is not delayed onset, the following selections are required:

Enrollment Type [ Planned [] Cumulative (Actual)
Using an Existing Dataset or Resource ] Yes ] Mo
Participants Location ] Domestic (] Foreign

Clinical Trial (JYes (Mo NIH-Defined Phase lll Clinical Trial? (] Yes [ Mo Trial Phase? |— Select Phase— w

Phase 0 A
Phase 1
Phase 1/2
Phase 2
Phase 2/3
Phase 3
Phase 4 w

Comments:

Ethnic Categories
Mot Hispanic or Latino Hispanic or Latino Unknown/Mot Reported Ethnicity
. . Unknown/ Unknown/ Unknown/
Racial Categories Hot Hot Not Total
Female Male Reported Female Male Reported Female | Male Reported

American Indian or 0 0 0 0 0 0 0 0 0 0

Alaska Mative

Asian 0 0 0 0 0 0 0 0 0 0

Mative Hawaiian or 0 0 0 0 0 0 0 0 0 0

Cther Pacific

Islander

Black or African 0 0 0 0 0 0 0 0 0 0

American

WWhite 0 0 0 0 0 0 0 0 0 0

More than Cne 0 0 0 0 0 0 0 0 0 0

Race

Unknown ar Mot 0 0 0 0 0 0 0 0 0 0

Reported

Total 0 0 0 0 0 0 0 0 0 0
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