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One-Time Study Roll-Over Worksheet

OMB#: 0925 - 0625
Expiry Date: 01/31/2014
Collection of this information is authorized by The Public Health Service Act, Section 411 (42 USC 285a). Rights of your participation in the
National Cancer Institute (NCI) Central Institutional Review Board (CIRB) Initiative is protected by The Privacy Act of 1974, as amended. The
purpose of the information collection is to conduct reviews of clinical trial studies. Although your participation in NCI-sponsored research
land completion of the forms is voluntary, if you wish to participate in the CIRB, you must complete all questions on the form. The
information you provide will be combined for all participants and reported as summaries. It will be kept private to the extent provided by
law.
NOTIFICATION TO RESPONDENT OF ESTIMATED BURDEN

Public reporting burden for this collection of information is estimated to average 10 minutes 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 (0925-0625). Do not return the completed form to this address.
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[iels marked with * are required.

i”Studj,r Hurnber: Select from the List j

Budy Title: j

populates with Study Mamber) = |
4 I I k

|°‘Name of Local IRB: l Select from the List j
[nstittion’s FWA Muraber: FW.A00003095

Local IRE Blegistration Murber:

populates with Hame of Local IRE)

|°‘Select Principal [revestizator for this stady: l Select fram the List j

FOTE: If the Principal lineestizator for this study is not listed i the drop-down list above, o must contact the HCT CIRE Hebydesk to
resobve. Select a new Study Muaraber frorm the list abowve to continie.

[Did sronr IRE rake any changes to the following based on review of local context considerations?

|
r r

FProtocol Fes bao

If wes, Describe changes l |

FInforrmed Consent Docurnent (exchuding boilerplate langnage and letterhead changes described in &rrmal Institution Worksheet)

r r

Yea i [u]

If wes, Describe changes | |

FWere any study-specific material(s) deve loped and approved locally? Yes Ha

If es, attack docurnent(s) and approsral letter(s): ‘

Canfitm | ) ) )
k to save mformation and continue.

If you wish to retwm to the Facilitated Review Subrdssion Feport, and loose the mformation entered, click here.

HOTE: &1 Research Staff, including sub-Treestizators, narmed on the Annial PT Worksheet will be associated with this stady.
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