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Agency Information Collectlon Activ;t;es, Announcemen ‘falff:ce of

Management and Budget Approval Gmdance on info ’“ns’en?t'forln

Vitro Dlagnostlc Device Studies Usmg Leftover Human' pe imeﬂs*rhat are

Not Indlwdually ldentmable
AGENCY:‘Food»and Drug Admlmstrataon,HHS o

'ACTION: Notice.

SUMMARY: The Food and Drug Admlmstratzon (FDA) is announcmg lhat a

collectlon of 1nformat10n entltled “Guldance on Informed Consent for In V1tro

Diagnostic Devme Studies Usmg Leftover Human Spemmens at are Not

Individually Identlflable” has been approved by the Offl(} e of Management and
Budget (OMB) under the Paperwork Reduutlon Act of 19954 v t :
FOR FURTHER INFORMATION CONTACT’ Karen L. Nelson Office of Management
Programs (HFA-250), Food and DrugAdmlmstrahon? 5600 Fishers ,Lan‘e,' |
Rockville, MD 20857, 301-827-1482.. e L

SUPPLEMENTARY INFORMATION In the Federal Reglster of }anuary 9 2006 (71

- FR 1429), the agency announced that the proposed 1nform_ ion: collectlon had
been submitted to OMB for review and Clearance under 44 U S. C 3507 An
agency may not conduct or sponsor, and a person is not requlred to respond

to, a collection of information unless 1t dlsplays a currently Vahd OMB control |

- number. OMB has now approved infc _,_,atzon collecoon and. has a531gned

OMB control number 0910~ 0582 The approval explres on September 30, 2006.
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A copy of the supporting statement for thls 1nformat10n Coﬂectmn is avallable
on the Internet at http: //www fda gov/ohrms/dockets | |
Dated:  MAR 20 2006

March 20, 2006
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Jeffrey Shuren, 4
Assistant CommisSioner for Policy.
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