Request for Project Determination & Approval — Office of the Associate Director for Science

(OADS)

This form should be used to submit proposals te the Office of the Associate Director for Science (QOADS) for rescarchinonresearch
determination{s) and requirements for IRB review/appraval.

New Request XX [ ] Amendment

Project Title: The Performance Measures Project Project Location/Country(ies):

_CDC Pringipal Investigator (SEV#): J. Stan Lehinan

L_Provosed Start Date (mm/dd/vvyv): 07/01/2019

Collaborating Institutions (List other collaborating institutions in the protocol or in a separate document)

CoAg, Grant, or contract #: N/A | IRB Exp. Date (if applicable): TRD
Title of CoAg, Grant, or Contract N/A

Supported Institation/Entity Name N/A

gupponed [nstimtion/Entity FWA N/A . FWA Exp. Date (mm/dd/yyyy):

I%ease check appropriate eategory and subcategory: ] » y
L Activity is NOT human subjects research. Primary intent i is pnbllc health practnce ora dzsease control aclmty (Check one)
£ A. Epidemic or endemic disease control activity; if applicable, hpa-AID 9
[0 B. Routine surveillance activity (e.g., disease, adverse events, mgunes)
X[X C. Program evaluation activity 24
0 D. Public health program aclivity®
0 E. Laboratory proficiency testing

* 2. service delivery, health education programs; social marketing campasgns, pmgfam momtormg. clcclmnic da:abasc construction and/or support; dcvelopmem of patient
registries; needs assessments: and demonslration projects. mlended 10 assess orgamzaliona) nceds managcmnm. and human resource rcqmmnems for implementation.

D 11. Activity is vesearch but does NOT involve human subjccts (Che:k one) :
00 A. Activity is research involving collection or analysis of data about health ’acxlmcs or other organizations or units (NOT persons).
[0  B. Activity is research involving data or specimens from deceased petsons.
O <. Activity is rescarch inv olving unlinked or anonymous datn or spccsmcns collected for another puxposc
[  D. Activity is research involving data or specimens from animal suh)ecls 8-
§Note: Approval by CDU Institutional Animal Care :md Usc Commitiee (IA("U(“) may be r:qum:d

[0 1. Activity is rescarch involving human subjec‘is but CDC mvolvemem does not eonstitute “engagement in lmman subject researeh.,” CDC

employees or agents will not intervene or interact with living i mdmduals or have access to identihable mformat:ou for u:semch purposes. Appropriate IRB

or cthics committee approval is required prior to approval.

{Check one) Bt [ 3

(0 A. This project is funded under a gmmtcoopemuve ngreemmt/contracl award lmchmusm

0 B. CDC stalf provide technical support that does not involve possession or analysas of identifiable data or interaction with
participants from whom data are being collected (No CDC Support®).

O C. CDC staff are involved | only in manuseript writing for a project that has closcd For the, pmjem CDC staif did nol interact with
participants and were not involved with data collection (No cne “Support). _

[0 D. Activity is research invelving linked da(a, but GDC noﬂ-dxsciosurc fenn O 13758 is s:gued -

B See definition of support on page 3.

o Access to linked data is permitied under any of me above sub-wegona if CDC mvemgators md lhe holder of ihie key lmkmg the dma 1o identifiable human subjects enter
inio an agreement using CDC form 0.1375B, prohibiting the release of the key 1 CDC investigators under any circumstances. The purposes of the planned reseacch do nol
contradict the terms of consent under which the information or specimens were collected, \vheﬂm !hxa consenl was documented or not documented.

[ 1v. Activity is research involving human subjocts that requires submission to CDC' Human Research Protection Office (Check one)®
A. Full Board Review (Use forms 0.1250, 0.1370-resedrch panners)
[ B. Expedited Review (Use same forms as A above) -
£] C Excmption Request** {Use forms 0.1250X, 0. l370—reseamh panncrs)
O D Reliance®
[0 1 Reguest to allow CDC 1o relyons non-CD(‘ lRB (Usc same l‘onns 2 A abnvc plns 0. 1371)
1 2. Request to allow outside institution to rely on CDC IRB (Uae same formsas A a‘bove, plus 0.1372)

@t There are other types afrcqucscs not listed under category IV, eg., cwlmuanm of e)us!mg pmocnl mxendnmt, mndem Rporis.
¥ Exempuon and seliance request is approved by CDC Human Research Protection Office (HRPO).

1.CDC Project OfficenSEV#Y: 1. Stan Lehman Division: PPEO | Telephone: 404-6392041
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