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W&m&#wwm data used for disease cantrol pwgtam ww&ymm
{1 . Program evaluation activity; data are used primarily for that purpose.

[ D. Postmarketing sisveiliance of effectiveness or adverse effects of a new regimen, drug, vaccine, or device
[0 E Laboratory proficiency testing.

Primary intent is public health program activities.

1 A Bublic health program ac%xvity (e g.. service delivery; health education pragrams; social marketing campaigns,
program monitoring; electronic database construction and/or support; development of palient regisiries; needs
assessments; and demangiration projects intended to assess organizational needs, wanagement, and human
fesource reguirements for implementation).

[T B Acdtivily is purely administrative (e.g.. putchage orders or coniracts for services or equipment).

A Ac:*m*y is feaaamh invo’lvmg caﬂectmn or anaiysrs cﬁ data about health facilities or other ocganizations or units which
are not individugl petsons.
(2 B. Activity is research invalving data or specimens from deceased persons.
[ C. Activity is research using unlinked or anonymous data or specimens: ALL (1-4) of the fallowing 2re required:
71 1. Nocontact with hirsan sublects is invalved for the proposed activity...gnd. .
] 2 Data or specimens arefwere collected for another purpose..gad...
] 3. Noextra dataispecimens are/were collacted for this purpose..and...
21 4. identidying information was: (one of these must be checked)
'] a. not obtained
] & temovad prior to this submigsion, orprior 1o COC receipt, $o that data cannot be finked or re-linked
) with identifiable human subjects
7] ¢ protected through an agreement (*COC investigators and the holder of the kay linking the data to
tdmrﬁame human subjects enter info sn agreement prohibiting the release of the key to the
astigators under any circumstances. A copy of the agreemant must be atlached).

gg,_o*tmmma elements are required:

i1 eec empiwees or agents will not intervene o interact with living individuals for research purposes.

™ 2. CHT employeses or agents will not oblain individually identifizble private infarmation.

i Suppaﬂed institution must- have a Federaiwide Assurance (FWA) and project must ba reviewed by a registered

IRB lirked to the supporisd instiiution's FWA,
Supmmed Enshwﬁormﬂy Nama:
Supported hstiuton/Emity EWA # FWA Expiration Date (mm/dd/yyyy):
Frpiration Date of IRB approvak “Aftach copy of the IRB approval lelter.

[ 8 CDC staff provide techinical support that does hot invaive possession or analysis of identifiable data orinteraction with
participan's fram whom data are bsing collected (No current CDC funding).

[ €. CDC staff are involved onlyin manuseript writing for a project that Ras closed. For the pro;ect CDC staff did not
interact with participants and were not involved with date collection {No current CDC funding).
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Approval rtias & pricied neme:

ﬁ Concur, project doss vot reduire human subject research review beyond NCHHSTP at this time

——

Praject constitutes human subject research that must be routed to CDC HRPO

Comments/Rati

Bigned:

Asgsox ¢ Director for Laboratory ﬁcﬁm NCHHSTP
Naiacr*m Cmf' for HIVIAIDS, Viral Hepatilis, STD, and TB Prevention




