Revised 07H5/2009

oval - NCHHSTP ADS{@LS OFFICE

This foﬁn should be uaed to submit pfnmsafs fo the NCHHSTP ADSADLS Office for deZermmatim that have not Begun
and do 1ot require routing to the CDC Humen Research Protection Office at this Yime. Projects eligible for this

; ~ classification are (1) not-research activities; {2} resaarch that does riot involve identifiable human subjects; (3) human
BATER: KEALTHINR: PEOPLE" subéeci research in which CDC is not "engaged”.

Project Title: :
Modet Performance Evaluation Prog!‘am {MPEP) for Mycobacterium tuberculosis drixg susceptibility testing

Proiect Location/Country(iesk Usa
Project Gfficen(s): Bevstlv Melchiogk Bivigion: DTBE Telephone: 404-839-1285
Proposed Project Dates: Start;  §/1/2012 End: 1/3172022  Laboratory Branch Submission: [

1 Please check apprapriate categary and subgategory: |

X I. Activity is not human subjects research. Primary intent is public health pratice or a disease confrol activity.
A. Epidemic or entiernic disease controf activity; collected data directly relate to disease comr;a; {e.g. Epi-AiDs; provide
Epi-AiD pumber & documentation of request for assistance, ¥ division pelicy). Epi-AlD#

L1

[l B. Routine disease surveillance activity; data used tor disease control program or policy purposes.
[L1 €. Program evaluation activity; data are used primailly for that purpose.
L1
&

D. Post-marketing surveiiance of effectiveness or adverse effects of a new regimen, drug; vaccing, or device.
E. Laboratory proficiency testing.

[ ¥ Activi huma# subjects resear Primary intent is public health program activities.

L] A, Public health pragram activity (e.g., service delivery; heaith education programs; social matkeling campaigns,
program monitoring; electronic database construction and/or support; development of palient registries; needs
assessmedits; and demonshiation projects intendad to a§sess organizational nesds, management, and human
resource feguirements fordmplamentation),

L1 B. Activity is purely administrative {¢.g., putéhase orders or corfracts for services ormmpm@izt}.

1 m Activity is research but doas NOT involve identifizble human subjects.
L1 A, Activityis research invoiving coilection or analysis of data about health fagilities or other crgemzatms or units which
are not individual persons.
1 B, Activity isresearch invalving data or specimens from deceased persons.
[} C. Astivity is résearch using unlinked or anonymous data or speciméns: AbL (1-4) of the following are required:
{1 1. No.contact with humnan subjects is involved for the proposed activity...and. ..
L1 2. Data orspecimens arefwere collecied for another purpose...aid..
[l 3. Noextra data/specimens arefwere coliected for this purpose...and...
1 4.identifying information was: fone of thess must be checked)
L1 a. not abtained
L1 b. removed prior o this submission, or prior to COC receipt, so that data cannot be linked or re-finked
‘with identifiable hismah subjects _
L] c protected through anagresinent. {*CDC investigators and the holder of the key iinking tha dats to
identifiabie human subjects enter into an agreement prohibiting the release of the key to the
investigalors under any circumstances. A copy of the agreement must be attached),

researc n’. Sazect anEy one aptim b@%@w A" Inciicates tne pmjee& 1% funded, ‘B’ or °C’ inditate there 5 ne current iundmg o
[} A. This project is funded under a grant/cooperalive agreement/contract award mechanism.
ALL of the following 3 elements are required:
1 1. CDC employees or agents wili nat intervene or interact with iiving irsdividuais for ressar{:h puposes,
1 2. CDC employees or agents wiff not ebtain individually identifiable private information.
L] 3. Supportad institution must have 2 Fedaraiwide Assurance (FWA) and:project imust be reviewed by a registered
IRB iinked to the supported institution's FWA,
Supporied Institution/Entity Name:
Supported Institution/Entity FWA # FWA Expiration Date (mmfddfyyyy)
Explration Date:of IRB approval *Attach copy of the IRB approvai letter.
1 8. CDC staff provide techrical support that does not involve possession or analysis of identifiable data or interaction with
paticipants from whom dila are being coffected (Mo curreni CDC funding).

[0 €. COC staff are involved only in manuscript writing for a project that has closed, For the project, SDC staff did not
interact with participants and were nef ifivolved with data coiection iINo current COC funding).



Revised 07/45/2009

Approval initials & printed name;

Branch Chigf Date ADL§ oi%éﬁivisifaﬁ Director

Division Notes/Comments:

The Current OMB control number for this project is 0920-0600 (expires 5/31/2013). DTBE / LB is &ssuming full responsibility
for this project as it is transitioned fromy the:NCEZID / DPEI / Laboratory Systems Development Branch

Project Title: Model Performance Evaluation Program (MPEP} for Mycobactérium tuberculgsis drug susceptibiiity testing

NCHASTP ADS/ADLS Review  Date recéived in NCHHSTP ADS /ADLS office:

Concur, project does not require humar subjectresearch review beyond KCHHNSTP at this ime:

D Project constitutes human subject research that must he routed to CRhE HRPO

Comments/Rationale for Determinati

Signed: O B SRt A B R0 U
Name S Date

Associate {or Acting or Deputy Associate) Director for Science, NCHHSTP

G
Associate Director for Laboratory Science, NCHHSTP
National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention




