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Approval must be granted by the National Center for HIV/AIDS, Viral Hepatiis, STD, and T Prevention Associate
‘Director for Science (ADS), Acting ADS, or Deputy ADS, or for laboratory-associated projects, by the Associate
Director for Laborarory Science (ADLS) or Acting ADLS.

Project Title: enhanced Gonococcal Isolate Surveillance Project (eGISP)
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Project Title: enhanced Gonococcal Isolate Surveillance Project (GISP) Fill & Sign

renez0ts

PROJECT REQUEST

Project stage

Choose ane by selecting a checkbox:

= New: Fill ut entire form, even if 2 protocol is attached (approval s for work by CDC/NCHHSTP employees).

Continuation: For projects expected to continue beyond NCHHSTP approved date; include brief description
of changes and attach clean and marked copies of approved determination (approval s for continued work
by CDC/NCHHSTP employees).
Amendment: Include brief description of changes and attach relevant documentation and a copy of
‘approved project (approval is for continued work by CDC/NCHHSTP employees).

Project Informat
Project Title: enhanced Gonococcal Isolate Surveillance Project (¢GISP)

NCHHSTP Project Number: Division: DSTDP.

Project Location/Country( Telephone: (404) 63834

United States : »
Project Dates:

CDC Project Officer or CDC Co-Leads: ‘stort [T
Elzabeth Tomone: End (R

Laboratory Branch Submission:
If applicable, select the checkbox:

Project Categories
Select the corresponding checkbox to chaose the category and subcategory.

= 1. Activity is not human subject research. The primary intent of the project is public health practice or 2 disease
control activity.

A Epidemic or endemic disease control activity; collected data directly relate to disease control. If this
project is an Epi-AID; provide the Epi-AID number and documentation of the request for assistance,
‘per division policy. Epi-AID no.

= B. Routine disease surveillance activity; data will be used for disease control program or policy
purposes.

€. Program evaluation activity; data will be used primarily for that purpose.

D. Post-marketing surveillance of effectiveness or adverse effects of a new regimen, drug, vaccine, or

device.
Store and share files in the
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Date Information was requested:
Date Information was received:

Project Title: enhanced Gonococcal Isolate Suveillance Project (eGISP)

renez0ts

NCHHSTP ADS/DEPUTY ADS OR ADLS REVIEW AND APPROVAL
Project Title: enhanced Gonococcal Isolate Sunvillance Project (€GISP)

Date received in NCHHSTP ADS or ADLS office:

Date received by NCHHSTP Deputy ADS or ADLS:
Select the checkbox for each applicable comment for Nos. 1-5 or select the checkbox for No. 6 f all of the comments apply.
‘Additional applicable comments may be added to No. 7. If additional information is required before approval can be
granted, select No. 5.

1. This project is approved by NCHHSTP/CDC and CDC (per CDC policies and federal regulations) for CDC staff
participation.
Participating partners and sites must obtain project review and approval, according to their institutional
policies and procedures and according to local, national, and international regulations and laws, including
45 CFR 46 regulations and state laws. CDC project officers must maintain a current copy of local sites’
‘approvalsin project records.

. CDC investigators and project officers need to adhere to the highest ethics standards of conduct and to
respect and protect the privacy, confidentialit, autonomy, data, welfare, and rights of participants and
integrity of the project. Al applicable country, state, and federal laws and regulations must be followed.
Informed consent or script is needed as required by laws and regulations. Information conveyed in an
informed consent or script process needs to address all applicable required elements of informed consent.
‘Consent of employees in related projects about their nstitutions needs to include a statement that their
voluntary participation or withdrawal would not affect their employment status or opportunities.

. OMB Paperwork Reduction Act determination by the NCHHSTP OMB/PRA Coordinator might be needed for
this project.

. All previous comments apply.

Other applicable comments: Type your comment i the box. The space will sxpand as you type

formatior

5 More required before approval is granted: Explain what aditional information is requested by
ing i the box. The space will expand as you type.
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