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	HPTN Ancillary Investigation Checklist and Application
Definition: 
Ancillary studies may involve collection of additional data and/or samples from study participants, or use of existing data and/or samples for analyses or laboratory assessments that are not directly related to the specific objectives of the relevant HPTN study as defined in the protocol document.  



	1. Application Date:
	

	2. Title of the proposed study:
	

	3. Name and contact information for proposing HPTN Investigator(s) (include institutional affiliation, email, phone):
	

	4. Number and title of primary HPTN study to which the proposed study is linked:
	

	5. Name and contact information for non-HPTN Investigator(s) (include institutional affiliation, email, phone):
	 FORMCHECKBOX 
 Not applicable

Note:  All non-HPTN Investigators using biological specimens from HPTN studies must complete an HPTN Materials Transfer Agreement.  If applicable, please attach a copy of the signed agreement. 

	6. Are supplemental HPTN funds required for the proposed investigation?
	 FORMCHECKBOX 
 Yes: Please specify the amount and purpose of funds requested (e.g., specimen shipping and handling costs, site staff time) as an attachment to this application.
 FORMCHECKBOX 
 No: specify the source of other funding for the study

NOTE: Ancillary studies that do not require HPTN resources may receive a more favorable review by the EC and may be approved/implemented faster than those that require HPTN resources.

	7. Is the proposed activity / investigation prospective (to be done concurrently with all or part of the primary HPTN study) or retrospective (using specimens or data collected in a completed HPTN study)?
	 FORMCHECKBOX 
 Prospective only (will collect new data and/or biological specimens)
 FORMCHECKBOX 
 Retrospective only 

 FORMCHECKBOX 
 A combination of retrospective and prospective

	8. Description of proposed activity:
	Please use the Proposed Activity Form to provide the details of the proposed activity.


	9. Will the proposed study involve use of biological specimens from participants in a primary HPTN study? 
	 FORMCHECKBOX 
 Yes; leftover stored specimens will be used that were collected as part of the primary study.   Does the main study consent allow for the testing proposed on stored specimens?
 FORMCHECKBOX 
 Yes Offer details in Proposed Activity Form
 FORMCHECKBOX 
 No  Offer details in Proposed Activity Form
 FORMCHECKBOX 
 Yes; additional specimens or an increased volume of specimen must be obtained from subjects specifically for the ancillary study (offer details in Proposed Activity Form)
 FORMCHECKBOX 
 No biological specimens involved 

	10. If you answered “Yes” to question #9: 
	Please include the following in the description of the study (Proposed Activity Form):

· The type of assays to be performed

· The type and quantify of specimens to be used (e.g., 1 mL plasma from 6 time points)

· Whether the results of the proposed testing will be linked to data collected in the primary HPTN study (e.g., identifiers, demographics, HIV risk behaviors, clinical and lab outcomes).

Whether the results of the proposed testing will be given to the participants who provided the specimens (provide the rationale).

	11. Will separate informed consent be necessary for this study (in addition to the primary HPTN study informed consent)?  
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No, specify reason 

The IRB/EC is ultimately responsible for determining whether separate consent must be obtained; documentation of this determination by the IRB/EC is required.  Verification of documentation is the responsibility of the proposing Investigator/ designee.

	12. Will the proposed study require IRB approval?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No, specify reason 



	13. Will HPTN Leadership and Operations Center (LOC) resources be required (includes protocol development, administrative help in scheduling calls, coordination, project management, etc.)? 
	 FORMCHECKBOX 
 Yes: Please discuss the study with the LOC and attach supporting documents (LOC Resources Form)

 FORMCHECKBOX 
 No: Discuss the study with the LOC, and explain why LOC     resources are not required

	14. Will Statistical and Data Management Center (SDMC) resources be required (includes accessing study data, preparing shipping lists, statistical analysis, etc.)?
	 FORMCHECKBOX 
 Yes: Please discuss the study with the SDMC and attach supporting documents (SDMC Resources Form)

 FORMCHECKBOX 
 No: Explain why SDMC resources will not be required (e.g., if another entity will manage and analyze the data, provide details)

	15. Will Laboratory Center (LC) resources be required (includes shipping and receiving specimens, assistance with study design, testing, etc.)?
	 FORMCHECKBOX 
 Yes: Please discuss the study with the LC and attach supporting documents (LC Resources Form)

 FORMCHECKBOX 
 No: Explain

	16. Protocol Team review
	· Prior to submission to/approval of the protocol chair, the ancillary application must be reviewed by the protocol team, including the SDMC, LC and LOC representatives.

· The Principal Investigator (PI) of each study site to be involved in or affected by the ancillary study must approve the application prior to approval by the Protocol Chair.


This secondary/ancillary investigation checklist and application has been reviewed and approved by the Protocol Chair of the primary study as indicated by the electronically copied email below:  

(insert email approval)
For completion by HPTN Executive Committee
	Prospective Study

	 FORMCHECKBOX 
 Yes 

If yes, assigned number:__________
 FORMCHECKBOX 
 No

	Requires Scientific Committee(s) Review?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Requires SRC review?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Requires PSRC review?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Requires separate SMC reviews?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Requires separate DSMB reviews?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Requires registration with PRO?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Requires monitoring?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Number assigned to the Ancillary Study (i.e. HPTN 074-01, etc.)
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