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Purpose

To define procedures for implementation of the qualitative component of MTN-034.

Scope

These procedures apply to all staff involved in the qualitative research-related study activities for MTN-034 (per responsibilities section below). 
Responsibilities

MTN-034 staff members delegated by the Investigator of Record to perform qualitative research-related study activities for MTN-034 are responsible for understanding and following this SOP.  

MTN-034 [Study Coordinator or other designee] is responsible for training study staff to conduct qualitative research-related study activities for MTN-034 in accordance with this SOP, and for day-to-day oversight of staff involved in qualitative visit scheduling, documentation and procedures.

MTN-034 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-034 staff members follow this SOP.
Procedures
MTN-034 SSP Section 11.4 specifies study requirements for qualitative research-related study activities.  All staff responsible for conducting qualitative research-related study activities are required to read and understand this SSP section.  This SOP supplements this SSP section, outlining site-specific procedures where applicable.
1.0. Source Documentation
[This section should designate source documentation for qualitative visit procedures in table below (or include as appendix). Review and modify the suggested source documents currently listed in the table to reflect source documents that will be used by your site.]
	Procedure/Required Documentation
	Source Document

	Documentation that the participant met the eligibility criteria to participate in the selected qualitative IDI/FGD.
	Qualitative Visit Checklist

	A record of the participant’s assignment to IDI, SIDI or FGD.  
	All qualitative participants: Qualitative Participation Log (QPL)
Special case IDI participants: Email confirmation from QMT approving selection

	If applicable: documentation of changes to assigned interview modality due to product discontinuation events (i.e. seroconversion) or operational challenges or study design changes (and approval from the protocol team).
	Chart Notes

Email confirmation from QMT approving change

	A record of all contacts, and attempted contacts, with the participant. 
	Chart Notes

	A record of all qualitative research-related activities and interview/FGD transcripts that take place during the conduct of the study.


	Interviewer notes, photographs of sticky note activities, audio recordings, final debriefing report, final transcript/translations in the participant file (if interview). If FGD, these should be put in a file specific to that FGD.  

	Referrals made (including for social harms or adverse events reported) as a result of information gathered during qualitative interviewing.
	Chart Notes

	Reason for any deviation required from procedures outlined in the site Qualitative Component SOP.
	Chart Notes


2.0. Participant Accrual 
[Outline responsibilities for maintenance and tracking all qualitative participants on the QPL, and transmission of the updated QPL on the 15th of each month. Responsibilities and approval procedures for ‘purposive’ selection of interesting cases for single IDIs should be described.  Describe procedures for verifying participant eligibility to participate in the qualitative component.]
3.0. Study Activity Tracking and Reporting

[Three months following site initiation, sites should begin reporting the number of participants interviewed on a monthly basis to the Qualitative Management Team, along with other key progress indicators. Responsibilities for compiling information for and sending this report should be described in this section.]
4.0. Scheduling and Reminder Methods for IDIs and FGDs
[This section is to outline the site’s procedures for contacting the participant and scheduling the time and location of the qualitative visit, including the staff responsible for each task and communication to other key staff regarding the qualitative visit.  Visit reminder methods and procedures in the event of a missed visit should be specified (references to Retention SOP can be used as applicable).]
5.0. Confirmation of Identity and Agreement to Participate in IDI or FGD 
[This section is to specify procedures and responsibilities for confirming participants’ identities and agreement to participate in the qualitative component prior to conduct of the IDI or FGD. Outline review and documentation of procedures either in chart notes, checklist, or other site specific document.] 
6.0. Interview procedures

[This section should describe site specific procedures for conducting the interview, including: who will prepare for the interview, where interviews will be conducted, preparation of documents and materials, selection and documentation of pseudonyms used in FGDs, and the procedures for conducting the interview. Describe the procedures for expanding notes and compiling the debriefing reports] 

7.0. Adverse Event (AE) and Social Harm (SH) Reporting
[If any AEs or SHs are reported by participants during qualitative interviews, interview staff should refer the participant to REACH clinic/counseling staff as soon as possible and not more than 24 hours later to document and handle the AE or SH.  The site specific procedure for referring and documenting these occurrences should be outlined in this section.]
8.0. Data Management 
[This section should cover the following elements:

· Data back-up, transcription/translation procedures, internal review/quality control for both translations and transcriptions, and transmission procedures. This section should also include timeframes, and mechanisms for tracking when documents have been completed, internally reviewed and transmitted

· Procedures and timeline for resolving data quality control notes from RTI on both debriefing reports and transcripts

· Storage locations for blank guides, and description of systems for version control and archiving previous versions of guides
· Storage locations for all documents, audio CDs, and other materials resulting from qualitative activities. Include process for IDI participants as well as what will be stored in individual files for Late FGD participants and what will be stored in a general file for the late FGD. 
· Confidentiality protections, including the procedure for destroying source and non-source audio files

· Other ethical and human subjects considerations

· Staff responsibilities for all of the above (direct and supervisory)

· QC/QA procedures related to the above (if not specified elsewhere)
· Special data management procedures for early FGDs: if the materials resulting from EFGDs will be stored differently from in the LFGD general folder, describe that here]
Attachments

Attachment X:  [Insert as applicable]
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