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1.0 Purpose

To define the Data Collection, Data Management and Source Documentation requirements procedures for MTN-032. 
2.0 Scope

This procedure applies to all MTN-032 staff involved in data collection and/or data management for MTN-032.
3.0 Responsibilities

All site staff members delegated by the Investigator of Record to collect, record, review, and/or transmit MTN-032 study data are responsible for understanding and following this SOP.  

The [site to insert appropriate staff job title] is responsible for training study staff to collect and manage study data in accordance with this SOP, and for day-to-day oversight of staff involved in data collection, quality control activities, and data management.

The MTN-032 Investigator of Record (IoR), has ultimate responsibility for the quality of data and for ensuring that all applicable MTN 032 staff members follow this SOP. 
4.0 Procedures
4.1 Participant ID Assignment

For all MTN-032 participants, RTI will assign a range of MTN-032 participant ID numbers (PTIDs). The MTN-032 Interviewers and Study Coordinator will assign one PTID to each participant upon enrollment. PTIDs are assigned in sequential order within the range as participants are enrolled in the study. Staff will ensure that each PTID is assigned only once and track this by using a Screening and Enrollment Log. 

The Participant Status Form (PSF) will capture both the HOPE PTID and the MTN-032 PTID of the participant. The MTN-032 PTID will be used for all subsequent MTN-032 documentation. Staff will enter a PTID on the PSF for all individuals who are identified for recruitment or screened.

MTN-032 PTID boxes are located near the upper left corner of each CRF page. The PTIDs used for this study are four digits long and are formatted as “XXXX”. The range of IDs for [site name] site will be [insert range from Section 3 of SOP].
The PTID/ Name Link log will link PTIDs to participant names. To ensure participant confidentiality, the [insert staff responsible] will be responsible for storing the PTID/ Name Link Log in a secure location, i.e. a locked file cabinet in a locked office, with limited staff access. 
4.2 Preparing for the IDI/ FGD
Before each data collection visit, the following will occur: 

· Ensure the participant meets eligibility criteria, as outlined in Section 3 of this manual. 

· Ensure the correct versions (English and local language) of the discussion guide, tools, CRFs and informed consent are printed and ready for use, consulting the MTN website as needed. 

· Ensure the correct data collection tools (e.g. drug feedback over time tool and add-on; opinion tool; props) are prepared, and review them, as needed, prior to the interview. 

· Ensure [insert staff member responsible] has reminded the participant of her or his visit. 

· Confirm the availability of the interview venue.

· Confirm that the audio-recorder is charged and/or has batteries and is functioning correctly. 

4.3 Data Collection Procedures
The IDIs/FGDs will be conducted in a private location to maintain the confidentiality and safety of the participants. This may be the HOPE clinic, a community hall, the participant’s home (for IDIs), or another venue preferred by the participant that is quiet enough for audio-recording (see SSP section 5.1). Off-site visit procedures will be described in the Off-site Visit SOP, and review by the MTN-032 Management Team prior to an off-site visit being conducted.
The visit checklists provided to MTN-032 sites will guide the order of procedures for each IDI/FGD. See SSP Section 5.6 for more information on visit checklists.

CRFs that are required to be completed at MTN-032 visits are the Participant Status Form (PSF) Phase 2, Behavioral Assessment Form Phase 2, and the Demographic Form Phase 2. Additionally, a Social Harms (SH) and/or a Protocol Deviation (PD) is required to be completed when a SH or PD related to MTN-032 study participation is identified. Detailed form completion instructions on how each form will be completed are provided on the back of each form page. Some items on forms are straightforward and do not require specific instructions. Therefore, instructions for all form items are not listed on the back of each form; rather, instructions are provided only for those items needing detailed explanation. 

All interviewer-administered CRFs and guides will be administered in the primary language of the participant (as indicated on the ICF). Any deviation from this will be documented in the participant file notes. A visit checklist will guide the order of the procedures for each visit. All participant records must be kept confidential.  
Prior to the interview

· Upon arrival for the IDI/FGD visit, the participant will be greeted and offered refreshments (if feasible). 

· [insert staff member responsible] will introduce themselves and explain their background, and staff roles during the discussion (e.g. interviewer/facilitator, observer, note-taker). 

· [insert staff member responsible] will then conduct the written informed consent procedures. Following the informed consent process and prior to the interview, a staff member will assign a PTID.  Some eligibility criteria will be confirmed prior to contacting the participant whereas other eligibility criteria may be confirmed during and after conducting the informed consent; see SSP Section 3 for further details on eligibility determination and SSP Section 4 on conducting the informed consent process.

· The PSF form will be initiated prior to the discussion and completed after the discussion is finished. 

· The demographic (DEM) and Behavioral Assessment forms may be administered either before or after the IDI/FGD. 

· The presentation of drug feedback to female participants must be administered during the IDI.
· The DEM and BA forms and any presentation of individual drug feedback results must be administered to participants one-on-one in a private location. 

· Male participants will not be shown their female partners’ drug feedback information. 

Interview

· The IDI/FGD will follow a discussion guide but will allow for iteration, probing and digression on relevant themes. 
· For details on presentation and use of tools, please see SSP Section 5.6.2
· IDIs/FGDs will be audio-recorded and later transcribed and translated by [insert staff member responsible]. 
· Following the IDI/FGD, the participant(s) will be thanked for their time and reimbursed for travel and time. 
· For qualitative interviewing techniques, see SSP Section 5, Appendix 5-1.
After the interview

· Immediately following each IDI/FGD, the facilitator will complete their notes, ensure that any markings made on relevant tools (e.g. drug feedback over time tool, and opinion tool) are fully explained through comments on the tools, and update and/or complete the PSF. 

· A debrief report will be completed on the same day as the discussion and undergo a QC process prior to being circulated to the study team.

5.0 Participant Study Files

5.1 Participant File Documentation
Study sites must maintain adequate and accurate participant file records containing all information pertinent to MTN-032 for each study participant. A list of MTN-032 study documents is provided in MTN-032 Study Specific Procedures Manual Section 2 (Table 2-1). 
5.2 Confidential Participant File Contents

Identifying information, such as participant identifiers, locator forms, and ICFs, will be kept in a locked area separate from study binders containing research information. The following items will be kept within participant files:

· Basic participant identifiers.

· Documentation that the participant provided written permission to be contacted by HOPE staff for future research studies.

· Documentation that the participant met the study eligibility criteria.

· Documentation that the participant provided written consent to participate in the study prior to the conduct of any study procedures. 

· Note: Any questions the participant asks during the written IC process (and responses to these questions) will be documented in file notes or on the informed consent cover sheet. 

· Documentation of referrals made (including for social harms or unexpected safety events reported)

5.3 Participant Research File Contents

Participant files research files will contain all of the following elements:

· A record of all contacts, and attempted contacts, with the participant documented per Good Clinical Practices (GCP) and DAIDS source documentation guidelines. 

· A record of all study activities that took place and interview data captured during the conduct of the study.

· All notes recorded by study staff on interview guides and/ or separate sheets of paper and/ or tools for the in-depth interviews (IDI), 

· Audio files saved to a CD; 

· Final copies of the debrief report and transcript

· Chart notes or copies of referrals made (including for social harms or unexpected safety events reported).

· Reason for any deviation required from procedures outlined in the protocol, site SOPs or SSP manual.
NOTE: Separate files can be created to store all focus group discussion (FGD) information such as checklists, notes, participant lists, and the CD of the group audio recording.  

6.0 Source Data and Source Documentation
Source data: All information in original records and certified copies of original records necessary for the reconstruction and evaluation of the trial.  Source data are contained in source documents (original records or certified copies).  [Source: ICH Consolidated Guidance for Good Clinical Practice (ICH-E6)]
Source documents are commonly referred to as the documents – paper based or electronic – upon which the source data are first recorded. All study sites must comply with the standards of source documentation specified in the DAIDS policy on Requirements for Source Documentation in DAIDS Funded and/or Sponsored Clinical Trials. The DAIDS policy specifies both requirements and recommendations. Study sites must comply with all requirements and are encouraged, but not required, to comply with all recommendations.
The following will be Source documents for MTN-032
· Narrative participant file notes

· Additional notes taken during qualitative data collection

· Case Report Forms (CRFs) and non-CRFs forms

· Locator form 

· Permission to Contact Form

· Recruitment List

· Recruitment Checklist/Script

· Screening and Enrolment Log

· Consent Form

· IC Comprehension Checklist

· Participant Contact Log

· CRFs (DEM, PSF, BA, SH, PD)

· Visit Checklist

· IDI and FGD Debriefing Report
· Discussion Guides (IDI, FGD), Notes and Tools

· CD of audio recording


Please Note: The Locator Form and Permission to Contact Forms are HOPE forms that will be used for verifying eligibility and recruiting participants for MTN-032. A certified copy of these forms will be made for MTN-032 study files.
7.0 Form and Guide Supply

All master case report forms and guides needed for MTN-032 will be supplied by RTI and will be printed locally. The current version of all forms (English and local language) will be posted on the MTN-032 website (http://www.mtnstopshiv.org/node/7104). A version control log will also be posted on the MTN-032 website for reference. [Insert staff person responsible] is responsible for maintaining an adequate supply of the current version of CRFs (blank) and guides in all languages. One copy of previous versions of CRFs and guides will be maintained in an archive, and all other copies destroyed. 

8.0 Storage
Participant study files will be stored [site to describe].  Hardcopies of all notes, CRFs, guides, debrief reports, transcripts, and checklists are stored in MTN-032 files. Participant consent forms are stored in a separate secure location. All files will be stored [in a flat file with either secure closures or a hard-cover binder for each participant 
(see also SSP Section 2)] in locking cabinets in areas with access limited to study staff.  During working hours cabinets may remain unlocked if needed to allow staff access to files to conduct participant visits and perform other required data management functions. 

No participant identifiers other than the PTID will be recorded on any forms, the CD audio recording, or other documents transmitted to RTI.  The use of participant names to identify study documents will be minimized to the extent possible, and, aside from PTID-name link logs, documents bearing participants’ names will be stored apart from documents bearing participants’ PTIDs
.  Documents linking PTIDs to participant names will be stored securely in a third location.  Written permission will be obtained from participants prior to release of any study-related information outside of the study site that personally identifies the participant.

Any documents transferred or transmitted to a non-study site location — including RTI or a local data management center— must be identified by PTID only. Table 2-1 in Section 2 of the SSP gives a list of documents used for MTN-032 and whether name, PTID, or both are used.
Audio files will be copied onto the password protected hard drive of the Interviewer and onto the hard drive of a computer at the site, and saved onto a CD as source documentation of the interview. The CD will be labeled with the PTID or the FGD ID number, and filed in the participant’s file (if an IDI) or in the FGD file (if an audio recording of the FGD). The audio file will also be uploaded to a secure (encrypted) FTP
 server for RTI.
8.1 Record Retention Requirements

The documents for MTN-032 must be maintained onsite throughout the study’s period of performance, and until further instruction from DAIDS after completion or termination of the study. Study records will not be re-located to an off-site location or destroyed without prior approval from DAIDs. Please refer to Section 2.3 of the MTN-032 SSP manual.
9.0 Site Data Management and Quality Control 
Forms, checklists, notes, debrief reports, tools and transcripts will be reviewed for completeness, legibility, clarity, internal consistency, skip pattern use, and accuracy. 

1. Prior to the participant leaving the clinic:

Review of participant files/documentation before the end of the visit is critical to ensure participant self-reported data are complete and accurate. To ensure all required study procedures have been completed, all documents will be carefully reviewed (and updated as needed) before the participant leaves the interview venue.

a. QC Review Step # 1:
· After the interview but before the participant has left the clinic, the interviewer will conduct an initial quality control (QC) check of the following:

· Review visit checklists to ensure all required procedures were completed (including informed consent, and informed consent comprehension checklist)

· Review CRFs based on participant responses to ensure completion 

· PSF

· DEM

· BA

· SH (if needed)

· PD (if needed)

· Review all interview notes for clarity

· Review all tools for completion and clarity

All documents identified as requiring completion or correction will be revised prior to filing (during QC Step #1) and/or transmission to RTI (during QC Step #2). 

Same day as interview, as soon as possible following the IDI/FGD:

· The Interviewer (or Note-Taker, if involved) will verify that the audio recorder properly recorded the session. The audio file will be copied onto the password protected hard drive of a computer at the site and uploaded to RTI via a secure (encrypted) FTP
 server (see Appendix 7-2).

· If the audio recording did not work, the interviewer will review the guide and expand the notes they have taken during the discussion to serve as an alternate transcript and a protocol deviation will be reported via a PD CRF for missing source documentation.

· As detailed in the Visit Checklists (available on the MTN-032 website), the Interviewer’s (or Note-taker if present) notes will be entered electronically into the Debrief Report (DR) form (created in Microsoft Word) on the same day as the IDI/FGD session and will undergo a site-level QC review. 

Within one week following the interview:

· [Insert staff person responsible] will save the audio file onto a CD as source documentation of the interview. The CD will be labeled with the PTID or the FGD ID number, and filed in the participant’s file (if an IDI) or in the FGD file (if an audio recording of the FGD). 

NOTE on Audio File Destruction: As mentioned in SSP Section 2, audio files of IDIs/FGDs are considered source documentation and will NOT be destroyed until directed by DAIDS following study completion. The destruction process will be the responsibility of the site Investigator or his/ her designee and will be specified in the site Data Management SOP. If required, sites may invite members of their community/CAB to observe the destruction. Once complete, destruction will be documented in the study files and confirmed via email with the data center (RTI).

· MTN-032 QC Review Step #2

· Before forms and debrief reports are uploaded to the FTP site, a second QC review will occur to correct data inconsistencies/errors, and to ensure accuracy and completion, so that QC notes are prevented or minimized. This review will be done by [Insert staff person responsible], who is a different staff member than who filled out the forms or wrote the report. QC Review # 2 will include as follows:
· All forms, reports and tools:

· Review visit checklist to ensure all required procedures were completed

· Ensure no participant identifiers other than the PTID are present on the forms

· Ensure the PTID is correct, and is the same on all forms/documents

· Ensure the Visit Date is correct, and is the same on all documents (unless in the case of split visit, in which case this will be marked in the comments on the PSF form)

· Filename matches appropriate file naming convention (outlined in section 7.6)

· CRFs:

· Make sure a response has been recorded for each item, as required. Make sure skip patterns have been followed correctly

· If a response box with “other”, “specify”, or “describe” line is present, ensure text is present on this line

· Make sure text responses are legible

· DRs:

· Make sure all necessary tools are included and legible and clearly marked with PTID and visit date

· All information in heading of DR is filled in and accurate

· All sections of the DR template are filled in, listening to audio file sections as needed for accuracy and clarification

· Double check PTID and visit date is accurate

· All tools are correctly named 

· After internal QC of the DR, all comments and track changes will be removed so the document is clean when sending to RTI.

· The staff member who reviewed each debrief report will be recorded on the debrief report heading.

· Once all documents are reviewed, the following documents will be uploaded to RTI via FTP:

· Clean DR (Word), 

· Scanned (PDF) copies of all tools (i.e. opinion tool) that contain notes or comments,

· Scanned (PDF) copies of completed CRFs for all screened and enrolled participants. 

Within one month following interview:

· Following the IDI/FGD session, the audio-file will be used to transcribe and translate the discussion [site to describe transcription/translation process here]. All transcripts will be simultaneously transcribed and translated (when conducted in a local language) and written up in English unless there are unique local language sayings that will be preserved. These sayings can be kept in the local language with explanatory notes provided in parentheses to explain their meanings. All expanded notes will be written in English. 

· Examples of formatted transcripts are available in SSP Section 7, Appendix 7-3 for IDIs and Appendix 7-4 for FGDs. 

· More details on guidelines for proper transcript punctuation, formatting and common QC issues can be found in SSP Section 7, Appendix 7-5.

Site Transcript QC Process:

Quality checks of the transcription/translation will be performed at the site as described below. This will include the following:

· A second staff member (i.e. one who did not translate the interview) who is fluent in the local language [Insert staff person responsible] will listen to the entire audio file while reading the English transcript. The quality of the first three transcripts per transcriber/translator will be checked in this manner to determine that the quality of translation is sufficient. If the quality it insufficient, the IOR or designee can do more thorough checking of the subsequent three transcripts and provide feedback to the translator. These reviews will be continued in batches of three until the quality is acceptable for each transcriber. 

· Following this determination, systematic quality checks will include listening to at least three, 5-minute spots per interview of the audio file as compared to the transcript for 10% of transcripts. 

· [Insert staff person responsible] will log the QC process (including which transcripts were reviewed in its entirety and which were spot checked and by whom). Prior to start of the study, [Insert staff person responsible] will send the template QC log to RTI. During the study, this QC log sheet will be sent to RTI monthly by [Insert staff person responsible].

· If at any time the site coordinator decides that the direct transcription from audio to English transcript is not consistently of high quality, he/she will consult the MTN-032 Management Team to determine the corrective action, which may involve a temporary or permanent switch from a 1-step to a 2-step transcription/translation process for that translator. 

· The text of each transcript will still be reviewed by a second staff member (who did not translate the interview) in its entirety even if the entire audio file is not reviewed for completion, content clarity and typos. The name of the staff member who reviewed each transcript will be documented on the transcript heading.

· Once a transcript is deemed ready for RTI review, the transcriber will certify that the transcript is an authentic representation of the audio recording by adding their name and date to the top portion of the transcript.
· In addition to quality checks of the transcription, [Insert staff person responsible], a different staff member than the interviewer, will also observe or sit-in on the first 2 IDI or first FGD for each interviewer to provide feedback on moderating and interviewing techniques (e.g. adequacy of probing, appropriate linking of topics, fidelity to the guide, etc.) The feedback will serve to provide additional training to the interviewers and also to improve on the quality of the data collected. Note-takers may serve this role for interviewers or facilitators. If a different staff member performs this function, participants must be asked if they are comfortable for additional staff to be present during an interview. All staff who sit-in or participate in interviews will be documented in the debrief report and transcript headings. 

RTI-Site CRF QC Process:

Once a CRF is received at RTI:

· Each CRF will be entered into RTI’s database by at least two members of RTI’s data team. 

· RTI’s database will mark any missing or potentially incorrect data and collate a Quality Control (QC) report.

· The QC report will be sent via e-mail to the study site weekly. [Insert staff person responsible] will correct or clarify any problems identified on the QC reports and re-upload the corrected CRFs to the FTP site within one week.

· When RTI receives the updated CRFs, RTI staff will review the corrected pages and determine whether the QC can be resolved.  If the QC is resolved, no further action from the site is necessary.  It the QC cannot be resolved, RTI will write a more detailed query, which will be communicated to the site in the next QC Report.

PLEASE NOTE: If a change is made to a CRF but the updated page is not re-uploaded to the FTP, the change will not be entered and the study database will continue to contain incomplete or incorrect data. Additionally, if the change was prompted by a QC, the QC will continue to appear on subsequent QC reports until the modified CRF is received at RTI. Therefore, it is very important that the site re-upload updated CRF pages to the FTP any time a change is made to a CRF

See SSP Section 7, Appendix 7-6 for more detailed instructions on correct CRF form completion practices.

RTI-Site Debrief Report QC Process

Once a DR is received by RTI, RTI will then conduct a QC review of the Debrief Reports (DR), which will include the following process:

· At RTI, the DR will be read and reviewed by data team members and queries will be made on the report using MS Word’s review features. The following are examples of queries: 

· Typos that lead to ambiguous meaning: e.g. “sore the medication” vs. “store the medication” (track changes may be used for straightforward typo corrections)

· Sentences that don’t make sense 

· Clarification of local terms used 

· RTI will upload the QC’ed DR on the FTP site within one week of receipt of the DR and email the site to notify it is available.

· Within one week of receiving the DR from RTI, [Insert staff person responsible] will correct or clarify any problems identified in the report directly in the report text using track changes and confirm the status (e.g. ‘done’, ‘corrected’, ‘not needed’, etc.) of each query within the comment bubble.  The corrected DR is then uploaded onto the FTP site.

· When the revised information is received by RTI, the Qualitative Data Manager or a designated data team member reviews the corrected issues and either deems the issue resolved or requires further follow-up. If further clarification is necessary, RTI will upload the DR onto the FTP site again and email the site. This process continues with the site until all necessary changes are made on the DR. 

· Once RTI finds no additional issues, RTI will remove all comment bubbles, and accept all tracked changes to create a final and “clean” copy of the DR in Word. A final PDF version of the debrief report will also be created and both versions will be saved that to an encrypted drive. The final PDF version will be password protected and emailed to the Protocol Team and the site.

See SSP Section 7, Appendix 7-1 for flow chart of the MTN-032 quantitative data flow and Appendix 7-5 for more details on quality control general conventions.

RTI-Site Transcript QC Process

After the site level QC process as described in SSP Section 7.7.4.1, the English language transcript will be uploaded to the FTP for RTI review. RTI will receive an English language transcript within one month (30 days) of the interview or discussion date. Transcripts will then undergo a similar QC process to that of the debrief reports: 

· Each transcript will be reviewed by a member of RTI’s data team and queries will be made on the transcript using Microsoft Word’s review feature (comments will primarily be used though track changes may be used for smaller/straightforward typos). The QC may include the identification of the following:

· Problems such as typos that lead to ambiguous meaning, confusing terms or missing /potentially incorrect data 

· Issues identified by the protocol team requiring follow up, additional probing, or discussion with the interviewers. This could include general findings related to discussion facilitation techniques or specific issues that will be teased apart further in future IDIs/FGDs. 

· RTI-reviewed transcripts will be uploaded to the FTP for the site within approximately two weeks of transcript receipt and email the site to notify it is available. 

· [Insert staff person responsible] will respond to all comments within two weeks of receipt of the reviewed transcript. Responses will be made either through changes directly in the transcript using track changes and confirm the status (e.g. ‘done’, ‘corrected’, ‘not needed’, etc.) of each query within the comment bubble. When in-text changes are unable to be made, the site reviewer will respond through using the comment box in the reviewing mode of MS Word. The corrected transcript is then uploaded onto the FTP site.

· When the revised information is received by RTI, the Qualitative Data Manager or a designated data team member reviews the corrected issues and either deems the issue resolved or requires further follow-up. If further clarification is necessary, RTI will upload the transcript onto the FTP site again and email the site. This process continues with the site until all necessary changes are made on the DR. 

· Once RTI finds no additional issues, RTI will accept all changes, save a clean, final copy of the transcript on an encrypted drive, and will upload to the FTP for the site’s records. 

· The participant’s final English transcript, and the final local language transcript (if applicable) must all be stored in the participant’s file
.  

See SSP Section 7 Appendix 7-1 for flow chart of the MTN-032 quantitative data flow and Appendix 7-5 for more details on quality control general conventions.

The table below designates the site staff member(s) responsible for the various tasks associated with site data quality control.
	Responsibility
	Job Title(s) of Staff Member(s) Responsible

	Training site staff on QC #1 process 
	

	Training of site staff on QC #2 process
	

	Training of site staff on debrief report & transcript QC process
	

	QC #1 Review
	

	QC #2 Review
	

	Debrief report QC review
	

	Transcript QC review
	

	Periodic evaluation of QC processes
	


10.3 Timing of Data Transmission

The table below designates the site staff member(s) responsible for the various tasks associated with quality control, data management, and data transmission to RTI.

	Responsibility
	Job Title(s) of Staff Member(s) Responsible


	Ensure the proper QC reviews (i.e. Form and DR QC #1 and QC #2, internal transcript QC, RTI-Site QC) have occurred prior to uploading
	

	Ensure forms, tools, DRs and TRsare uploaded within the time frames listed above
	

	Re-filing forms into Participant study notebooks once uploaded
	

	Ensure uploaded forms have been received at RTI
	


List of Abbreviations and Acronyms

MTN

Microbicide Trial Network

SOP

Standard Operating Procedure

IoR

Investigator of Record

PTID

Participant Identification

PSF                      
Participant Status Form

CRF

Case Report Form

SSP

Study-Specific Procedures

IDI
In-depth Interview

FGD
Focus Group Discussion

BA
Behavioral Assessment

DEM
Demographic Form

SH
Social Harm

PD
Protocol Deviation

IC
Informed Consent

QC
Quality Control

RTI
Research Triangle Institute

DR
Debrief Report

TR
Transcript

Attachments

References
MTN-032 SSP Manual 

MTN-032 Protocol

ICH Consolidated Guidance for Good Clinical Practice (ICH-E6) 

History

	Version
	Effective Date
	Supersedes
	Review Date
	Change

	
	
	
	
	


Approval

	
	
	
	
	

	
	Author, Author’s Title


	
	
	Date

	
	
	
	
	

	
	Reviewer, Reviewer’s Title


	
	
	Date


[Include Attachments on following pages]
� Encrypted FTP is set by RTI’s IT department with encryption security settings dictated by MTN-032 compliance regulations. FTP use is account, username, and password protected with only designated team members from RTI and the site given access. The encrypted FTP site tracks user activity and file uploads making it easy to manage precisely by whom and when new files are updated, what changes are made, and what versions are most current. See SSP Appendix 7-2 for FTP instructions.


� Encrypted FTP is set by RTI’s IT department with encryption security settings dictated by MTN-032 compliance regulations. FTP use is account, username, and password protected with only designated team members from RTI and the site given access. The encrypted FTP site tracks user activity and file uploads making it easy to manage precisely by whom and when new files are updated, what changes are made, and what versions are most current. See Appendix 7-2 for FTP instructions.





�Site to include whether they will have separate files


�Site insert details if different


�If this is not true for a site, site should outline how they plan to maintain participant confidentiality 


�Site to edit/add if using separate FGD files


�Site to complete this column. Site to add rows as needed. 
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