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Purpose

To define data management procedures for MTN-025 (HOPE).  
Scope

This procedure applies to all staff involved in data collection and/or data management for MTN-025.
Responsibilities

All site staff members delegated by the Investigator of Record to collect, record, enter, and/or review MTN-025 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 (paper CRF and electronic data capture), data entry, quality control activities, and data management.
The MTN study Investigator of Record has ultimate responsibility for the quality of MTN-025 study data and for ensuring that all applicable staff members follow this SOP. 

Procedures

1.0
Pre-screening Number and Participant ID (PTID) Assignment 

Each ASPIRE participant will be assigned a MTN-025/HOPE Pre-screening number. To do this, site staff will generate in Medidata Rave a participant number (called “Subject ID” in Medidata Rave) within the electronic study and site folder; this number will serve as the participant’s Pre-screening number. Site staff will transcribe each ASPIRE participant’s Pre-screening number in the designated space next to her ASPIRE PTID on the site-specific list of ASPIRE PTIDs provided by SCHARP.
Ideally, generation of the Pre-screening number in Medidata Rave will occur prior to completion of any paper CRFs for a given participant, so that the number can be recorded on the paper CRFs and used as the key identifier to link the CRFs to the participant. 
Note: In situations in which this is not possible, sites should use the participant’s ASPIRE PTID as the participant key identifier on the paper CRFs. Once the Pre-screening number/HOPE PTID is generated for the participant, site staff will line through the ASPIRE PTID in the header of the paper CRF, record the Pre-screening number/HOPE PTID, and initial/date the change. [Site to state here how these cases will be documented/flagged so that site staff know to make this correction once the Pre-screening number/HOPE PTID is generated.]
Once a participant provides written informed consent to be screened for the study, or for the decliner population, she is eligible for PTID assignment. She will not receive a new number; rather, the Pre-screening number becomes her HOPE PTID. Participants who enroll in the Decliner Group and later participate in the main MTN-025 study will retain the same HOPE PTID.
Each Pre-screening Number/PTID is unique. It will be assigned to a single participant only at a given site, and not assigned to any other participant at any site or in any study (e.g., MTN, HVTN, HPTN) for which SCHARP is the Statistical and Data Management Center (SDMC).
Site staff will maintain a PTID-Name Linkage Log document, which will be used to link a participant’s name with her assigned PTID. Site staff will complete one row of the log for each study participant, and will write the participant’s name and assigned PTID in the designated spaces on the log.  For study purposes, the act of HOPE PTID assignment is defined as completion of an entry on the MTN-025 PTID-Name Linkage Log for a given participant. 
To ensure participant confidentiality, the PTID-Name Linkage Log should be stored in a secure location, i.e., a locking file cabinet or drawer in a locking office/room, with limited staff access.

The table below designates the site staff member(s) responsible for the various tasks associated with Pre-screening number assignment, PTID assignment, and management of the associated logs.
	Responsibility
	Job Title(s) of Staff Member(s) Responsible


	Assignment of Pre-screening numbers (i.e., Subject IDs) in Medidata Rave
	

	Maintenance and proper completion of the ASPIRE PTID-Pre-Screening Linkage Log
	

	Proper storage of the ASPIRE PTID-Pre-Screening Linkage Log
	

	Maintenance and proper completion of the PTID-Name Linkage Log
	

	Proper storage of the PTID-Name Linkage Log
	


2.0 
Participant Study Files
a. Paper Case Report Forms (CRFs)

Prior to study start, SCHARP will provide the site with a pdf file containing the full set of blank HOPE CRFs for on-site printing and data collection as needed. Data collection for Screening, Visit must occur on paper CRFs first, and blank Screening paper files will be assembled for this purpose. Data collection for the Enrollment Visit can occur on paper CRFs first or completed via EDC, keeping in mind that only data from successful enrollment visits should be entered into the Rave clinical database. These files will contain blank copies of all documents required during the screening and enrollment process, including but not limited to: informed consent forms; informed consent coversheets and comprehension assessments, locator forms, chart note sheets, visit/procedure/eligibility checklists, required case report forms (CRFs), counseling worksheets, contraceptive worksheets, and other site-specific documents as needed.
b. Pre-screening Files

During the Pre-Screening process, site staff will contact former ASPIRE participants to assess their interest in HOPE participation and ascertain components of presumptive eligibility. The data collected (process information) will include the number of potential participants contacted and, if applicable, whether each ASPIRE participant completes a HOPE Screening Visit for the main MTN-025 study, or a Screening/Enrollment Visit for the HOPE decliner population (hereafter referred to collectively as ‘a Screening Visit for HOPE’) - refer to Section 7.1 of protocol.

To aid in this process, SCHARP provided each MTN-025 site with a site-specific PTID list of all enrolled ASPIRE participants at that site. This list designates each participant’s preliminary eligibility status based on ASPIRE data (e.g., a column will denote ‘potentially eligible’ or ‘not eligible’), and included known reasons for ineligibility based on the MTN-020 database (participants who permanently discontinued from study product, seroconverted, or died during ASPIRE). A seroconverter code is assigned, to preserve confidentiality for those participants who seroconverted during ASPIRE, and a separate key was provided to sites for identification.
Site staff will complete a MTN-025 Pre-Screening Outcome CRF for each ASPIRE participant at that site to document whether she completed a Screening Visit for HOPE. The Pre-Screening Outcome CRF will be the only CRF that is completed for ASPIRE participants who do not complete a Screening Visit for HOPE.

c. Screening/Enrollment Files  

In order to best protect participant confidentiality, all completed Screening visit documents bearing the participant’s name (and not the PTID) will be removed and used to create a Name File. All remaining documents bearing a PTID (but not the participant’s name) will make up the participant’s PTID (or Number) File. 


After completion of the Enrollment visit (for the main MTN-025 study, or for the HOPE decliner population), if the participant is enrolled, all of the PTID File documents will be placed into an assigned hard-cover participant study notebook. If not enrolled (screened out), the PTID File will be stored (by PTID) in a file folder in a cabinet with PTID Files from other participants screened but not enrolled in the study. 

All screen-out files will contain chart notes and/or visit checklists that clearly document the procedures that were conducted up until the participant was determined to be ineligible. All source documents will be retained in these files. CRFs will be entered into the Medidata Rave database as stated in the Data Collection section of the Study-specific Procedures Manual (SSP).  


d. 
On-Study Files


Participant study notebooks (PTID Files) will contain all on-study paper documents bearing a PTID (and not a name) 
for the duration of the participant’s study participation. This includes, but is not limited to: completed prescriptions and study product request slips, participant chart note sheets, required follow-up visit checklists, procedure checklists, CRFs, and other site-specific source and procedural documents as needed. 
All files described above will be made available for review by authorized persons, including authorized study site staff and others as listed in the study protocol and informed consent forms.

e. 
Participant Study Files - Responsibilities

The table below designates the site staff member(s) responsible for the various tasks associated with participant study files. 

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


	Creation and storage of blank Pre-screening and Screening/Enrollment Files
	

	Pre-screening data collection
	

	Storage and maintenance of Name Files
	

	Storage of PTID Files for non-enrolled participants
	

	Creation, maintenance, and storage of participant study notebooks
	


3.0
Confidentiality
Participant study files will be stored as described above.  The use of participant names to identify study documents will be minimized to the extent possible, and  documents bearing participants’ names will be stored apart from documents bearing participants’ PTIDs
. Logs and other documents linking PTIDs to participant names will be stored securely in a third location.  

All files will be stored 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 CRFs, computerized questionnaires, or other transmitted documents.  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.
4.0
Site Data Entry – Medidata Rave Electronic Data Capture (EDC)
Site staff will enter HOPE data electronically into the Medidata Rave study database as specified in the Data Collection section of the SSP. Designated site staff are granted access with specific user permissions to the study database, and are required to complete eLearning modules in Medidata, as assigned by SCHARP, before access is granted to the study database. 
It is expected for MTN-025/HOPE that all required Medidata Rave eCRFs will be completed within 5 days of the completed study visit. Adverse Experience Log (AE Log) eCRFs documenting an Expedited Adverse Event (EAE) should be completed within 3 business days.
Exceptions to these guidelines are allowed for certain forms that record local laboratory results which are not immediately available. It is also expected that Screening Visit eCRFs will not be completed until the participant has enrolled. Refer to the Data Collection section for detailed guidance on eCRF completion of pre-screening, screening and enrollment eCRFs.
The table below designates the site staff member(s) responsible for the various tasks associated with Medidata Rave EDC.  
	Responsibility
	Job Title(s) of Staff Member(s) Responsible


	Designating initial site staff roles and requesting permissions to study database
	

	Site Medidata Rave user account maintenance – requesting from SCHARP new accounts, permission updates, and account deactivations as needed throughout the study 
	

	Data entry of Administrative CRFs 

· Pre-Screening Outcome

· Eligibility Criteria

· Enrollment

· Eligibility Criteria – Decliner Population

· Enrollment – Decliner Population

· Follow-up Visit Summary

· ACASI Tracking

· Termination

· Missed Visit

· Participant Receipt

· Participant Transfer
· Y/N Forms
	

	Data Entry of Pharmacy CRF

· Pharmacy Ring Dispensation

	

	Data entry of Clinical CRFs

· Physical Exam

· Pelvic Exam

· Pregnancy Outcome

· Pregnancy Report and History
	

	Data entry of Ring Adherence CRFs

· Ring Collection and Insertion

· Ring Adherence
	

	Data entry of Lab CRFs

· STI Test Results

· Laboratory Results

· Pregnancy Test Result

· Specimen Storage

· HIV Test Results

· Seroconverter Laboratory Results
	

	Data entry of Log CRFs

· Protocol Deviation Log

· Social Impact Log

· Social Benefit Log

· Vaginal Ring Tracking Log

· Adverse Experience Log

· Concomitant Medications Log

· Family Planning Log

· Baseline Medical History Log

· Clinical Product Hold/Discontinuation Log
	

	Data entry of Behavioral CRFs

· Baseline Behavior Assessment

· Behavior Assessment

· Study Exit Assessment

· Baseline Vaginal Practices

· Demographics

· Social Influences Assessment
	


5.0 
Site Data Quality Control (Data QC)
In addition to the guidance provided below and present in the Data Collection section of the SSP, sites should also follow the detailed quality control processes outlined in their Clinical Quality Management Plan (CQMP). 



a. 
During-Visit File Reviews (QC Review Step #1)
Review of participant files/documentation before the end of the visit is critical to ensure participant self-reported data are complete and accurate. This includes forms/documents that collect medical/symptoms history, product adherence, and interviewer-administered CRFs. It is also important to review applicable visit checklists to ensure all required study procedures have been completed. Documents such as these should be carefully reviewed (and updated as needed) before the participant leaves the study clinic.
The Data Collection section of each SSP Manual will specify the CRFs and other documents (e.g., visit checklists) that should be reviewed as part of the QC Review Step #1 process. 
b.  
Post-Visit File Reviews (QC Review Step #2)
Review of participant paper files/documentation once the visit is completed is required so that errors and omissions in the paper CRF data or in non-CRF paper source documents are corrected prior to being entered into the study database. Once entered into the study database, data inconsistencies and omissions will result in the creation of data queries, which require time and effort by study staff to resolve. By identifying and correcting data errors and omissions prior to data entry, site staff will improve efficiency and reduce time needed to resolve queries.  

QC Review Step #2 should be done by someone other than the person who originally completed the visit documentation, and should include all of the visit documentation that exists on paper. The person performing QC Review Step #2 can be a peer or another site staff member knowledgeable about the study and familiar with study documentation requirements. This may include site Study Nurses, a Data Manager, QC Officer, or other site members as appropriate.  

Data Collection section 14 of the MTN-025 SSP manual specifies in detail the documents and items that should be reviewed as part of the QC #2 process. 
· No additional QC #2 review steps are required for eCRFs that are source (i.e., the data is directly entered into the study database, rather than entered based on a separate paper CRF or other paper source document). 

· Electronic CRFs that are completed based on other paper source documents (e.g., data entry of paper CRFs or lab reports) should be reviewed to ensure that the data entered matches the source documents. 

c. Site Data Quality Control - Responsibilities
All paper documents, including paper CRFs and non-CRF paper source documents, identified as requiring completion or correction will be revised prior to filing (during QC Step #1) and/or data entry (during QC Step #2). 
The table below 
describes the site-specific QC Review Step #1 and QC Review Step #2 as they pertain to review of the CRF data.  As listed below, each step may vary, depending on source documentation.

	Responsibility
	QC Review Step #1
	QC Review Step #2

	Data directly entered into the Medidata Rave study database (i.e., eCRF is source)
	The staff member entering the data: 
· checks each eCRF for completeness and accuracy based on participant responses (see Data Collection section of SSP for list of targeted CRFs for review) 
· checks to make sure all required eCRFs are completed for a given visit
· resolves any system queries that are triggered when the data is saved.
	Not applicable
The study database (via system checks) will show which forms and fields are incomplete or inconsistent and require action by site staff.

	Data entered from paper CRFs
	The staff member completing the paper CRF:

· checks each paper CRF s/he completes for completeness and accuracy based on participant responses (see Data Collection section of SSP for list of CRFs targeted for review) 

· checks to make sure that all required paper CRFs are completed for a given visit.

	The staff member reviewing the paper CRF:

· checks for PTID and visit code accuracy

· checks to ensure no identifiers other than the PTID are present on the paper CRF

· performs targeted CRF review per the Data Collection section of the SSP

· checks to make sure all required items are completed, skip patterns have been followed, and responses are legible

The staff member entering the data:

· checks the eCRF for completeness and accuracy
· ensures that an eCRF is completed for each paper CRF

· checks to make sure the data entered into the study database matches the paper CRF
· resolves any system queries that are triggered when the data is saved.

	Data entered from other non-CRF source documents (e.g., chart notes, lab reports, testing logs, etc.)
	The staff member entering the data: 
· checks each eCRF for completeness and accuracy based on participant responses (see Data Collection section of SSP for list of targeted CRFs for review) 

· checks to make sure that all required eCRFs are completed for a given visit
· resolves any system queries that are triggered when the data is saved.
	Another staff member checks designated eCRFs for completeness and accuracy, ensuring that the data entered into the study database is consistent with the source document. 



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 of site staff on QC #1 process
	

	Training of site staff on QC #2 process
	

	QC #1 Review - Data directly entered into the Medidata Rave study database (i.e., eCRF is source)
	

	QC #1 Review - Data entered from paper CRFs
	

	QC #1 Review - Data entered from other non-CRF source documents (e.g., chart notes, lab reports, testing logs, etc.)
	

	QC #2 Review - Data directly entered into the Medidata Rave study database (i.e., eCRF is source)
	

	QC #2 Review - Data entered from paper CRFs
	

	QC #2 Review - Data entered from other non-CRF source documents (e.g., chart notes, lab reports, testing logs, etc.)
	

	Periodic evaluation of QC #1 process
	

	Periodic evaluation of QC #2 process
	

	Adequate documentation of QC #2 process
	

	Compliance with site Clinical Quality Management Plan (CQMP)
	


6.0
Timing of Data Entry
The table below designates the site staff member(s) responsible for the various tasks associated with timing of data collection. 

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


	Ensure the proper QC reviews (i.e., QC #1 and QC #2) have occurred
	

	Ensure data is entered into the study database within the time frames listed above
	

	Re-file paper CRFs and other paper source documents in participant study notebooks after data entry
	

	Ensure proper working condition of site data entry computers 
	


7.0  
Data Query Process
Within the Medidata Rave study database, two types of queries will be generated: system queries and manual queries. System queries are automatically generated at the time that data is entered and saved if the data entered does not conform to pre-programmed logic or edit checks, or a required field is left blank. 

Manual queries are created in the study database by designated Rave users, such as the SCHARP Clinical Data Manager and the PPD study monitor. Designated site staff will be able to identify which eCRFs require query resolution by looking at the task bar on their study home page. 
Detailed guidance on managing and resolving queries in the Rave environment is available in the Medidata Rave Electronic Data Capture (EDC) Training Manual, posted on the MTN-025 Atlas web site: https://atlas.scharp.org/cpas/project/MTN/025/begin.view?. In cases where staff are not sure how to resolve a query, or when repeated attempts to address a query are unsuccessful, the site will contact the SCHARP Clinical Data Manager(s) for further clarification and guidance.   

To ensure data cleanliness, every effort should be made by the site to address all system queries at the time of data entry (i.e., as soon as they are generated), and resolve all manual queries no later than 7 days after the query is placed.  
The table below designates the site staff member(s) responsible for the various tasks associated with the data QC process.  

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


	Review of queries in study database
	

	Ensure queries are addressed in study database 
	

	For paper CRFs, ensure data corrections/updates are made and consistent on both the paper CRF and eCRF 
	

	Identification of data query patterns, and communicating these patterns and ways to address the errors to site staff (per the site’s CQMP)
	


8.0 Audio Computer Assisted Self-Interview (ACASI)
As specified in the protocol and SSP, designated behavioral data will be captured directly from the participant into a computer or other electronic device via participant self-administered questionnaires. 
The table below designates the site staff member(s) responsible for the various tasks associated with ACASI data collection.  

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


	Adequate location and storage of equipment used to capture ACASI data
	

	Administration of ACASI questionnaires
	

	Upload of ACASI data to SCHARP via the Atlas web portal
	

	Data correction of ACASI data 
	


9.0
Data Storage 

All MTN study data — screening and on-study — will be stored securely as described in this SOP. All participant study files (paper) will be stored on-site and retained after the study per the specifications listed in the applicable study protocol.    
Abbreviations and Acronyms

ACASI

Audio Computer Assisted Self Interview

CQMP

Clinical Quality Management Plan
eCRF

Electronic Case Report Form

EDC

Electronic Data Capture

SSP

Study-Specific Procedures Manual
SOP

Standard Operating Procedure

[List others as needed]
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Site to add rows as needed. 





�Sites to amend/remove as necessary. This is the recommended practice, but is not required. Sites to edit language as needed.


�Sites to edit language as needed. This is the recommended best practice, but is not a requirement.


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


�Sites to edit as needed. This is the recommended best practice, but is not a requirement. If this text is removed, site to insert text describing how they plan to protect ppt confidentiality to the best of their ability.


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


�May be covered in separate pharmacy SOP in greater detail


�Sites may delete rows/amend table as applicable for their site.


�Sites need to determine what this step will look like and specify here which eCRFs/fields will undergo this source data verification review (e.g., all HIV test and pregnancy results)


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


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


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


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