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[bookmark: _Toc189208568]ABBREVIATIONS & ACRONYMS

	AE
	Adverse Event

	AEFI
	Adverse Event Following Immunization

	AESI 
	Adverse Event of Special Interest 

	CDC
	Centers for Disease Control and Prevention

	CEM 
	Cohort Event Monitoring 

	DCF
	Data Collection Form

	DMP
	Data Management Plan

	EDC
	Electronic Data Capture

	GPP
	Good Pharmacoepidemiology Practice

	ISF
	Investigator Site File

	MedDRA
	Medical Dictionary for Regulatory Activities

	NPVC
	National Pharmacovigilance Centre

	ODK
	Open Data Kit

	PEV
	Programme Elargi de vaccination (Expanded Program on Immunization)

	PII
	Personally Identifiable Information

	SAE
	Serious Adverse Event

	SAP
	Statistical Analysis Plan

	SOP
	Standard Operating Procedure

	WHO
	World Health Organization




[bookmark: _Toc189208569]INTRODUCTION
The Data Management Plan (DMP) for the Cohort Event Monitoring (CEM) study of adverse events (AEs) following immunization after vaccination with Mpox vaccines in [COUNTRY], specifies the tools, functions, processes and specifications utilized by the National PV Centre and Expanded Program on Immunization (PEV) staff in the development and management of the database prior to study initiation, through final database lock and delivery of the final analyses and full study report.
The National PV Centre will perform the data management tasks for this study. This may include, but is not limited to:
· Data Collection Form (DCF) design and development
· Database development, programming, and maintenance
· Administering privileges to the database
· Training of data collection staff
· Data collection, cleaning and validation
· Clinical coding of Adverse Events 
· Study documentation
· Database lock
· Final data transfer and archiving
This non-interventional study will be conducted in accordance with the protocol approved by the Ethics committee. This Data Management Plan is intended to provide detailed procedures and instructions for consistent and systematic processing of data aligned with these guidelines.
The National PV Centre will manage this study in accordance with the most recent version of the CEM protocol and the role-specific Checklists listed in Appendix I. An initial use of checklists or work instructions in lieu of formal SOPs will apply if the validated SOPs are not available at the start of the study.
The final data management deliverable is a validated, locked study database that is ready for statistical analysis.
[bookmark: _Toc189208570]DMP CHANGE CONTROL
The DMP is a dynamic, version-controlled document that will be updated throughout the conduct of the study to reflect any protocol amendments or updates in study procedures, including lessons learned from ongoing implementation of the study alongside mpox vaccine rollout. As the study progresses, the study sponsor is responsible for this study and is accountable for documenting any recommended and approved changes to the DMP and other relevant study plans, including training staff. The study sponsor and the study protocol team will work together to identify revisions required and may work through a technical assistance provider to update the plan accordingly. The DMP is version-controlled and approved by the National Pharmacovigilance Centre (NPVC). When the revisions are final, the study protocol team is responsible for training study personnel on the updates and the DMP will be made available to all study personnel.
[bookmark: _Toc189208571]DATA MANAGEMENT SOFTWARE
ODK Collect: The National PV Centre will manage the data collected in this study using Open Data Kit (ODK) Collect (mobile app), an open-source software for collecting and managing data. The standardized form in the annexes of the approved protocol will be digitalized in ODK Collect, allowing users to enter data directly using the mobile app into PADACOR, a password protected database.
The ODK Collect software provides automated data quality checks which detect and flag up out-of-range or anomalous data, to ensure that the data are entered according to pre-defined expectations and requirements. Further review of the data is performed by the National PV Centre and other designated teams. These teams will perform remote data monitoring, including checking the time of data entry, tracking of the data entry rate, identifying missing or inconsistent data, examining data trends (consistency, range, variability), reviewing outstanding queries, and will generate data query reports that are distributed to sites. All transactions within ODK Collect are fully recorded in a secure audit trail. 
VigiFlow: is a web-based system for managing adverse event reports and individual case safety reports and is maintained by the Uppsala Monitoring Centre in Uppsala, Sweden. VigiFlow is used to record Adverse Events Following Immunization (AEFI). Relevant data recorded in the ODK database will be transferred into VigiFlow on completion of the protocol. Transfer of data between ODK and VigiFlow will be described in a Data Transfer Specification.
[bookmark: _Toc48815583][bookmark: _Toc66687329][bookmark: _Toc189208572]ODK COLLECT ADMINISTRATION
User administration is limited to the Central supervisor(s) who are responsible for recruiting, training and registering enrollers in ODK. User administration includes initiating new users, modifying user roles and permissions, and terminating user rights. User access details (including approval, user contact information, access type, training date and method, and activation and termination dates) are tracked and maintained by the Central Supervisor Team. Approval of all external users is provided by Central Supervisor Team and documented with approved User Permissions Forms and stored in the Study Master File.
The [NAME] server and associated systems are secured and validated by WHO as per their internal guidelines. Security measures include controlled user accounts and access, network intrusion detection systems (firewalls, filters, active virus and malware monitoring), and the use of secure and encrypted protocols for all ODK Collect database access and interactions. Weekly backups will be created by the National PV Centre on a secure cloud server. Access to the server is limited to authorized individuals.
[bookmark: _Toc48815584][bookmark: _Toc66687330][bookmark: _Toc189208573]VALIDATION OF ODK COLLECT SOFTWARE
This study will be initiated under ODK Collect, Version v2024.3.3, installed and validated at the time of the start of the study by WHO. The validation of this version of ODK Collect is available for review upon formal request.
Future versions of ODK Collect (if applicable) will be installed and validated during the study.
[bookmark: _Toc189208574]DATABASE SECURITY AND PARTICIPANT CONFIDENTIALITY
To protect participant confidentiality, study participants are uniquely identified in the enrollment database by a unique participant identifier (ID). On the follow up form, the enroller will enter the phone number and age and sex. This will match the enrollee from the enrollment dataset and display as confirmation message the province, the district and the site. On dashboards, the automatic ID generated during the enrollment will be used to match data from the same individual.
The ODK forms are designed to collect baseline de-identified data including sex, age, pregnancy/lactation status and coded site name. Personally identifiable information (PII) such as name, address or any other PII recorded on any source documents is not entered into the ODK database. In addition, the data recorded in ODK Collect will be encrypted before transmission to the PADACOR database server. Data sharing between sites and the data management team will be totally anonymous. Confidentiality is managed by data-access restriction, and no PII will be disseminated beyond the study database.
NATIONAL PV CENTRE ROLES & RESPONSIBILITIES
The following roles and responsibilities apply for this study. The details of staff assigned to work on this protocol and their associated roles are listed in the protocol and delegation log and summarized in Table 1 below.
Table 1: CEM Study Team Roles and Responsibilities
	Role
	Responsibilities * 
* Includes those relevant to the data management activities described in this plan.

	Central supervisor Team (PI, Co-PI, Study Manager, Data Monitor)
	· Plans, develops the data collection tool and prepare study documents 
· Recruits, trains and registers enrollers in ODK Collect
· Performs remote data monitoring, including checking the time of data entry, tracking of the data entry rate, identifying missing or inconsistent data, examining data trends (consistency, range, variability), reviewing outstanding queries, and generates data query reports that are distributed to sites.
· Ensures daily monitoring of the CEM project server in ODK to track the progress of data collection in the various vaccination sites
· Follows-up with field teams in the event of incomplete or inaccurate data
· Codes any non-coded diagnoses using MedDRA preferred terms (PTs)
· Carries out a quality control of the data collected at the various vaccination sites, by randomly calling 10% of those enrolled
· Participate in weekly study progress review meetings.

	Local supervisor
	· Ensure the daily presence of study enrollers at the vaccination site (or in the mobile vaccination team)
· Maintain regular communication with enrollers on site and report any logistical or other problems for resolution
· Ensure weekly reconciliation of the number and identity of enrollees with the data in the site’s vaccination register
· Participate in weekly evaluation meetings with the central level team.

	Supervising nurse and the head of the health zone
	· Visits health centre/hospital to collect any information required by the study protocol (serious adverse event (SAE), adverse event of special interest (AESI)
· Visits the home of an enrollee who is lost to follow-up or who has experienced a fatal SAE to collect the information required by the protocol

	Enroller
	· Consents and enrolls eligible participants
· Collects data and enters the information requested in the CEM protocol forms in ODK Collect
· Participate in evaluation meetings organized by supervisory teams.

	Statistician
	· Develops the statistical analysis plan (SAP)
· Analyses the data
· Produces the final data analysis report 

	Principal Investigator / Co-Investigator
	· Responsibility for conduct of CEM protocol
· Member of the Central Supervisor Team – see responsibilities listed above
· Develops the final study report


[bookmark: _Toc189208575]COMMUNICATIONS OVERVIEW
Please refer to the Operational Plan for a summary of the expected study communications. The following Data Management specific communications supplement the general communication strategy described in the Operational Plan. Study progress review meetings: 
· As part of routine study management, weekly study progress review meetings will be scheduled and managed by supervisory teams. Expected attendees of these meetings include, but not limited to, the Central Supervisor (organizer), Local supervisor and Enroller. 
· Progress review meeting agendas should include:
· A summary of the data
· A summary of the Interim analysis status
· Challenges and progresses
[bookmark: _Toc189208576]DASHBOARD
An anonymized Power BI dashboard will be utilized at the national level (Central Supervisors) for monitoring the enrollment and follow-up of participants. The dashboard will be constructed with the de-anonymized performance variables and is linked via Application Programming Interface (API) with the ODK database. Data is updated in the dashboard twice daily as data is accumulated in ODK Collect. User permissions to this dashboard will be managed by the Principal Investigator.

[bookmark: _Toc189208577]DATA MANAGEMENT PLAN DETAILS
[bookmark: _Toc189208578]STUDY DOCUMENTATION
Data management documentation includes, but is not limited to, the following:
· Approved, version controlled ODK Data Collection Forms (DCFs)
· Study setup and testing documentation
· Signed and dated study training records
· Statistical Analysis Plan (SAP)
· Study setup change control documentation
[bookmark: _Toc189208579]ACCESS TO ODK DATABASE
Data access, including data entry, to the ODK database will be limited to qualified, trained, and authorized users, and is controlled with unique usernames and passwords to ensure the security and integrity of all data. Only authorized users (Enrollers) are able to enter, modify, or correct study data. A full audit trail is maintained of all additions, deletions, or modifications. A reason for change will be added for all changes other than the initial entry.
Central supervisors will have access to the ODK database in order to perform their tasks. Enrollers, who require access to ODK collect for data collection, will be trained and signed off in the delegation log. The training attendance sheet and the delegation log will be used to document and approve user permissions for Enrollers.
The Central Supervisor will provide approved team members with user-specific usernames and passwords. Database access is granted after the completion of face-to-face training. Documentation for each training is recorded on an attendance list and includes the items listed below:
· Title of training (e.g. ODK Collect data entry)
· Date of training
· Trainer name or “Self-directed”
· Trainee name, signature, and signature date
· Trainer signature and signature date
ELECTRONIC DATA COLLECTION FORMS
The ODK Forms were developed by WHO Afro based on the approved protocol. DCFs (electronic versions of the ODK forms) were developed by the Central supervisor and are based off the ODK forms and listed in Table 2 below. DCFs are designed to enable efficient and complete data collection, and to ensure that data collected meets the requirements of the protocol’s objectives.
During the study, changes to DCFs may be required based on changes to the protocol, or if any updates or corrections of the original DCF are needed. These changes are subject to version control.
Table 2: Matrix of DCFs
	Name
	Who?
	When?
	What?

	Batch numbers List
	Central investigator
	Anytime there is a new arrival of vaccine at the central store
	List the vaccine batch numbers so that they will appear as a dropdown list in all forms

	Wards List
	Central investigator
	Anytime an enroller reports that a ward is missing from the dropdown list of wards
	List the missing wards after looking for it carefully in the existing ones

	Health Facilities list
	Central investigator
	Anytime an enroller reports that a health facility is missing from the dropdown list of health facilities
	List the missing facility after looking for it carefully in the existing ones

	Meddrapt list
	Central investigator
	Anytime an enroller reports that an AEFI/Adverse Drug Reaction (ADR) is missing from the dropdown list of AEFI/ADRs
	List the missing AEFI/ADR, using the meddrapt coding and terminology, after reviewing carefully that it was not already listed

	Vaccines list
	Central investigator
	Anytime a new vaccine of another brand is out
	Add the new brand to the existing ones

	Enrollers onboarding
	Enroller
	Upon being onboarded as enroller
	Submits his/her own details so that he/she appears in the dropdown list in the other forms

	Participant’s Enrollment
	Enroller
	Upon receiving consent on d0
	Fills details of the participant so that Participant ID appears in the dropdown list in the other forms

	Participant’s Follow up
	Enroller
	Every contact during the follow up (d0 prior to vacc, d0 post vacc, d1, d4, d7, d14, d21, d28, d56, d84)
	Enter all info on the vaccinee

	Query
	Central Supervisor
	To submit manual queries upon data monitoring
	The forms have automated quality check. However, the supervisor is expected to screen the dataset regularly to flag inconsistencies. In the occurrence of any, the supervisor will submit a query that will be received by the enroller and his/her supervisor

	Query Response
	Enroller
	To respond to queries
	The enroller and his/her local supervisor submit their response through this form

	Hospital file
	Supervising Nurse
	To submit hospital file for data abstraction by central level
	Should any enrollee declare that he/she has been hospitalized, the Supervisory nurse would scan and send the medical file to the national PV center via this means for data abstraction


[bookmark: _Toc189208580]SOURCE DOCUMENTS
Data sources consist of interviews of the enrollee/guardian (at site on the enrollment day and over the phone during follow-up visits), physical examination of the enrollee (vital signs taken on the enrollment day), documents review (vaccination card, medical file, vaccination registers).
Where appropriate, sites will enter data directly into the DCF at the time of the participant interview/contact. The ODK form should be completed as the questions are asked and as soon as the answer is given (without postponing entering information received from the enrollee).
The DCF data collected in real time will be the primary source of this data and referred to as electronic source (eSource) data. eSource data are data recorded in electronic format as the first point of data capture and are the primary source. ODK collect forms are accessible without internet connection, thereby allowing offline data collection. An internet connection is needed only at the time of submitting/saving the completed forms and can be completed once internet connection has been restored, Furthermore, there will be multiple enrollers at each site, allowing the replacement of an enroller if his/her smartphone has any significant issue that prevents the collection of data. In addition to the DCFs, certain data will be captured on paper, for example, Informed Consent/Assent and hospital/medical records. These are primary source documents, and the data will be transcribed from these documents into the DCFs by the data entry staff (Enrollers) and pictures of them uploaded in ODK. All paper source documents should be retained in the Investigator Site File (ISF), when applicable (consenting forms will be, but not the hospital records) and stored in an access restricted area at the site. 
Data will be entered into the DCF either electronically or scanned copies uploaded:
· Direct entry of study data into the DCF (e.g., participant interviews)
· Transcription of data from paper sources to the DCF (e.g. hospital records, vital signs)
· Upload copies of records (e.g. informed consent/assent, vaccination record, medical records)
[bookmark: _Toc189208581]STUDY DATABASE TESTING
The study database testing process ensures that the ODK Collect study database has been set up in accordance with the study protocol and DCF design before deployment.
[bookmark: _Int_oduEZknC]The database is considered fully tested when results of all study setup testing are noted, any issues have been corrected, and the testing process has been approved by the Central Supervisor. The Principal Investigator or designee approves the Study Go-Live by email for the ODK Database and Power BI dashboard to specify the date on which the study is ready for participant enrollment and data collection.
[bookmark: _Toc189208582]STUDY CHANGE CONTROL
The ODK Collect database may need to be modified to accommodate any required changes to the DCFs or edit checks. Study changes that directly impact data require formal testing.
Changes may include:
· Changing the format or layout of a data field (e.g. changing the length of fields, adding extra digits to a numeric field, changing the format of fields).
· Adding a new DCF
· Adding new fields on an existing DCF
· Changing existing edit checks
· Adding new edit checks
[bookmark: _Toc476223357][bookmark: _Toc293490319][bookmark: _Toc151454278][bookmark: _Toc172285321][bookmark: _Toc189208583]DATA ENTRY, REVIEW AND QUERY MANAGEMENT
[bookmark: _Toc189208584]DATA ENTRY
Data will be collected at the time of enrollment, vaccination, and follow-up. Information collection will be done via interview (on site and by phone calls, measurement of vital signs, review of available documents (vaccination card, medical report, vaccination registers).
Data are entered onto standardized electronic forms into ODK Collect by trained staff (Enrollers) with Data Entry access permissions.
· Enrollers will enter data on a smartphone at several timepoints.
· Enrollers will enter data on informed consent, contact details, and covariates at the time of enrollment, data on exposure at the time of vaccination, and any data obtained during follow-up.
· Data collectors (Enrollers) will complete the questionnaires over the telephone.
· The questionnaires will be available in [LANGUAGE]..
In the occurrence of an Adverse Event Following Immunization (AEFI) and within the follow up period, the enroller will ensure that an adverse event reporting form is duly completed and collected by the district disease surveillance focal person. The district focal person will enter the report in the 1PHARMACOVIGILANCE-CD form in ODK collect (routine pharmacovigilance), which is distinct from the study form. 
As per local PV guidelines, any serious adverse event triggers case investigation organized at the level of the health zone to collect as much information as possible and constitute a dossier. The dossier is shared at the national level where the national AEFI committee will conduct a casualty assessment. The supervising nurse and the head of the health zone who are involved in the CEM protocol implementation will be informed about such occurrence and will act in accordance with routine practice. If a participant has declared that he/she has visited a hospital in the course of the follow up for a medical condition, the supervising nurse will retrieve the medical file from the hospital and collect relevant data for processing in CEM and VigiFlow under Active Search and submit the case to the National AEFI Experts Committee for causality assessment (Routine Pharmacovigilance, not a study-related activity). Data related to the hospitalization are retrieved from the hospital record by the supervising nurse and entered into the ODK form following the flow of and the variable on the form. Only the data required on the ODK form will be retrieved from the hospital records. Figure 1 provides an overview of data processing and the respective roles of the study protocol team. These roles and responsibilities are further outlined in Table 1.  
[image: ]
Figure 1: Data process flow
* IS/MCZ: IS (Infirmier Superviseur = Supervising Nurse)/MCZ (Médecin Chef de zone de santé = head of the health zone)
** Colour/coding scale for the expected frequency of DCF use ranges from 1 – least frequent to 4 – most frequent

[bookmark: _Toc189208585]DATA REVIEW
The following methods for data cleaning and validation will be employed so that both new data added and corrections made to existing data can be traced and explained in a clear audit trail. These include, but are not limited to:
· For all electronic data entry, automated quality checks will detect out-of-range or anomalous data, where applicable. Data entry staff (Enrollers) review edit check prompts flagged in ODK Collect. These include prompts appearing when data are entered that does not meet defined legal ranges, required/optional field level specifications, visit and form requirements, cross-field and cross-form edit checks and other specified data requirements. 
· The [NAME] teams will regularly perform remote data monitoring, including checking the time of data entry, tracking of the data entry rate, identifying missing or inconsistent data, examining data trends (consistency, range, variability), reviewing outstanding queries, and will generate data query reports that are distributed to sites for verification and resolution.
· All data will be reviewed by the Central Supervisor at [NAME]. Manual data review will be performed daily. The Central Supervisor reviews any triggered edit checks and applies queries to these fields as necessary. 
[bookmark: _Toc189208586]QUERY RESPONSE AND MANAGEMENT
Following data review through either automated quality checks, triggered checks or manual data review as described above, queries are generated either as edit check prompts within ODK Collect, or through the generation of query reports. The sites can actively monitor outstanding and pending queries in the database and data query reports and respond appropriately.
· For all automated quality checks ODK Collect will not accept the submission and the Enrollers at the respective site will review the edit check prompt and either verify that the information is correct or make the required update to enable the data submission in ODK Collect. The Enrollers should respond to all edit checks flagged in ODK Collect the same day to avoid delay in submission. The following checks have been incorporated in the forms
· Variables that are used in the analysis or in any quality check are made mandatory (e.g., age, sex, phone number, vaccination date, vaccine received, solicited reactogenicity).
· Dates: No record date or report date can be beyond the current date. No end date can be before the corresponding start date.
· Phone numbers: a regular expression is set to accept only [NAME] phone numbering. Beyond the onboarding, the phone number of the enroller is selected from a dropdown list of the first entries. The next of kin number is not accepted to be equal to the participant’s number.
· Numeric values: no negative value is accepted. A range is set whenever possible. 
· Age is accepted only from above 0 to 140 years
· Systolic blood pressure is accepted only from above 3 to below 50 cm Hg
· Diastolic blood pressure is accepted only from above 1 cm Hg to below systolic blood pressure
· Pulse is accepted only from above 40 to below 250 beats/min
· Respiratory rate is accepted only from above 5 to below 60 breaths/min
· Questions on pregnancy and breastfeeding prompt only when sex is female and age is between 5 years and 100 years.
· For triggered checks, a mail will be sent to the central supervisor whenever a condition is met. The bot platform to use is textit.com which has been approved by WHO cyber security team. Anytime, for instance the participant has had an AEFI but no pharmacovigilance form was filled, a mail alert will be received by the central supervisor. He/she is expected to relay the information to the routine pharmacovigilance counterpart for corrective measure (tracking any pharmacovigilance form filled or filling the form afresh).
· For all manually generated queries, the Central Supervisor reviews the Power BI dashboard daily to flag all loss to follow up and the database to flag inconsistencies. The Central Supervisor reviews all queries over the phone with the Enrollers at the respective site, using a data query report. The Enroller will either verify that the information is correct or make the required update to the data in ODK Collect, providing a reason for the change. The Central Supervisor will document, in the response form, the action taken to resolve the query, the name and date of the staff member responding to the query and file the query report in the ISF.
[bookmark: _Toc189208587]CLINICAL CODING: MEDDRA
Coding of AEs is an automated process within ODK. The Enroller selects an AE from the drop-down list, which has an associated MedDRA PT automatically assigned to that event. If a new AE to be recorded is not included in the drop-down list, the Enroller will select ‘Other’ and provide details of the event. The Central Supervisor Team will review all ‘Other’ events and add new AEs to the drop-down list, along with an associated MedDRA PT. The Central Supervisor will edit the ‘Other’ response directly on the server by replacing other with the newly added AE.
Coding will be performed using the MedDRA 24.3 dictionary. Periodic MedDRA up-versioning may occur, and if a new term is added to the dictionary, and used in the CEM protocol, the version will be specified.
[bookmark: _Toc189208588]DATA EXPORT
Data will be exported from ODK Collect at scheduled intervals for the analysis of the data. The data will be web-accessible to well-identified study coordination staff who are given appropriate credentials (username, password), allowing encrypted data to be downloaded to local systems for processing and analysis. ODK Collect has the ability to support multiple export file types, including: csv, Excel, csv Zip, JSON, SAV and KML).
[bookmark: _Toc189208589]DATA REVIEW TIME POINTS
Interim analyses will be performed weekly for the reactogenicity outcomes and performance monitoring. For the other outcomes, interim analyses will be performed every 10,000 recruited. Prior to each interim analysis the National PV Centre will perform thorough reviews of the data.
Prior to Database Lock at the end of the study, all data will be reviewed and confirmed to be clean by the Principal Investigator or designee in collaboration with the Africa CDC and WHO. 
[bookmark: _Toc189208590]QUALITY METRICS
The Central Supervisor Teams with support from the National PV Centre, and other teams [NAME] will perform remote data monitoring, including checking:
· The time of data entry
· Tracking the data entry rate
· Identifying missing or inconsistent data
· Examining data trends (consistency, range, variability)
· Reviewing outstanding queries
Study-wide and site-specific monitoring reports will be generated and distributed to the Local Supervisors, Supervising Nurse and Head of Health Zone for discussion at the periodic project meetings (see Operational Plan for additional details). 
[bookmark: _Toc189208591]STUDY REPORTS
The Central Supervisor will create monthly study reports and share with the central study team. The content of the study reports and the number of reports is documented in Appendix II: Study Data Listings and Reports. Study reports generated during the study may include incomplete data. 
[bookmark: _Toc189208592]STATISTICAL ANALYSIS PLAN
A written and approved Statistical Analysis Plan (SAP) will fully describe the analysis plan. All analyses will be documented in the final study report. Missing data will be acknowledged in the analyses and interpretation of data.
[bookmark: _Toc189208593][bookmark: _Hlk499025192]STUDY CLOSEOUT & DATA ARCHIVE
Upon completion of the study, the ODK Collect database will be prepared for database lock and final analysis. Study closeout is the process of final data review, and verification that all the expected data are present, and have been reviewed as described in the DMP. Database lock prevents further changes to the database and will be approved by both the PI or designee, in collaboration with Africa CDC and WHO prior to implementing.
After database lock, the final data will be exported for analysis and made available to the statistical analysis team.
The database may remain in read-only mode after database lock until it is specified that the study will be archived.
The archiving of the study refers to the long-term storage of the ODK Collect study setup specifications, study data, audit trails, as well as uploaded copies of consent/assent, vaccination and medical records. Please refer to the Operation Plan (Record Storage and Archiving) for further details.
[bookmark: _Toc189208594][bookmark: _Toc245109126][bookmark: _Toc293490320][bookmark: _Toc476223365]APPENDIX I: CHECKLISTS
The following table lists the National PV Centre Checklists in effect at the time of the Data Management Plan finalization. New (applicable) and updated Checklists are followed as they are implemented and/or updated.
	Checklist Title

	Checklist of Central Supervisor activities

	Checklist of Local Supervisor activities

	Checklist of activities of the Supervising Nurse and the Head of the Health Zone

	Checklist of enroller's activities

	Selection criteria for Enrollers





[bookmark: _Toc189208595][bookmark: _Toc499628863]APPENDICES II: STUDY DATA LISTINGS AND REPORTS

The following additional study data listings and reports will be implemented:
	Listing/Report Name
	Description of Listing/Report

	State of enrollment/Follow up
	Issued by Central Supervisor
Shared with IS/MCZ
Weekly

	Dashboard
	Live
Used by Central Supervisor
Content:
· Enrollment/Follow up dates listing, 
· Hospitals visits listing, 
· Queries/Response/Validation listing

	Sitrep
	Issued by Principal Investigator
Shared with Ethic Committee
Quarterly
Content: 
· Enrollment/Follow up dates aggregates, 
· Hospitals visits aggregates
· AESI/sAEFI summary
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