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	Purpose

The purpose of this SOP is to describe how the MACROBUTTON NoMacro [site name] CRS performs data management for data that will be submitted to the HVTN SDMC or other sponsors’ data management centers. 

	References

· HVTN MOP, section on CRFs 
· HVTN MOP, section on Submission of Data to the SDMC

· HVTN MOP, section on Study Documentation

· Study Specific Procedure, section on Data Management 
· SOP MACROBUTTON NoMacro [0.0], Management of Essential Documents and Source Documentation
· SOP MACROBUTTON NoMacro [0.0], Power Failure and Natural Disasters

· Protocol-specific Source Documentation Tables

· MACROBUTTON NoMacro [site name] CRS Clinical Quality Management Plan (CQMP)
· DAIDS Site Clinical Operations and Research Essentials (SCORE) Manual, section on Source Documentation

	Scope

This SOP applies to the following MACROBUTTON NoMacro [site name] CRS staff: MACROBUTTON NoMacro [insert titles of appropriate staff members]

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Data Collection
1. Source documents

a. Clinic staff follow the DAIDS SCORE Manual, section on Source Documentation for management of source documents.  

b. Some CRFs are used as source documents, as indicated on each protocol-specific Source Documentation Table. The MACROBUTTON NoMacro [insert titles of appropriate staff member] completes the Source Documentation Table for each protocol as part of protocol activation. 
c. Source documents are filed according to the SOP MACROBUTTON NoMacro [0.0] Management of Essential Documents and Source Documentation. 

2. Case report forms

a. Clinic staff follow specific forms instructions and HVTN MOP, sections on CRFs and Study Documentation, in addition to the Study Specific Procedure, section on Data Management, for proper completion of CRFs.  

b. Paper CRFs are filed in MACROBUTTON NoMacro [insert appropriate location]. Electronic CRFs (eCRFs) are stored in the electronic data management system (i.e. Medidata Rave). 
3. Quality Management

a. Clinic staff follow the CRS Clinical Quality Management Plan (CQMP) with regard to reviewing data prior to transmitting it to the HVTN SDMC. 
4. Transmission of Data

a. Management of data entry where paper or other source documents are used 
[CRS’s can choose 1 of the following 4 options or develop another suitable process]

i. Clinician completes all CRFs, and they are reviewed by a second clinician for accuracy and completeness.

ii. Clinician enters all data into a paper chart and a Data Manager subsequently enters the information via EDC. A second Data Manager reviews data entry for accuracy and completeness.

iii. Clinician collects chart notes and CRFs used as source and enters the data via EDC. A Data Manager or second clinician reviews data entry for accuracy and completeness.
iv. Clinician collects chart notes and CRFs used as source. Data Manager enters lab results and administrative data. Clinician enters safety data. A Data Manager or second clinician reviews data entry for accuracy and completeness.

b. Management of data entry where the electronic CRF (eCRF) is the source document (direct data entry)

[CRS’s can choose 1 of the following 2 options or develop another suitable process]

i. Clinician completes all eCRFs, and they are reviewed by another study staff member for accuracy and completeness.

ii. While the clinician conducts the visit procedures, a staff member who acts as a scribe enters the data into all eCRFs. The clinician reviews the data for accuracy and completeness.
c. Additional information

i. Clinic staff refer to HVTN MOP, sections on CRFs and Study Documentation and the Study Specific Procedure, section on Data Management for more information.

5. Responding to HVTN QCs
a. MACROBUTTON NoMacro [insert titles of appropriate staff members] follow the approved CRS CQMP with regard to resolving QCs. 
b. MACROBUTTON NoMacro [insert titles of appropriate staff members] review all QCs and are responsible for the timely correction and resubmission of study data.

c. MACROBUTTON NoMacro [insert titles of appropriate staff members] assist in this process when needed.

d. MACROBUTTON NoMacro [insert titles of appropriate staff members] track error trends and report them to the clinical and administrative teams regularly.

e. Retraining happens on an individual and group level as indicated.

B. Management of Data Management System

1. Set-up and Installation

a. The data management center is responsible for design and build of the study database. 

b. MACROBUTTON NoMacro [insert titles of appropriate staff members] is responsible for providing infrastructure needed to access the study database (e.g. internet connective with appropriate web browser).

c. Clinical Data Management System Security
[Please note, while deletions to this section are not allowed, site specific additions can be included.]
i. Access to the clinical data management system is password protected. Each staff person at the site who enters or reviews data using the system must have his or her own user account and password. 
ii. The network connection into the system secures the software, however, measures should be taken to treat the data like all other data entry. Site staff ensure that data cannot be viewed by non-staff persons during data entry or review. The system should only be accessed in confidential settings.

iii. Site staff ensure that computers used to access the clinical data management system are updated regularly with current virus scanning software. 

iv. MACROBUTTON NoMacro [insert title of appropriate staff member] is the primary site contact who is responsible for: 1) communicating with the SDMC concerning any changes in staff with system access, and 2) ensuring that all site staff with system accounts have been trained prior to performing data entry.
2. Change Control

a. The data management center is responsible for updating the study database as needed for study changes and communicating these changes to the CRS, including providing updated CRF versions.
b. MACROBUTTON NoMacro [insert titles of appropriate staff members] update any additional source documents to align with any changes made. 

c. MACROBUTTON NoMacro [insert titles of appropriate staff members] ensure that appropriate versions of source documents are used. 

3. Data Integrity

a. The clinical data management system, as maintained by the data management center, ensures that the accuracy and integrity of the data is maintained during submission. 

b. MACROBUTTON NoMacro [insert titles of appropriate staff members] follow the CRS’s data entry procedures.

4. Maintenance

a. The clinical data management system is maintained by the data management center. 

5. Data Back-up, Recovery, and Contingency Plans

a. The clinical data management system’s central back-up, recovery, and contingency planning is maintained by the data management center. 

b. MACROBUTTON NoMacro [insert titles of appropriate staff members] follow the SOP MACROBUTTON NoMacro [0.0], Power Failure and Natural Disasters.

c. In the event of internet outage, MACROBUTTON NoMacro [insert titles of appropriate staff members] collect data in a way that can be entered into the database once the internet is restored (e.g. paper back-up).  

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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