Data Handling Study Team Agreements

{insert study number}

created in accordance with SOP-NPD-4030 


For each study, this document is completed appropriately and distributed to the full Study Team. This document should be updated during the course of the study if agreements change or as new agreements are reached.

Blue text is instructional. Follow instructions then either remove the blue font or change font to black, so that no blue text remains. Please note use of headers and footers for document title, version control, etc.

1 Milestones and Timelines

1.1 Planned / agreed study milestones

Milestones are the specific event to be tracked.

1.1.1 Required milestones for planning / agreement based on eTrack milestone names
Database setup complete (DSU)
First CRF in-house (FCI)

Last subject, last visit (LSLV)
Last CRF in-house (LCI) 

Database Freeze (DBF)

1.1.2 Additional milestones planned / agreed

{insert additional milestones to be tracked, or insert “None”}

1.1.3 Population of planned & agreed milestones in the clinical tracking system

Responsible staff: {insert name(s)}

Clinical tracking system: {insert name of tracking system: (eg., CPMS, MedTrack, eTrack, etc)}
1.2 Relative timelines for activities having an impact on DM process
Relative timelines are the amount of time from one event and the next (eg., 3 weeks).

1.2.1 Required agreements

Last CRF/data in-house: {insert relative time} following last subject assessment

Turn around time for data queries: {insert relative time here, or reference section 4}
1.2.2 Additional agreements

{insert additional agreements on relative timelines, or insert “None”}

2 Protocol-specific customisation of the Standard Clarification Agreement (SCA)

{insert details of all protocol-study-specific additions to the GSK standard SCA rules, or insert “None” if no additions made}

{insert doclink to electronic final study SCA if desired}

{insert reference to Appendix where hardcopy of finalised SCA attached}

3 CRF Transmission Plan

3.1
CRF Transmission

{insert whether CRF is retrieved as full CRF, or as modules}

3.2 Running Logs

{insert whether log forms will be returned at subject completion of the study, or if they will be retrieved interimly}

4 Data handling strategy for screen failures

{insert “Not applicable” if screen failure data is not to be included in the database (as for most studies), or insert agreement to database screen fail data including

· How the CRF pages will be received, imaged and databased

· Agreed level data quality, including level of validation (reference DVS)

· Planned timeframe for release (eg., at time of final database release)

· Distinguishing between “screen failure” and “run-in failures”, if applicable

· Business need to database screen failures}

5 Plan for data looks and interim analyses, if applicable

5.1 Data Look(s)
	1Timeframe and data population

Eg., all data on 18Jun02
	Business Need

Eg., S&P programming

	
	

	
	




1Timeframe can be either relative (at end of week 12) or a specific date (18Jun02)

5.2 Interim Analyses
	1Timeframe and data population

Eg., safety data at end of week 12
	Business Need

Eg., IDMC

	
	

	
	




1Timeframe can be either relative (at end of week 12) or a specific date (18Jun02)
6
CDS involvement in Investigator/Coordinator Meetings

{insert level of involvement in meetings}

7
Study-specific Integrated Data Quality Plan and Data Validation Specification

The Quality Framework and the DVS are separate documents and are not part of the DHSTA.

{insert doclink to electronic final Quality Framework if desired}

{insert agreements surrounding the QF or the DVS if desired, or note these documents are agreed and their location}
8
Level of Pre-Entry CRF review

Pre-entry review of completed CRFs is not a routine practice (reference POL-BMD-0001“Pre-Study Data Management Activities”).

{insert “Not Applicable” if there is to be no pre-entry CRF review (as for most studies) or insert the detail of pre-entry CRF review agreed, including

· Level of pre-entry CRF review, detailed by CRF page or data-type

· Rationale detailing the business need and the reason for pre-entry review}
9

Specific details of Data Query process

9.1
Turnaround time for data queries

2Issuance to site:  {insert turnaround time} from data received in-house

2Return resolution from site:  {insert turnaround time} from sent date

2Multiple turnaround times may be entered for various points in the study if desired.

9.2
Route of queries to and from CDM

{insert route of DQs to & from site, e.g., DQs will be faxed to site directly from data management, and returned from site via Airborne Express (charge account number nnnnn) to issuing CDS}

{insert method for providing DQs copies and summary reports to monitors}
9.3
Method of communication for questions regarding DQs

{insert method of communication for questions from sites or monitors on DQs}

10

Data Quality Feedback from Data Management

The actual Data Quality Feedback is documented elsewhere. 

10.1
  Planned form and frequency of data quality feedback from Data Management

{insert planned form and frequency here}

10.2   Issues/items for feedback

· Compliance with CRF completion instructions, including 

· resolutions to CRF completion questions received from sites/monitors

· utilisation of the SCA 

· Clarity of DQs to the study site

· Gross inconsistencies across related data points and across visits 

· Adverse events or concomitant medication encoding failures or duplications  

· Other items determined significant will be included {insert specific items for feedback here, if applicable}

Issues/items may include compliance with CRF completion instructions, resolutions to CRF completion questions received from sites/monitors, gross inconsistencies across related data points and across visits, utilisation of the SCA, and probable adverse events or concomitant medication encoding failures or duplications.  Other items or an “other issues” area may also be included.

10.3    Method of providing resolution to CRF completion questions

{insert method of providing resolution here}
11
SAE & Pregnancy Reconciliation Process and Timing, and Medical Device Incident if applicable

If the process is as described in the guidance document of the functional area, it is adequate to simply reference the guidance document. 

	
	Process brief description
	Timing

	Interim
	
	

	Final
	
	


12
ADDITIONAL STUDY-SPECIFIC AGREEMENTS

APPENDICES / ATTACHMENTS

Appendix 1 List of Study Team Members and Contact Details

function/department name may be changed to reflect region (e.g., CDMANA) if desired

	Function
	Name
	Location, Phone, Fax

	CDMA TA
	
	

	CDMA CO
	
	

	S&P
	
	

	CDM
	
	

	CRFDD
	
	

	GCSP
	
	

	WWRC
	
	

	Health Outcomes
	
	

	WMRC
	
	

	
	
	

	
	
	


denote Study Team Leader with asterisk (*) if desired

add/delete functions/departments as appropriate for your study

Appendix 2 Copy of finalized study-specific SCA

Appendix 3 as desired, etc.

Created: {insert who created} / {insert date created}
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