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	Instructions for Research Teams:

The following template should be used to develop a Data Management Plan (DMP) for submission to Sponsor QA during the trial setup process.
A complete and finalised data management plan must be received before Confirmation of Sponsorship can be issued. Please refer to the SOP ‘QCRES_07 Researchers Guide to Data Management’ for further instruction.
Please note a source data location sheet must be submitted alongside this plan (see section 3.0 of the QCRES_07 Researchers Guide to Data Management SOP).


	Section A - Trial Summary

	Trial Short Name:
	Trial R&I no: 

	Chief Investigator:  
	Sponsor:

	Section B - Source Data

	b1) Source Data Collection Method(s):
b1i) Please indicate the method(s) used to collect data (e.g. clinical measurements, biological samples, surveys, health records etc.): 
Please tick all that apply:

Medical Records (Paper)      FORMCHECKBOX 
         Paper Source Data Worksheets     FORMCHECKBOX 
             Diary Cards        FORMCHECKBOX 

Imaging                               FORMCHECKBOX 
         Electronic Patient Records            FORMCHECKBOX 
             Other                  FORMCHECKBOX 

b1ii) If using electronic records, please specify which will be used (e.g. PPM):
b1iii) If ‘other’ has been selected above please indicate which other methods are to be used below:


	b2) Quality of Source Data:
b2i) How will the data collected be documented and how will quality and consistency be ensured? Please reference the relevant QC steps that will be implemented.
b2ii) Please confirm whether all staff will be trained in ‘LTU_QM23_A Researchers Guide to Source Documentation’ prior to commencing work on the trial:
Yes       FORMCHECKBOX 
 (If yes, evidence of training must be documented in the Trial Master File)
No        FORMCHECKBOX 
  If no, please detail why: 


	b3) Source Data Management:
Provide a brief description of how each type of data will be stored and managed for the duration of the trial. 
You may wish to consider aspects such as:

· Will electronic records be printed and filed? If yes, how frequently?
· When will source data worksheets be filed in the paper medical records?

· How will source data be made available for monitoring / audit inspections? 

· Will read only access of electronic records be provided to monitors / auditors?



	Section C - Case Report Forms

	c1) Type of CRF to be used in the trial:
c1i) Please indicate whether a paper CRF or electronic CRF (eCRF) is to be used:
Paper CRF           FORMCHECKBOX 

Electronic CRF     FORMCHECKBOX 
  If electronic, please specify name of provider:
c1ii) Will CRF completion guidelines be written for this trial?
Yes        FORMCHECKBOX 

No         FORMCHECKBOX 
  



	c2) eCRF System Validation, Backup and Access (for trials using eCRFs only):
Please provide details of the system to be used and the validation steps that are involved. Please also detail the backup process, how access will be controlled and how any technical issues will be managed.



	c3) CRF Quality Control (QC):
Describe the QC processes to be employed and the frequency of these checks. Procedures may include regular manual checks or automated checks of eCRFs if the system specification allows.



	Section D - Database System Validation

	d1) System Validations (other than eCRFs):
Provide details of any other computer systems to be used (e.g. databases) including validation and backup processes. Please also name the provider of any systems to be used.


	Section E - Data Retention and Storage

	e1) Long-term Data Storage and Retention:
e1i) Outline plans for the long-term storage of all trial data including retention times. Please clearly state any data that will not be retained:
e1ii) How will support department data pertaining to the trial be retained?:


	Section F - Data Security

	f1) Data Security Risks and Prevention:
Please summarise the main risks to the confidentiality and security of patient information and how these risks will be managed: 


	f2) Data Sharing and Access
Please document any third parties that will have access to any trial data (e.g. pharmaceutical company, data repository service) and indicate what form the data will be sent to each in (e.g. anonymised, pseudo anonymised):
Is appropriate consent in place to cover the above data sharing arrangements:
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  If no, an amendment to amendment the PIS and Consent Form may be required. 


	Section G - Signatures 

	Plan completed by:

	Signature: 
	Date:

	Principal Investigator Signature:

	Name:

	Signature: 
	Date:

	Chief Investigator Signature:

	Name:

	Signature
	Date:

	Section H - QA Review

	QA Review Completed by:

	Name:

	Signature
	Date:
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