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REC REQUIREMENTS FOR DE-IDENTIFICATION
1. The data sheets or computer records must not contain patient/participant identifiers. This includes UR numbers.  A code must be used.  If the information may need to be re-identified in the future, the code must be stored securely and separately from the study data.

2. Where identifiers are needed initially for patient/participant linkages, the data must be de-identified as soon as possible while still allowing the aims of the project to be achieved.

REC REQUIREMENTS FOR USE OF MEDICAL RECORDS WITHOUT SUBJECT CONSENT
1. No more information than that needed to accomplish the study must be recorded.  The data sheet which contains the information to be recorded must be submitted with the protocol for REC approval.  It should contain a footer with the version number and the date.  After initial REC approval, modifications to this sheet must be approved by the REC.  Therefore, investigators should give careful consideration to the design of this form.


Note that where it is planned to consider information that may be considered ‘sensitive’ it may be considered necessary to obtain prior consent of the participant.

2. It should not be intended to contact the participant in relation to this study.  Nor should there be a foreseeable requirement to contact the participant, eg due to a ‘duty of care’ type of notification which might become necessary as a result of the study findings.  In this latter regard, it must be considered carefully whether the study results could have any health implications for the patient.  If so, the study cannot proceed without prior consent of the patients / participants.

3. It is preferable that the Medical Records are examined by the investigator(s). If this is not practical, the examination should be performed by an RAH employee under the supervision of the investigators. 

4. The investigators and any persons involved in examining the Medical Records, are required to sign and date the following statement in their submission:

“The investigators and any persons involved in examining the Medical Records  undertake:

(a) to keep confidential all information in the Medical Records which is viewed during the conduct of this study, and

(b) to record only that information which is indicated in the REC approved data record.”
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