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PROTOCOL No:�
�
INVESTIGATOR: �
�
SSC REVIEWER:�
�
�
PROTOCOL TITLE: �
�
�
NEW SUBMISSION:�
Yes / No�
RE-SUBMISSION:�
Yes / No�
DATE REVIEWED:�
�
�






REVIEW SUMMARY


Component �
Response 


Yes / No        Can’t Tell�
�
1.1 Reviewer willingness to review  


 �
�
Are you willing to review this protocol?�
�
�
If No please provide reason: 


�
�
Is an external review required?�
�
�
If Yes please provide your reason and suggest an external reviewer if possible and forward to Research Ethics Coordinator.


 �
�
If you do not accept to review this protocol:  Do not proceed and forward this summary to the Research Ethics Coordinator as soon as possible.  �
�









1. 2 Scientific review (If you answer “No” or “Can’t Tell” please provide a detailed explanation in Section 5).�
Response 


Yes / No        Can’t Tell�
�
  Feasible�
 �
�
  Justifiable �
 �
�
  Methodologically sound�
 �
�
  Safe�
 �
�









1.3 Conclusions (If you answer “No” or “Can’t Tell” please provide a detailed explanation in Section 5).�
 Response 


Yes / No        Can’t Tell�
�
  Send questions to investigator/s prior to SSC meeting (please forward to the Research Ethics Coordinator the Friday preceding the meeting)�
 �
�
  Forward to HREC while seeking response from investigator/s to SSC questions  �
 �
�
  Do not forward to HREC- await response from investigator/s to SSC questions�
 �
�
  Do not forward to HREC – request resubmit from investigator/s�
 �
�
  Forward to HREC as scientifically sound �
 �
�
  Forward to HREC as scientifically unsound�
 �
�



2.1 Feasible? (If you answer “No” or “Can’t Tell” please provide a detailed explanation in Section 5).�
Response 


Yes / No        Can’t Tell�
�
Researchers�
�
�
Study participants�
�
�
Funding/Resources�
�
�
Clinical acceptability �
�
�






2.2 Justifiable? (If you answer “No” or “Can’t Tell” please provide a detailed explanation in Section 5).�
 Response 


Yes / No        Can’t Tell�
�
Contribution to knowledge�
�
�
Sound literature search�
�
�
Justified for conduct in Humans�
�
�
Clinical relevance�
�
�









2.3 Safe? (If you answer “No” or “Can’t Tell” please provide a detailed explanation in Section 5).�
Response 


Yes / No        Can’t Tell�
�
Patient Information Sheet�
�
�
Adverse Event Reporting�
�
�
Data and Safety Monitoring�
�
�









4. Methodologically sound? (If you answer “No” or “Can’t Tell” please provide a detailed explanation in Section 5).�
Response 


Yes / No        Can’t Tell�
�
Bias and confounding�
�
�
Statistical methods�
�
�
Research question; Aims/Hypotheses; Outcome measures (defined and appropriate)�
�
�









5. Review findings - brief summary of the study (include: main aims, sample size and population, number of centres involved, number and source of participants at the Mater, study manoeuvre, CI /Mater Sponsor track record) 


 �
�
�
�






5.1 Issues for discussion at the Scientific Subcommittee – if you answered “No” or “Can’t Tell” to any previous questions, please provide details here. �
�
�
 �
�









5.2 Questions/Comments for the investigators – if you answered “No” or “Can’t Tell” to any previous points, please provide questions to be forwarded to investigator/s.�
�
�
 �
�









5.3 Issues for consideration by the HREC – 


�
�
�
 �
�
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(Please circle appropriate response and provide justification under Explanation as required)


�
Response�
�















