
Ms Cathy Clutton 
Executive Director, Research Quality Branch 
National Health and Medical Research Council 

Dear Ms Clutton 

RE: Assessment outcome of the ethical review processes of multi-centre human 
research  

We provide to you the outcome of our assessment of the nomination for certification 
received from the Alfred Health (the institution).  

Following a desktop assessment of nomination documentation, an on-site assessment 
visit was conducted on 4 May 2011.  The on-site assessment visit consisted of review 
of documentation and discussion with institutional representatives.  Attachment A 
lists attendance during the on-site assessment visit. 

The assessment team make the following recommendations: 

I. We recommend that NHMRC consider not granting certification of ethical
review processes for multi-centre research until demonstration that the
institution has implemented changes identified in Attachment B.

II. We recommend, as a first step, that NHMRC request the institution to provide
and outline their intended approach to implementing the changes identified in
Attachment B, as well as their estimate of the time required to do so and that
this outline be reviewed and agreed by the assessment team.

III. When the changes identified in Attachment B have been implemented, we
recommend that NHMRC consider granting certification of ethical review
processes for multi-centre research in the following research categories:

1. Clinical trials of drugs and devices – Phase 0
2. Clinical trials of drugs and devices – Phase I
3. Clinical trials of drugs and devices – Phase II
4. Clinical trials of drugs and devices – Phase III
5. Clinical trials of drugs and devices – Phase IV
6. Justice health
7. Clinical interventional research other than clinical trials
8. Qualitative health research
9. Mental health
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