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Option 1: Single centre submission.

Option 2: Flexible submission pathway.

Option 3: Lead site submission pathway. 

A site is ready to submit a new research 
proposal to Bellberry for review. 

Will Bellberry review
this study as multi-

centre now or in the 

future?

For submission of 
PICFs for this project, 
the site may choose

between option 2 or 
option 3 only.  

The site may choose
between option 1, 

option 2, or option 3

for submission of PICFs 
for this project.  

YesNo
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Option 1: Single centre submission.

Site submits own site-specific information.

1. A single centre study is submitted. There is no plan for 
any other centre to join the project. 

2. The master PICF is provided, tailored to the single 
centre's own specific requirements.

3. The single centre is approved. Trial activities may 
commence.

4. Master PICF changes are submitted as required.

6. The nominated lead site designates to transition to 
option 2 or 3 and submits an 'unpacked' master PICF. 

7. The updated master PICF is provided to the HREC 
for review. 

8. All future PICF changes are submitted in accordance 
with the relevant option. 

5. If the original site closes and is replaced by another 
single centre, pathway 1 may remain. The newly 

appointed site submits an 'unpacked' master PICF to 

remove any former site specific inclusions that are not 
relevant, and to include clauses that are.

If the original site remains open and an additional site/s 

are added, please move to the next step below.
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Option 2: Flexible submission pathway. 

All sites submit own site-specific information.

1. The first submitting site submits a master PICF. The 
master PICF includes template 'placeholders'. 

3. Once approved, the HREC approval letter will list 
the version, date and title of the master PICF. The 

HREC approval letter will also list each site's 

approved site-specific summary document. 
If a change is proposed to approved master PICF 

wording, an amendment is required to be submitted 

by the lead site. 

2. All sites are responsible for their own submissions, 
including a summary of their site-specific changes to 

the master PICF. Each site must summarise site 

specific clause information in one document.  Note: 
Site specific changes must relate to ethical issues 
such as radiation, pregnancy, reimbursement, etc. 

and must not merely re-state or wordsmith content 
from the master PICF.  

5. The additional site submits their site-specific 
summary of changes to the HREC for review. The 

master PICF does not need to be updated. 

4. A new site joins the project (or an approved 
additional site wishes to make changes to the PICF). 

6. The additional site is reviewed by the HREC as 
being suitable to participate in the trial and their 
summary of site-specific changes is approved. 

7. Trial activities may commence at the additional site. 
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Option 3: Lead submission pathway.

The initial submitting site is responsible for all PICF updates. 

2. The lead is responsible for coordinating and updating 
the master PICF on behalf of all additional sites. 

Throughout the duration of the study, the HREC reviews 

the master PICF as one complete document. 

4. The additional site is reviewed by the HREC as being 
suitable to participate in the trial. 

8. Trial activities may commence at the additional site. 

3. After the study has been approved, an additional  site 
joins the project. 

1: The lead submits a master PICF that contains specific 
inclusions for all sites participating in the project. The 

inclusions appear as stacked 'placeholders'.

7. The updated master PICF is reviewed and approved 
by the HREC. 

5. The additional site waits for the lead to update the 
master PICF with their site specific inclusions (if 

applicable). Note: already approved sites do not need to 

update their site specific PICFs as changes to the master 
are only relevant to the newly commencing site. 

6. The lead updates the master PICF to include 
information from the additional site. 


