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Document updates December 2023 
 

 

eProtocol: Application question changes (effective Q1 2024) 
 

Page Change from Change to Reason 
 

Personnel 
Information 
page 
 

Co-Investigator(s)  Sub-Investigator(s) Co-investigator was a legacy 
term from within the software. 
It has been changed to sub-
investigator  to align with GCP 
and a term more broadly used 
across Australian research 
sector. 
 

Page 1 Has a power calculation 
been performed? 
 

Is this application considered Lower 
Risk? Refer to the National 
Statement on Ethical Conduct in 
Human Research, Section 2.1 and 
Bellberry guidance LER G1 Review 
Pathways. 
 

Investigators can now identify 
that they consider the research 
to be lower risk. Bellberry 
administration will assess each 
application regardless of the 
answer and communicate with 
the investigator if a different 
risk level is determined. 
 

Page 6 I have familiarised myself 
with, considered and 
addressed in this application 
any relevant legislation, 
regulations, research 
guidelines and organisational 
policies. Provide additional 
details if relevant (if no 
additional information please 
enter N/A in the text box) 
 

A data management plan must be 
in place at each site which 
addresses intentions related to the 
generation, collection, access, use, 
analysis, disclosure, storage, 
retention, disposal, sharing and re-
use of data and information; the 
risks associated with these 
activities; and any strategies for 
minimising those risks. Is a data 
management plan in place at this 
site? Refer to the National 
Statement 3.1.44. (If no additional 
information please enter N/A in the 
text box). 
 

Current question removed as it 
is covered in the PI declaration 
statement immediately below. 
 
Replaced with a question 
relating to Data Management 
Plans to ensure researchers 
are aware of their obligations 
as per the National Statement. 
 
 
 

Throughout All National Statement 
references to be updated. 
 

National Statement (2023) The National Statement has 
been updated. 

 

Document update: BA F1.1.12 Site clauses 
 
Page Change  Reason 

 

1 HREC ID Removing the need for sites to include 
the HREC ID on the form. 

When testing the initial use of the form, this 
field was requested by some sites and 
sponsors. It has been difficult to manage from 
a site & HREC administrative perspective, 
therefore, it has been removed.  

1 How 
document is 
presented 

We have updated the information into a 
table format.  
 
If the same change will occur to multiple 
versions of a PICF, for example a 
complaints clause to the Main, 
Pregnancy PICF and Optional Future 

Sites are welcome to use the old template, or 
the table, whichever suits their style. 
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Research, all three documents can be 
written in the last cell, rather than 
repeating the information.  

 

BA G2 Registrations & BA G16 eProtocol navigation guide for researchers 
 
Doc ID Change  Reason 

 

BA G2 Registrations To separate the Registrations component from the 
eProtocol User Guide for ease of information sharing 
when applicants register for the first time. 

BA G16 eProtocol navigation guide for researchers This document was formerly known as BA G2 and 
contains technical advice on how to use eProtocol. 
 

 

BA G6 Application Fees 
 
Doc ID Change  Reason 

 

BA G6 Update to the fee schedule In line with yearly review. 

 

Document update: BA G10 Participant payment and reimbursement 
 

Page Change from Change to Reason 
 

1 Recruiting advertisements can state 
that participants will be paid for time 
and inconvenience, but they must 
not state dollar amounts. This 
information should be discretely 
positioned in the advertisement and 
should not be in enlarged or 
emboldened print. 

When an organisation undertaking 
research with healthy volunteers has 
access to an organisational 
database of persons who have 
previously consented to contact 
regarding research involvement 
opportunities, the site can disclose 
the payment in forms of contact. The 
payment should be discretely 
positioned in the advertisement and 
should not be in enlarged or 
emboldened print. 
 
All other recruiting advertisements 
can state that participants will be 
paid for time and inconvenience, but 
they must not state dollar amounts. 
This information should be discretely 
positioned in the advertisement and 
should not be in enlarged or 
emboldened print. 

To allow sites with access to 
organisational databases of 
potential research 
participants to be informed 
of any payment for healthy 
volunteer studies upfront. 

 
 

Document update: BA G5 PICF development and eConsent 
 

Page Change from Change to Reason 
 

1 Bellberry will accept the term 
‘assent’ for children as long 
as it is defined to mean 
agreement by a minor to 
their enrolment in research. 
The Mature Minors Standard 
supports the use of this term. 
 

Bellberry will accept the term 
‘assent’ for children as long as it is 
defined to mean agreement by a 
minor to their enrolment in 
research.  Research involving 
children (those under 18 years of 
age) should be designed with close 
attention to the guidance provided 

To align with the National 
Statement and Bellberry 
Guidance : BA F5.1.6 
Standard clauses – 
compensation for injury 
guidance document. 
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Consideration should also be 
given to participants under 
the age of 18 having rights to 
compensation once they turn 
18 above and beyond what 
was promised to their 
parents. 
 

by the National Statement Chapter 
4.2. It is to be noted that the 
guidance in the National Statement 
4.2.6 to 4.2.9 regarding capacity to 
consent reflects the mature minor 
test accepted in Australian law 
since 1992. 

Further review will occur after 
the upcoming release of the 
updated National Statement, 
Chapter 4 in 2024. 

2 Detail of requirements for 
submission of 
eConsent/ePICFs to the 
HREC 

The transition from traditional 
paper-based processes to software 
solutions, such as electronic 
consent forms, has significantly 
enhanced the efficiency and 
accessibility of consent 
management. For example, at 
some sites, secure and streamlined 
software systems have replaced 
the manual tracking of paper 
participant consent forms.  
 
Specific technological practices do 
not necessitate a separate review 
by the HREC, as they primarily 
pertain to administrative processes 
rather than ethical considerations. 
The HREC review is limited to 
ethical considerations of the 
participant-facing content and 
subsequent data management.  
 
Therefore, participant consenting 
platforms and electronically verified 
signature platforms do not require 
submission to the Bellberry HREC. 
Sites have responsibility for 
maintaining privacy and 
confidentiality of participant 
information and these details 
should be included in a Data 
Management Plan. Site specific 
recruitment strategies and 
consenting processes should be 
detailed in the HREC application.  
 
Any changes to the content of the 
PICF must be reviewed by the 
HREC via submission of an 
amendment. 

Use of participant consenting 
platforms and other electronic 
signature tools has become 
standard technology. It is the 
responsibility of the site to 
ensure a Data Management 
Plan is in place to protect the 
privacy and security of 
participants.  
 

4 In the event you become 
pregnant during the study, 
you will be immediately 
withdrawn from the study. 
You will be invited to give 
consent to allow access to 
information regarding any 
pregnancy and its outcome 
for the purpose of 
determining any effects from 
the study. 

If you do become pregnant whilst 
participating in the research project, 
you should advise your study 
doctor immediately. Your study 
doctor will withdraw you from the 
research project and advise on 
further medical attention should this 
be necessary. You must not 
continue in the research if you 
become pregnant. 

To align with Bellberry 
Guidance: 
BA F14.1.1 Standard clauses - 
pregnancy and sexual health 
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6 …you may contact the 
Operations Manager, 
Bellberry Limited on 08 8361 
3222. 

…you may contact the Director of 
HREC Operations, Bellberry 
Limited on 08 8361 3222. 
 

Internal role change.  

 

Document update: BA G11 Researcher data storage and retention 
 
Page Change from Change to Reason 

 

2 No information on Data 
Management Plans 

Data Management Plan 
As per the National Statement 
(3.1.44) For all research, each site 
should have a data management 
plan in place that addresses 
intentions related to the generation, 
collection, access, use, analysis, 
disclosure, storage, retention, 
disposal, sharing and re-use of data 
and information, the risks 
associated with these activities and 
any strategies for minimising those 
risks.  
 
The following information should be 
included: 
(a) physical, network, system 
security and any other 
technological security measures.  
(b) policies and procedures.  
(c) contractual and licensing 
arrangements and confidentiality 
agreements.  
(d) training for members of the 
project team and others, as 
appropriate.  
(e) the form in which the data or 
information will be stored.  
(f) the purposes for which the data 
or information will be used and/or 
disclosed.  
(g) the conditions under which 
access to the data or information 
may be granted to others; and  
(h) what information from the data 
management plan, if any, needs to 
be communicated to potential 
participants.  
 

To align with the updated 
declaration in the eProtocol 
application form to ensure 
researchers are aware of their 
obligations as per the National 
Statement. The HREC does 
not require sites to submit 
Data Management Plans. 

 

Document update: MAR G1 Amending approved research – general overview. 
 
Page Change  Reason 

 

2 Table added A table has been added to identify the 
eProtocol pathway for the submission of 
documents. 
 
  

We often receive applications with documents 
added to the incorrect form type (e.g., DSUR 
submissions on amendments, changes in 
personnel in progress reports)  

  Further information on IB submissions  We often receive IB updates as standalone 
submissions when the content of the 
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document requires a PICF update. These two 
documents must be submitted together, and 
without undue delay, 

 
 


