


Version 5.3 date: 13 July 2011  -  2 

Contents 
 
Section Title Page 

 

Section 1  Preamble 3 
 Background 3 
 Introduction 3 

Section 2 Monitoring 4 
 Investigator responsibilities 5 
 Sponsor responsibilities 5 
 Institutional responsibilities 5 
 HREC responsibilities 6 

Section 3 Reporting  7 
 Types of reports 7 
 Investigator responsibilities 8 
 Sponsor responsibilities 8 
 Institutional responsibilities 9 
 HREC responsibilities 9 

Section 4 

 

State requirements for reporting 10 

References  

 

 

 



Version 5.3 date: 13 July 2011  -  3 

Section 1: Preamble 
 
1.1 Background 
 

Between 2007 and 2010, NSW, Queensland and Victorian Departments of Health introduced 
state systems of single ethical and scientific review of multi-centre research.  

 

In late 2010, NSW, Queensland and Victoria signed a Memorandum of Understanding to 
establish mutual acceptance of ethical and scientific review of multi-centre clinical trials in 
public health organisations across the three states. This is as an incremental step towards 
the implementation of a national system for single ethical and scientific review.   

 

Mutual acceptance is where a proposal for a multi-centre, clinical trial conducted in Public 
Health Organisations across the participating states is ethically and scientifically reviewed 
once only by a Public Health Organisation Human Research Ethics Committee (HREC) that 
has been certified by the NHMRC in clinical trials. The exception is for those studies that 
require specialist review. 

 
Under Mutual Acceptance, a researcher can make an application for ethical and scientific 
review of a clinical trial to using the existing application process for the state in which the 
application will be reviewed. Application for site authorisation will be through the usual 
state based systems. 
 
 
1.2   Introduction 
 
This framework is intended as a guide for organisations and individuals involved with mutual 
acceptance in those States and Territories that are signatories to the Memorandum of 
Understanding ‘Mutual Acceptance of Ethical Review of Multi-centre Clinical Trials’. 
 
The two leading references for monitoring and reporting on human research conduct are the 
National Statement on Ethical Conduct in Human Research1 (National Statement) and the 
Australian Code for the Responsible Conduct of Research2 (The Code).  These documents are 
available at http://www.nhmrc.gov.au/publications. 
 
Other relevant references include: 

o The Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95 annotated 
with TGA comments, especially section 5.183 (TGA Note). 

o Access to unapproved therapeutic drugs – clinical trials in Australia4. 
o Human research ethics committees and the Therapeutic Goods Legislation, 2001 

extract5 that notes an HREC and institution may adopt appropriate monitoring 
mechanisms. 

o AHEC position statement on monitoring and reporting of safety for clinical trials6 
(Position Statement). 

 
NHMRC Australian Health Ethics Committee (AHEC) Position Statement: Monitoring and 
reporting of safety for clinical trials involving therapeutic products 
Separation of ethics review from research governance is relatively recent and The Code and 
the National Statement were not specifically designed to account for separation of these 
processes. For example, wording of the National Statement refers to the institution within 
the context of ethics review and research occurring at the same site. However, multi-centre 
research undergoing single ethical review in a streamlined system involves one HREC 

http://www.nhmrc.gov.au/publications
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approval for research conducted at all institutions whether they are at the same or an 
external site.  
 
Streamlined single ethical review of multi-centre research requires shared responsibility 
where: 

o the HREC has responsibility for ethical conduct of research at all the sites 
(institutions); and  

o institutions have responsibility for research governance and the conduct of 
research. 

 
This framework is designed to assist understanding of monitoring and reporting processes 
involved in ethical review and research governance of human research. It   provides an 
overview of monitoring and reporting for clinical trials and sets out the responsibilities of 
researchers, sponsors, Human Research Ethics Committees (HRECs) and institutions   in the 
operation of mutual acceptance. 
 
 
Section 2: Monitoring 
 
The Code provides a guide to institutions and investigators regarding responsible research 
practices. The Code describes the principles and practices for responsible conduct of 
research and guidance for resolving allegations of research misconduct and breach of The 
Code, but does not provide practical advice to achieve this end.  
 
The Code outlines   how the conduct of research should be managed to ensure: 

o quality, including retention of materials and research data; 
o safety at the institution’s site(s); 
o privacy; 
o risk management; 
o financial management; 
o compliance with laws, regulations, guidelines and codes of practice; 
o contractual arrangements both internal and external; 
o guidance and training for investigators; 
o intellectual property; 
o authorship and publication practices; 
o well-defined processes for dealing with allegations of research misconduct; and 
o regular monitoring of the institution’s performance against The Code.  

 
The National Statement describes monitoring as the process of ‘verifying that the conduct 
of the research conforms with the approved proposal’ and describes the mechanisms for 
monitoring to include: 

o ‘reports from researchers; 
o reports from independent agencies (such as data and safety monitoring board); 
o review of adverse event reports; 
o random inspections of research sites, data, or consent documentation; and 
o interviews with research participants or other forms of feedback from them’. 

 
The obligations regarding monitoring for researchers and institutions can be found in 
Chapter 5.5 and Chapter 3.3 section 3.3.19-3.3.22. 
 
Monitoring on matters relating to the safety and welfare of participants is set out in Human 
Research Ethics Committees and the Therapeutic Goods Legislation - January 2000 published 
by the Therapeutic Goods Administration (TGA). The TGA recommends that HRECs have 
defined mechanisms that require researchers to advise them of: 
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o any serious unexpected adverse events, including those that occur at other sites 
involved in the study; 

o any new information that may have an impact on the ethical acceptability of the 
trial or indicates the need for an amendment to the protocol; 

o deviations from, or changes to, the protocol that eliminate immediate hazards to 
participants, affect the conduct of the trial or increase risks to the participants. 

 
The TGA Note on good clinical practice (section 5.18) sets out the monitoring responsibilities 
of sponsors to ensure trials are adequately monitored, including on-site visits. 
 
Access to unapproved therapeutic drugs – clinical trials in Australia outlines that the HREC 
has an ongoing monitoring role once it approves a clinical trial protocol and signs the CTN 
form. 
 
Human research ethics committees and the Therapeutic Goods Legislation, 2001 extract 
notes an HREC and institution may adopt appropriate monitoring mechanisms. 
 
2.1  Investigator responsibilities for monitoring 
 
Investigators are in the best position to monitor research first hand. As a result of 
monitoring, investigators must report matters relating to the ethical conduct of research to 
the reviewing HREC or report other matters to the institution.  
 
Researchers should always provide comment on the implications that any new information 
may have on the trial. 
 
If investigators identify concerns related more broadly to the conduct of research (e.g. 
authorship, publications, etc.) the institution’s research governance framework should have 
defined processes for addressing the issues. 
Any monitoring documents that are forwarded to the HREC are often required by the 
Research Governance Officer for consideration from a governance perspective (e.g. there 
may be resourcing issues if an amendment is required). If site specific assessment requires 
amendment then the Research Governance Officer would administer this process. 
 
2.2  Sponsor responsibilities for monitoring 
 
Trial monitors, appointed by the sponsor, must ensure that trials are adequately monitored 
and act as the main link between the sponsor and the investigator. Responsibilities include 
verifying, ensuring, informing, and communicating about the multiple and complex elements 
of a clinical trial. Provision of monitoring reports to the sponsor is an important component 
of informing the sponsor about the trial.  
 
In the case of a Contract Research Organisation (CRO) acting as the ‘local’ sponsor, the 
actions of the monitor have a vital role in informing the pharmaceutical company sponsoring 
the trial. 
 
2.3  Institutional responsibilities for monitoring 
 
The tool for institutions to manage the monitoring of research is a research governance 
framework. Institutional research governance includes all aspects of research activity. 
Research ethics and site specific assessment are components of research governance. 
 
The Research Governance Officer will administer the institutional responsibility of ensuring 
that research is reliably monitored. This may involve: 
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o mechanisms such as site auditing for research governance; and 
o review of reports the HREC has received to determine whether any changes should 

be made regarding the site specific assessment for a project. 
 
The New South Wales Health Research Governance Framework7 summarises the principles, 
standards and requirements for the responsible conduct of quality research. It also clarifies 
the responsibilities and accountabilities of key parties involved in research taking place in 
NSW Public Health Organisations. It is available at: 
http://www.health.nsw.gov.au/policies/gl/2011/pdf/GL2011_001.pdf 
 
Queensland Health Research Management Policy and Implementation Standards8 are 
intended to ensure that high ethical and scientific standards are met through 
implementation of a research governance framework and other relevant processes. It is 
available at: http://www.health.qld.gov.au/qhpolicy/html/index-r.asp. 
  
A recent publication of the Victorian Managed Insurance Authority (VMIA)9 provides 
practical instruction and templates for institutions to develop a research governance 
framework for human research. The toolkit includes policies, procedures, operating 
procedures, templates and proformas. The seven elements are: Research Ethics; Induction, 
Training and Accreditation; Legal and Insurance; Research Finance Management; Data and 
Tissue Management; Intellectual Property and Publication; and Research Risk Management. 
Toolkit is available from the VMIA website: go to www.vmia.vic.gov.au and navigate to 
Public Healthcare and Clinical Trials.  
 
2.4  HREC responsibilities for monitoring 
 
The National Statement Chapter 5.5 addresses monitoring of approved research and the 
responsibilities of the institution. Some monitoring is delegated to the HREC and includes 
responsibility for: 

o ethical conduct of approved research; and  
o safety and welfare of the participants. 

 
The Position Statement notes that for clinical trials, the HREC can use the monitoring 
arrangements described in the trial protocol  by the sponsor. These could include one or 
more of the following: 

o A pharmacovigilance group in a company sponsored clinical trial 
o A trial management committee 
o A data safety monitoring board 
o A simpler but separate process for investigator or collaborative group sponsored 

trials.  
 
The HREC has reporting mechanisms aligned with monitoring and these are described in the 
section on reporting. Reporting mechanisms regarding conduct of research, apart from 
research ethics, should be a matter of following the institution’s research governance 
framework. 
 
 
Section 3: Reporting 
 
Reporting is the mechanism by which the outcome of monitoring the research is conveyed 
to an HREC and institution.  
 

http://www.health.nsw.gov.au/policies/gl/2011/pdf/GL2011_001.pdf
http://www.health.qld.gov.au/qhpolicy/html/index-r.asp
http://www.vmia.vic.gov.au/
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Reporting arises as a requirement of the National Statement, legislative and therapeutic 
products regulation. Reporting refers to the communication of information to a HREC and 
institution about the progress, safety and modification to the approved research that may 
arise from time to time.   
 
A clarification of responsibilities for monitoring and reporting of safety for clinical trials is 
published in the Position Statement. It describes responsibilities of those involved in 
reporting on clinical trials of therapeutic products. This is available from the NHMRC at 
http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc
_position_statement.pdf. 
 
Reporting requirements regarding the progress of research will be determined by the 
reviewing HREC and is usually on an annual basis (or more frequently, depending on the risk) 
to inform the HREC and institution that conduct of the research is on track. 
 
Reporting may also arise from monitoring of research by the investigator(s) and this may 
result in an adverse event/serious adverse event report and consequent amendment to the 
research. Amendments arise for a variety of reasons and are frequent throughout the life of 
a research project. 
 
The TGA Note refers to reporting in relation to a clinical trial.  In this document, 4.11 Safety 
Reporting, there is an emphasis on the responsibility of researchers reporting to the sponsor 
and regulatory authorities. 
 
NHMRC-registered HRECs require reports regarding research that has been approved by the 
HREC, whether the research is being conducted at the HREC’s institution or another 
institution. 
 
3.1 Types of reports 
 
Safety reports 
Interventions and therapies such as clinical trials, non-clinical trials and innovations require 
monitoring to be commensurate with risk, size and complexity of the trial and the reporting 
to the HREC should be appropriate and in accordance with the risk. 
 
There are a number of safety reporting mechanisms including adverse events, serious 
adverse events, Serious Unexpected Suspected Adverse Reactions, and data safety 
monitoring board reports.  
 
Amendments 
As a result of reporting of adverse events, safety reports or other activities an HREC may 
decide that an amendment of the approved research is required. Amendments may occur as 
a consequence of the reporting process or other circumstances. 
 
In the case of multi-centre trials the Coordinating Principal Investigator (or Lead Investigator) 
will be the contact for amendments that may be initiated by an Investigator or a sponsor. 
 
Protocol deviation or violation 
Monitoring research may result in submission of a protocol deviation or violation report and 
require HREC consideration. The outcome of such a report may result in action by the HREC 
or by the institution to address misconduct of the research if the breach is serious. 
 
 
 

http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf
http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf
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3.2  Investigator responsibilities for reporting 
 
According to the National Statement the investigator is required to have processes in place 
for monitoring appropriate for the research and investigators should report events or 
outcomes to the reviewing HREC. In the case of multi-centre trials the Coordinating Principal 
Investigator is responsible for reporting to the reviewing HREC. At all sites participating in 
the trial, Principal Investigators should report to their relevant institution and take prompt 
steps to deal with any unexpected risks. 
 
Depending on the risk and conditions of approval, reporting may include; 

o progress reports;  
o reports at the conclusion of the research;  
o assurance that the research is being conducted in compliance with HREC approval;  
o assurance that records are stored securely according to the protocol; 
o serious adverse events to the HREC as well as to the sponsor; 
o serious adverse drug reactions to the HREC as well as to the sponsor; 
o serious unexpected suspected adverse reactions;  
o serious adverse device events;  
o six- monthly line listings of all SUSARS, Australian and International; 
o reports from the Data Safety Monitoring Committee; 
o annual updated Investigator Brochure (IB); or 
o annual EU Annual Safety Report (ASR) (or similar format report); or 
o annual , current approved Product Information (PI), if appropriate (e.g in a study for a 

product approved in Australia or where an Investigator Brochure is no longer 
maintained);  and 

o new safety information that will impact on the continued ethical acceptability of a trial 
or may indicate an amendment is needed to the trial protocol. 

 
The above reporting applies to any institution (site) where a reviewing HREC has provided 
ethics approval. 
 
Where the investigator is also fulfilling the role of study sponsor, as in the case in 
investigator-initiated clinical trials, refer to the section 3.3 below, ‘Sponsor responsibilities’ 
for additional responsibilities. 
 
 
3.3  Sponsor responsibilities for reporting 
 
Sponsors have a significant role in supporting Investigators to meet their obligations for 
safety reporting to their Institutions and HRECs. Sponsors are required to: 
 

o In a prompt manner, communicate to Investigators information that could adversely 
affect the safety of research participants, materially impact the continued ethical 
acceptability of a trial or that requires (or indicates the need for) a change to the trial 
protocol, including changed safety monitoring. 
 

o Be in regular communication with the Principal Investigators and keep Principal 
Investigators up to date with safety issues in a trial in a manner that is consistent with 
the risk, size and complexity of the proposed research. 

 
o Provide to Principal Investigators the periodic information listed above in section 3.2 

to facilitate investigator submission to the HREC. 
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o Report individual case safety reports (ICSR) to the TGA in accordance with expedited 
reporting guidelines.10 

 
 In investigator or collaborative group sponsored studies, responsibility for reporting adverse 
reactions to the TGA rests with the investigator or collaborative group.11   
 
3.4 Institutional responsibilities for reporting 
 
Separation of research governance from the ethics review process requires each institution 
to undertake independent site specific assessment and be informed of the proposed 
research and to manage the risk of conducting that research at the site(s). 
 
Reporting processes for research governance purposes will be determined by the institution 
where the research is to be conducted.  
 
Institutions may also have requirements for reporting to external bodies, regulatory 
authorities or government as specified in Health Department and State or Territory policies. 
 
3.5 HREC responsibilities for reporting 
 
Under the National Statement, the review body should maintain a record that includes the 
‘mechanisms to be used to monitor the conduct of the research’. The HREC needs to inform 
the investigator of the requirements of the HREC regarding: 

o progress reports (may be annual or more frequent); 
o safety and/or adverse event reports; 
o any protocol deviations or violations; 
o amendments; and 
o any unexpected risks. 

 
Any device incidents should be reported to the Therapeutic Goods Administration (TGA) by 
the reviewing HREC. 
 
 
Section 4: Responsibilities of Researchers, HRECs and Institutions  
 
The attached Tables provide an overview of the requirements of NSW, Queensland and 
Victoria in relation to: 

o time frame for reporting; 
o format required; 
o number of copies required; and 
o to whom the report is submitted. 

 
Under mutual acceptance, researchers will be required to follow the reporting 
requirements of the state in which the HREC is based.  
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Adverse and serious adverse event reporting: no material impact on the continued ethical acceptability of the trial 
State/Territory Timeframe Format Number of copies Submission 

Queensland 
SAEs for all study sites under the 
responsibility of the HREC 
 
PI’s responsibility 

N/A PI responsibility Specific to HREC Reviewing HREC by local PI directly 

New South Wales 
SAEs for all study sites under the 
responsibility of the HREC 
 

PI’s responsibility 
No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Reviewing HREC by local PI directly and copy of 
reports to RGO and CPI. 

Victoria PI’s responsibility 

In accordance with the NHMRC Position Statement #2.1 
Institutions should seek to keep individual requirements to minimum 
or utilise such requirements in a highly targeted manner if these are 
particular safety concerns. 
www.health.vic.gov.au/cchre 

Not specified In accordance with the trial protocol and institutional 
requirements 

http://www.health.vic.gov.au/cchre
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Adverse and serious adverse event reporting: material impact on the continued ethical acceptability of the trial 
State/Territory Timeframe Format Number of copies Submission 

Queensland 
SAEs for all study sites under the 
responsibility of the HREC 
 
PI’s responsibility 

N/A PI responsibility Specific to HREC Reviewing HREC by local PI directly 

New South Wales 

SAEs for all study sites under the 
responsibility of the HREC 
 
PI’s responsibility for reporting purposes. 
 
72 hours unless the PI considers 
immediate notification is necessary. 
 
Where only local DSMB for project  
(investigator-initiated trial), within 24 hours 
of the event occurring. 
 
Note: CPI’s responsibility for 
communication of change to trial protocol 
or changed safety monitoring 
 
CPI’s responsibility for Urgent safety 
related modifications within 5 working days 

No State-wide form, as per reviewing HREC requirements 
No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Reviewing HREC by local PI directly and copy of 
reports to RGO and CPI. 
 
CPI’s responsibility for communication of change to 
trial protocol or changed safety monitoring 
 

CPI’s responsibility for Urgent safety related 
modifications to reviewing HREC. 

Victoria 24 hours 

Standard site AE/SAE templates – AE/SAE Report for each site and 
Summary AE/SAE Report (CPI to complete & collate) with a 
statement from the sponsor regarding implications for participants 
and the conduct of the study 
 
Standard reporting templates: www.health.vic.gov.au/cchre 

 
Not specified 

PI(s) must notify the CPI or delegate of an AE/SAE 
report where there is a material impact on the 
continued ethical acceptability or the AE/SAE 
indicates the need for a change to the trial protocol. 
The CPI must submit AE/SAE reports to the 
reviewing HREC in a prompt manner. 
 
Note to avoid delay the PI may contact the CPI and 
decide to forward the AE/SAE directly to the 
reviewing HREC. 
The local site Research Governance Officer and 
VMIA should also be notified 

http://www.health.vic.gov.au/cchre
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Australian and international SUSARs Industry report  or DSMB report 
State/Territory Timeframe Format Number of copies Submission 

Queensland At least six monthly** 

Industry report or DSMB report or 
Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/sae_non_local_site.d
oc 
 
(Do not submit individual line listings if submitting an industry or 
DSMB report.  However, these must be available to the HREC if 
requested) 
 
Include the cover letter from the site PIs (including CPI) stating that 
the PIs have reviewed these events and what changes to the study, 
if any, have been determined. 

Specific to HREC Reviewing HREC 

New South Wales At least six monthly 
No State-wide form, as requested by the reviewing HREC, with 
comments from CPI and sponsor.  
Submit Industry report or DSMB report or line listings. 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Reviewing HREC 

Victoria At least six monthly 

Standard site AE/SAE templates – AE/SAE Report and Summary 
Report (CPI to complete and collate). A statement from the sponsor 
regarding implications for participants and the conduct of the study.  
Submit Industry report or DSMB report or line listings 

Standard reporting templates: www.health.vic.gov.au/cchre 

Not specified Reviewing HREC 

Amendments 

State/Territory Timeframe Format Number of copies Submission 

Queensland As required 
Not specified – as per Researcher User Guide (RUG) 
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_gui
de_v1.pdf 

As per RUG 

As per RUG. 
Any submission to HREC will be made by CPI 
Any RG amendments which do not impact on the 
ethical acceptability of the study maybe submitted 
directly to the RGO by the local PI and the CPI 
notified. 

New South Wales As required 

No State-wide form, as requested by the reviewing HREC 
requirements 

Must provide amended documents in clean and track change, with 
cover page summarising changes for large documents (IB’s and 
protocols), include revised version numbers and include version 
dates and page numbers on each page. 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

CPI submits to the reviewing HREC. 
PI submits a copy to RGO 

Victoria As required  Standard template: HREC Amendment form 
www.health.vic.gov.au/cchre 

Dependant on 
HREC requirements 

CPI or PI prepares HREC amendment request 
CPI submits to the reviewing HREC 
PI submits a copy to their RGO 

http://www.health.qld.gov.au/ohmr/documents/sae_non_local_site.doc
http://www.health.qld.gov.au/ohmr/documents/sae_non_local_site.doc
http://www.health.vic.gov.au/cchre
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_guide_v1.pdf
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_guide_v1.pdf
http://www.health.vic.gov.au/cchre
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Complaints concerning the conduct of a project 
State/Territory Timeframe Format Number of copies Submission 

 
Queensland 

Not specified Not specified 1 Reviewing HREC 
Not specified Not specified 1 Local RGO to which the complaint applies 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Reviewing HREC 

Victoria Not specified Standard reporting template: Complaints report to HREC – Site 
Report  www.health.vic.gov.au/cchre 1 CPI sends to reviewing HREC 

Copy to RGO 
 
 Complaints concerning the HREC’s  review process including the HREC’s rejection of an application 
State/Territory Timeframe Format Number of copies Submission 
Queensland Not specified Not specified 1 Reviewing HREC 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide  
requirement, as per 
reviewing HREC 
requirements 

To HREC Chair in first instance and can be 
escalated to Institutional Chief Executive 

Victoria Not specified CPI responsibility – Process not specified and dependant on 
HREC’s institutional policy  Reviewing HREC 

 
Complaints concerning the RGO’s review process including authorisation decisions e.g.  rejection of an application 
State/Territory Timeframe Format Number of copies Submission 
Queensland N/A – Local PI responsibility  

New South Wales No State-wide timeframe No State-wide form, but must be in writing No State-wide 
requirement 

CPI or PI may submit complaint to Institutional Chief 
Executive 

Victoria Not specified Dependant on PI’s institutional policy  Institutional governance process 

http://www.health.vic.gov.au/cchre
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General reporting: Commencement of a clinical trial 
State/Territory Timeframe Format Number of copies Submission 

Queensland Within 30 calendar days of study 
commencement 

Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/commence_form_hre
c.doc 

Specific to HREC Reviewing HREC 

New South Wales To be reported in the first annual progress 
report No State-wide form, template stipulated by the reviewing HREC 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Collated progress report to reviewing HREC 

Victoria To be reported in the first progress report 
Standard reporting templates: 
HREC Progress Report Site Report 
Progress Report CPI Cover Sheet 
www.health.vic.gov.au/cchre 

Specific to HREC 
 

Reviewing HREC  
PI submits a Site Report copy to RGO 

General reporting: HREC Annual Report 
State/Territory Timeframe Format Number of copies Submission 

Queensland 
Annually from date of  HREC approval 
(More frequent updates if directed by 
HREC) 

Standard QH Reporting template 
http://www.health.qld.gov.au/ohmr/documents/annual_rep_hrec.doc  
or  
As received in collated format by Sponsor or CRA 

Specific to HREC Reviewing HREC 

New South Wales 
Annually, from date of  HREC approval 
(More frequent updates if directed by 
HREC) 

No State-wide form, template stipulated by the reviewing HREC 
No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Collated progress report to reviewing HREC 

Victoria 
Annually from date of HREC approval 
(More frequent updates if directed by 
HREC) 

Standard reporting templates: 
 HREC Progress Report Site Report 
 HREC Progress Report CPI Cover Sheet 
www.health.vic.gov.au/cchre 

Specific to HREC 
 

CPI collates progress reports from PIs and submits 
with a progress report cover sheet to the reviewing 
HREC 
PI submit a copy of the HREC Progress Report Site 
Report to RGO 

http://www.health.qld.gov.au/ohmr/documents/commence_form_hrec.doc
http://www.health.qld.gov.au/ohmr/documents/commence_form_hrec.doc
http://www.health.vic.gov.au/cchre
http://www.health.qld.gov.au/ohmr/documents/annual_rep_hrec.doc
http://www.health.vic.gov.au/cchre
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General reporting: HREC Final Report 
State/Territory Timeframe Format Number of copies Submission 

Queensland *** Within 30 calendar days of study 
completion  

Standard QH Reporting template: 
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.
doc  or  
as received in collated format by Sponsor or CRA 

Specific to HREC Reviewing HREC 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, template stipulated by the reviewing HREC 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Collated progress report to reviewing HREC 

Victoria Not specified Standard reporting template: HREC Final Report 
www.health.vic.gov.au/cchre 

Not specified CPI completes and submits to the reviewing HREC 
1 Copy to PI 
1 PI provide a copy  to RGO 

General reporting: Trial closure at a site 
State/Territory Timeframe Format Number of copies Submission 

Queensland Within 30 calendar days of study 
completion *** 

Included in HREC Final report 
Standard QH Reporting template: 
http://health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc  
or 
as received in collated format by Sponsor or CRA 

As per submission 
of HREC Final 
report 

As per submission of HREC Final report 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

As per submission of HREC Final report 

Victoria Not specified Standard reporting template: HREC Final Report 
www.health.vic.gov.au/cchre 

Not specified Specific Site(s) closure only- site(s) PI to complete 
this form and forward a copy to their CPI  

1 PI forward a copy to RGO 

http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.vic.gov.au/cchre
http://health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.vic.gov.au/cchre
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* Study commencement refers to the first point of recruitment i.e. the date when the advertising or screening for participants begins or commencement of data collection for 
studies which are not recruiting participants.  

** Reference: NHMRC Australian Health Ethics Committee (AHEC) Position Statement: Monitoring and reporting of safety for clinical trials involving therapeutic products 
May 2009:  http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf 
 

*** Study completion is defined as formal closure of study at site, with all data queries completed. 
 
 
 

General reporting: Protocol Deviation or Violation Report 
State/Territory Timeframe Format Number of copies Submission 

Queensland Not specified Not specified Specific to HREC Reviewing HREC 

New South Wales 
In a timely manner 
 

PI’s responsibility 
No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Reviewing HREC by local PI directly and copy of 
report to RGO 

Victoria Not specified 
 
Standard reporting template: Protocol Deviation or Violation Report 
www.health.vic.gov.au/cchre 
 

Not specified CPI completes and submits to the reviewing HREC 
on notification by PIs 

1 PI sends a copy to RGO 

http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf
http://www.health.vic.gov.au/cchre
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Adverse and serious adverse event reporting: no material impact on the continued ethical acceptability of the trial 
State/Territory Timeframe Format Number of copies Submission 

Queensland 
SAEs for all study sites under the 
responsibility of the HREC 
Within 24 hours of becoming aware of the 
event.  

Sponsor SAE template or 
Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/sae_local_site.doc 
 
Include a cover letter to state that the local PI has reviewed these 
events and what changes to the study, if any, have been 
determined.   

1 Sponsor 

Dependent on 
HREC requirements 

Submission directly to reviewing HREC by local PI  
Reviewing HREC is to respond directly to submitting 
PI 

1 CPI 
1 Local RGO 

New South Wales 

SAEs for all study sites under the 
responsibility of the HREC 
 

Within 72 hours unless PI considers 
immediate notification is required. 
 
Where there is only a local Data and 
Safety Monitoring Board (e.g. investigator-
initiated trial), reporting within 24 hours.  
 
Reporting includes SUSARs occurring at 
site 

No State-wide form, as requested by the reviewing HREC, with 
comments from PI 

No State-wide 
requirements, as per 
reviewing HREC 
requirements  

Reviewing HREC 

No State-wide 
requirements, as per 
reviewing HREC 
requirements. 

CPI 

No State-wide 
requirements, as per 
reviewing HREC 
requirements. 

RGO 

No State-wide 
requirements,  as per 
reviewing HREC  
requirements 

(If specified in protocol) sponsor 

Victoria 
SAEs for all study sites under the 
responsibility of the HREC 
Not specified 

In accordance with the NHMRC Position Statement #2.1 
Institutions should seek to keep individual requirements to minimum 
or utilise such requirements in a highly targeted manner if these are 
particular safety concerns. 
Standard reporting template: www.health.vic.gov.au/cchre 

Dependent on 
HREC requirements Reviewing HREC 

1 CPI 
1 RGO 
1 Sponsor 

http://www.health.qld.gov.au/ohmr/documents/sae_local_site.doc
http://www.health.vic.gov.au/cchre
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Adverse and serious adverse event reporting: material impact on the continued ethical acceptability of the trial 
State/Territory Timeframe Format Number of copies Submission 

Queensland 
SAEs for all study sites under the 
responsibility of the HREC 
Within 24 hours of becoming aware of the 
event.  

Sponsor SAE template or 
Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/sae_local_site.doc 
 
Include a cover letter to state that the local PI has reviewed these 
events and what changes to the study, if any, have been 
determined.  

1 Sponsor 

Dependent on 
HREC requirements 

Submission directly to reviewing HREC by local PI  
Reviewing HREC is to respond directly to submitting 
PI 

1 CPI 
1 Local RGO 

New South Wales 

SAEs for all study sites under the 
responsibility of the HREC 
 

Within 72 hours unless PI considers 
immediate notification is required. 
 
Where there is only a local Data and 
Safety Monitoring Board (e.g. investigator-
initiated trial), reporting within 24 hours.  
 
Reporting includes SUSARs occurring at 
site 
 
Note: CPI’s responsibility for communication of 
change to trial protocol or changed safety 
monitoring 
 
CPI’s responsibility for Urgent safety related 
modifications within 5 working days  

No State-wide form, as requested by the reviewing HREC, with 
comments from PI 

No State-wide 
requirements as per 
HREC requirements  

Reviewing HREC 

RGO 

(If specified in protocol) sponsor 

CPI 

Note: CPI’s responsibility for communication of 
change to trial protocol or changed safety monitoring 
 

CPI’s responsibility for Urgent safety related 
modifications to reviewing HREC. 

Victoria 24 hours 

Standard site AE/SAE templates – AE/SAE Report for each site and 
Summary AE/SAE Report (CPI to complete & collate)  with a 
statement from the sponsor regarding implications for participants 
and the conduct of the study 
 
Standard reporting template: www.health.vic.gov.au/cchre 
 

Not specified 

PIs must notify the CPI or delegate of an AE/SAE 
report where there is a material impact on the 
continued ethical acceptability or the AE/SAE 
indicates the need for a change to the trial protocol.  
 
The CPI must submit AE/SAE reports to the 
reviewing HREC in a prompt manner. 
Note to avoid delay the PI may contact the CPI and 
decide to forward the AE/SAE directly to the 
reviewing HREC. 
 
The local site Research Governance Officer and 
VMIA should also be notified.  

http://www.health.qld.gov.au/ohmr/documents/sae_local_site.doc
http://www.health.vic.gov.au/cchre
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Australian and international SUSARs Industry report  or DSMB report 
State/Territory Timeframe Format Number of copies Submission 

Queensland At least six monthly** 

Industry report  or DSMB report or Standard QH Reporting 
Template: 
http://www.health.qld.gov.au/ohmr/documents/sae_non_local_site.d
oc 
 
(Do not submit individual line listings if submitting an industry or 
DSMB report. However, these must be available to the HREC if 
requested ) 
 
Include a cover letter to state that the local PI has reviewed these 
events and what changes to the study, if any, have been 
determined.   

1 CPI 
 

New South Wales 

SUSARs occurring at site are the PI’s 
responsibility 

No State-wide form, as per reviewing HREC, with comments from 
PI No State-wide 

requirements,  as 
per reviewing HREC 
requirements  

PI to reviewing HREC 

Other reports – at least six monthly are the 
CPI’s responsibility 

No State-wide form, as requested by the reviewing HREC, with 
comments from CPI and sponsor.  
Submit Industry report or DSMB report or line listings. 

CPI to reviewing HREC 

Victoria At least six monthly** 

Standard site AE/SAE templates – AE/SAE Report and Summary 
Report (CPI to complete and collate). A statement from the sponsor 
regarding implications for participants and the conduct of the study.  
Submit Industry report or DSMB report or line listings 

Standard reporting templates: www.health.vic.gov.au/cchre 

Not specified  CPI to forward to the reviewing HREC 
 PI submits a copy to their RGO 

 

Amendments 

State/Territory Timeframe Format Number of copies Submission 

Queensland As required 
Not specified – as  per Researcher User Guide (RUG): 
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_gui
de_v1.pdf 

As per HREC 
requirements  

As per RUG: 
Any submissions to HREC will be made by CPI 
Any RG amendments which do not impact on the 
ethical acceptability of the study may be submitted 
directly to the RGO by the local PI and the CPI 
notified.  

New South Wales As required No State-wide form, as per reviewing HREC requirements 
No State-wide 
requirements, as per 
reviewing HREC 
requirements 

CPI submits to the reviewing HREC. 

PI submits a copy to their RGO 

Victoria As required – not specified Standard template: HREC Amendment Form 
www.health.vic.gov.au/cchre 

Dependent on 
HREC requirements 

CPI or PI prepares HREC Amendment request  
CPI submits to the reviewing HREC  
PI submits a copy to their RGO 

http://www.health.qld.gov.au/ohmr/documents/sae_non_local_site.doc
http://www.health.qld.gov.au/ohmr/documents/sae_non_local_site.doc
http://www.health.vic.gov.au/cchre
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_guide_v1.pdf
http://www.health.qld.gov.au/ohmr/documents/regu/resrch_user_guide_v1.pdf
http://www.health.vic.gov.au/cchre
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Complaints concerning the conduct of a project 

State/Territory Timeframe Format Number of copies Submission 

Queensland Not specified Not specified 1 CPI 
1 Local RGO 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirements, as per 
reviewing HREC 
requirements 

PI sends to CI who reports to reviewing HREC 
PI sends report to RGO 

Victoria Not specified Standard template: Complaints report to HREC - Site Report 
www.health.vic.gov.au/cchre 

Dependent on 
HREC requirements 

PI send to CPI who reports to reviewing HREC 
PI forward a copy to RGO 

 
 Complaints concerning the HREC’s review process including the HREC’s rejection of an application 

State/Territory Timeframe Format Number of copies Submission 

Queensland N/A – CPI responsibility  N/A N/A N/A 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirements, as per 
reviewing HREC 
requirements 

Either PI or CPI will submit to HREC Chair in first 
instance. Can be escalated to Institutional Chief 
Executive. 

Victoria Not specified  Process not specified and dependent on HRECs institutional policy Not specified 
 
Reviewing HREC or institution executive 
 

 
Complaints concerning the RGO’s review process including authorisation decisions e.g.  rejection of an application 

State/Territory Timeframe Format Number of copies Submission 

Queensland Not specified Not specified 1 CPI 
1 Local RGO 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirements, as per 
reviewing HREC 
requirements 

To Institutional Chief Executive 

 
Victoria 

 
Not specified Dependant on PI’s institutional policy  Institutional governance process 

http://www.health.vic.gov.au/cchre
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General reporting: Commencement of a clinical trial 

State/Territory Timeframe Format Number of copies Submission 

Queensland Within 30 working days of study 
commencement* 

Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/commence_form_hre
c.doc 

1 CPI 

1 Site RGO 

New South Wales To be reported in the first annual progress 
report No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirements, as per 
reviewing HREC 
requirements 

Site progress report to CI and RGO 

Victoria To be reported in the first progress report 
Standard reporting template:  
HREC Progress Report  Site Report 
www.health.vic.gov.au/cchre 

1 
PI submits to site RGO when the HREC Progress 
Report  Site Report is completed 
PI completes the HREC Progress Report Site Report 
, CPI collates and submits to the reviewing HREC 

General reporting: HREC Annual Report 

State/Territory Timeframe Format Number of copies Submission 

Queensland 
Annually from date of HREC approval 
(More frequent updates if directed by 
HREC) 

Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/annual_rep_hrec.doc  
 
 

1 
Industry  Sponsored Research:   
Submit to CRA who will collate and forward to CPI 
who will submit to reviewing HREC 

1 Local RGO 

1 
Non industry sponsored studies: 
Submit to the CPI who will collate and submit to 
reviewing HREC 

1 Local RGO 

New South Wales 
Annually from date of HREC approval 
(More frequent updates if directed by 
HREC) 

No State-wide form, template stipulated by the reviewing HREC 
No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Site progress report to CI and RGO 

Victoria 
Annually from date of HREC approval 
(More frequent updates if directed by 
HREC) 

Standard reporting template:  
HREC Progress Report Site Report 
www.health.vic.gov.au/cchre 

Not specified 
PI submits site progress report  
CPI collates and submits to the reviewing HREC 
PI submits a copy of the site progress report to their 
RGO 

http://www.health.qld.gov.au/ohmr/documents/commence_form_hrec.doc
http://www.health.qld.gov.au/ohmr/documents/commence_form_hrec.doc
http://www.health.vic.gov.au/cchre
http://www.health.qld.gov.au/ohmr/documents/annual_rep_hrec.doc
http://www.health.vic.gov.au/cchre


 
Part 2: Principal Investigators (PIs) – Site reporting for a multi-centre clinical trial 

Part 2: PI reporting for multi-centre clinical trials 
Version date 15 August 2011          Page 14 of 31 

 
General reporting: HREC Final Report 

State/Territory Timeframe Format Number of copies Submission 

Queensland Within 30 days of study completion*** 
  

Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.
doc  

1 
Industry  Sponsored Research:   
Submit to CRA who will collate and forward to CPI 
who will submit to reviewing HREC 
 

1 Local RGO 

1 
Non industry sponsored studies: 
Submit to the CPI who will collate and submit to 
reviewing HREC 

1 Local RGO 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, template stipulated by the reviewing HREC 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

Site progress report to CPI and RGO 

Victoria Not specified Standard reporting template:  HREC Final Report 
www.health.vic.gov.au/cchre Not specified CPI completes and submits to the reviewing HREC  

PI  to forward a copy to their RGO 
 

 

General reporting: Trial closure at a site 
State/Territory Timeframe Format Number of copies Submission 

Queensland Within 30 days of study completion*** 

Included in HREC Final Report  
 
Standard QH Reporting Template: 
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.
doc  

As per submission 
of HREC Final 
report 

As per submission of HREC Final report 

New South Wales No State-wide timeframe, as per reviewing 
HREC requirements No State-wide form, as per reviewing HREC requirements 

No State-wide 
requirement, as per 
reviewing HREC 
requirements 

As per submission of HREC Final report 

Victoria Not specified Standard reporting template:  HREC Final Report 
www.health.vic.gov.au/cchre Not specified 

Specific Site(s) closure only- site(s) PI to complete 
form and forward a copy to the CPI  
PI  forward a copy to their RGO 

http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.vic.gov.au/cchre
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.qld.gov.au/ohmr/documents/final_rep_form_hrec.doc
http://www.health.vic.gov.au/cchre
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* Study commencement refers to the first point of recruitment i.e. the date when the advertising or screening for participants begins or commencement of data collection for 
studies which are not recruiting participants.  

** Reference: NHMRC Australian Health Ethics Committee (AHEC) Position Statement: Monitoring and reporting of safety for clinical trials involving therapeutic products 
May 2009:  http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf 
 

*** Study completion is defined as formal closure of study at site, with all data queries completed. 

General reporting: Protocol Deviation or Violation Report 
State/Territory Timeframe Format Number of copies Submission 

Queensland Not specified Not specified – as per Protocol or HREC request.  1 Local RGO 
CPI 

New South Wales “In a timely manner” No State-wide form, as per reviewing HREC requirements 
No State-wide 
requirement, as per 
reviewing HREC 
requirements 

PI or CPI may submit report to Reviewing HREC  

RGO 

Victoria Not specified Standard reporting template: Protocol Deviation or Violation Report 
www.health.vic.gov.au/cchre Not specified PI reports to the CPI 

CPI submits to the reviewing HREC 

http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf
http://www.health.vic.gov.au/cchre
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Receipt of a HREC application  
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 
On receipt of a HREC application and 
within 7 calendar days of the HREC 
closing date.  

Recommended standard letters: 
Initial notification may be electronic 
SL1: Acknowledgement of receipt of a valid application  

 Acknowledgement of receipt of invalid application 
SL4: Acknowledgement of Application and Invitation to 
Meeting  

1 CPI 

New South Wales 

Valid applications acknowledged within 5 
working days of receipt. 

Acknowledgement may be by written letter or email. 
EO may contact CPI to request provision of missing information 
prior to issuing the acknowledgement.  
Recommended Standard letters: 

 Acknowledgement of receipt of a valid application 

1 CPI 

No timeframe specified for notification of 
invalid applications. 

Recommended Standard letters: 
 Acknowledgement of receipt of invalid application 1 CPI 

Victoria On receipt of a HREC application notify, 
within 3 working days, the valid status. 

Initial notification may be electronic 
Recommended standard letters: 
Acknowledgement of a valid application  
Acknowledgement of an invalid application 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 
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HREC decision  

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date  

Application not requiring HREC review 
Initial notification may be electronic 
Recommended standard letter: 
SL5 Not requiring review by HREC 

1 CPI 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date 

Application requiring further information requested 
Initial notification may be electronic 
Recommended standard letter: 
SL7: Request for further information or clarification in order to reach 
a final opinion 
 
Notification should: 
Link request for further information with the National Statement on 
Ethical Conduct in Human Research where applicable.  
Notify CPI that response must be submitted to HREC within 3 
months of notification.  

1 CPI 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date 

Application approved 
Initial notification may be electronic 
Recommended standard letters: 
SL6: Approval of Protocol 
 
Notification should include: 
List of sites application to approval 
List of documentation reviewed and approved 
Length of HREC approval  (usually 3 years from date of approval 
letter) 

1 CPI 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date 

Application not approved 
Initial notification may be electronic 
Recommended standard letter: 
SL11: Unfavourable Decision on Protocol given by HREC following 
advice from Scientific Sub Committee/ Expert Reviewer 
SL12: Request for further information - response not approved 
 
Notification should link reasons for non approval with the National 
Statement on Ethical Conduct in Human Research where 
applicable.  

1 CPI 
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New South Wales 

Within 10 working days after the HREC 
meeting date 

Application requiring further information requested 
Initial notification may be electronic but must be in writing 
Recommended standard letter: 
Request for modification/further information 
 
Advise the CPI to submit a response within 3 months or 2 HREC 
meetings (whichever occurs sooner). 

1 CPI 

Within 60 calendar days of ‘clock start’ – 
HREC closing date 

Application approved. 
Recommended standard letter: 
HREC Approval letter  
Approval letter should include: 
List of sites for which approval applies  
List of documentation approved with version numbers and dates 
Duration of HREC approval   

1 
CPI 
(CPI to provide copies to the RGO at each site 
where study is to be conducted). 

Within 10 working days after the HREC 
meeting date 

Application not approved  
Recommended standard letter: 
HREC application not approved  
Letter to include: 
Decision of HREC 
Explanation of reasons with reference to N.S or relevant legislation 
Advice regarding available options for further review. 

1 CPI 

Victoria 

Within 5 working days after the HREC 
meeting date 

Request for further information 
Recommended standard letters: 
Provisional opinion with a request for further information 
No opinion pending consultation with referee 
 
Advise the CPI to submit a timely response as soon as possible 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

Within 5 working days after the HREC 
meeting decision date 
 
A 30 working day benchmark for HREC 
decision applies 

Application approved 
Recommended standard letter: 
Approval of research project 
Notification should include: 
List of sites approved 
List of documentation reviewed and approved with version date 
Duration of HREC approval   

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

Within 5 working days after the HREC 
meeting decision date 
 
A 30 working day benchmark for HREC 
decision applies 

Application not approved 
Recommended standard letter: 
Research project not approved 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 
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Amendments 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

On receipt of a HREC application and 
within 7 calendar days of the HREC 
closing date. 

Recommended standard letters: 
SL20: Acknowledgement of receipt of a valid HREC amendment  
          application  
SL21: Acknowledgement of receipt of invalid  HREC amendment   
          application 

1 CPI 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date 

Application requiring further information requested 
Initial notification may be electronic 
No recommended standard letter 
 
Notification should: 
Link request for further information with the National Statement on 
Ethical Conduct in Human Research where applicable.  
Notify CPI that response must be submitted to HREC within 3 
months of notification.  

1 CPI 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date 

Amendment approved 
Initial notification may be electronic 
Recommended standard letter: 
SL13: Favourable Opinion of Post Authorisation Amendments 

1 CPI 

Within 60 calendar days of  ‘clock start’ – 
HREC closing date 

Application not approved 
Initial notification may be electronic 
Recommended standard letter: 
SL14: Unfavourable Opinion of Post Authorisation Amendments 
with options for Further Review 
 

Notification should link reasons for non approval with the National 
Statement on Ethical Conduct in Human Research where 
applicable.  

1 CPI 

New South Wales 
No timeframe specified 

Request for modification/further information for review of 
amendment to be in writing (may be electronic).  
Recommended standard letter: 
Amendment requiring further information requested 
Correspondence to clearly articulate reasons for determination and 
refer to National Statement. 

1 CPI 

No timeframe specified 
Approval of amendment to be in writing (may be electronic) 
Recommended standard letter: 
Amendment approved 

1 CPI 
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No timeframe specified 

Notification to be in writing (may be electronic).  
Recommended standard letter: 
Amendment not approved.  
Where the amendment alters the nature of the research and the 
extent of the involvement of, or risk to, existing and/or potential 
participants, the HREC has the discretion to reject and amendment 
and request the submission of a new application. 

1 CPI 

Victoria 

For substantial amendments  
 
Within 5 working days of the HREC 
submission closing date. 

Validation of amendment 
Recommended standard letters: 
Acknowledgement of a valid amendment 
Acknowledgement of an invalid amendment 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

Within 5 working days after the HREC 
meeting date. 

Amendment requiring further information  
Recommended standard letter: 
Conditional approval of an amendment 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

Within 5 working days after the HREC 
meeting decision date 
 
 

Amendment approved 
Recommended standard letter: 
Approval of an amendment 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

Within 5 working days after the HREC 
meeting decision date 
 

 

Amendment not approved 
Recommended standard letter: 
Non-approval of an amendment 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 
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Withdrawal / suspension of ethical approval  

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 24 hours of HREC decision  

Recommended standard letter: 
SL19: Suspension/Withdrawal of HREC Approval for a research 
project. 
 
Notification must include: 
Reasons for withdrawal of approval 
Conditions that may restore HREC approval for the Research to 
proceed 
Recommended actions for participants currently enrolled in the trial.  

1 CPI 
 

New South Wales 
3 working days after HREC decision 
(unless immediate notification required for 
urgent safety reasons) 

Notification will be in writing. 
No State-wide standard letter; as specified by reviewing HREC 1 

CPI  
Copy to: 
RGO at each site. 

Victoria HREC immediately notifies CPI of the 
decision No standard letter 1 

CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

 

 

Adverse and serious adverse event reporting: no material impact on the continued ethical acceptability of the trial 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 
SAEs for all study sites under the 
responsibility of the HREC 
Notification within 7 calendar days of being 
reviewed by HREC 

Receipt notification (may be electronic) and HREC decision re 
continued ethical acceptability of the trial 
 
Recommended standard letter: 
SL27: Acknowledgement of Adverse event report  

1 CPI  

New South Wales 

SAEs for all study sites under the 
responsibility of the HREC 
Notification of HREC review outcome 
within 10 working days of the meeting. 
 

Notification of HREC review outcome may 
be immediate if required for urgent safety 
reasons. 

Format of notification of HREC review outcome not specified, but 
should be in writing. (May be electronic). 
No State-wide standard letter; as specified by reviewing HREC 

1 
CPI 
HREC has discretion to notify RGOs and PI(s) 
directly for safety reasons. 

Victoria 
HREC responsible for SAEs at all study 
sites  
Within 5 working days after the HREC 
meeting decision date 

Notification of HREC decision re continued ethical acceptability of 
the trial 
No standard letter 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 
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Adverse and serious adverse event reporting: material impact on the continued ethical acceptability of the trial 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

SAEs for all study sites under the 
responsibility of the HREC 
 
Notification within 7 calendar  days of 
being reviewed by HREC 

Receipt notification (may be electronic) and HREC decision re 
continued ethical acceptability of the trial 
 

Recommended standard letter: 
SL27: Acknowledgement of Adverse event report  

1 CPI  

New South Wales 

SAEs for all study sites under the 
responsibility of the HREC 
Notification of HREC review outcome 
within 10 working days of the meeting. 
 
Notification of HREC review outcome may 
be immediate if required for urgent safety 
reasons. 

Format of notification of HREC review outcome not specified, but 
should be in writing. (May be electronic). 
No State-wide standard letter; as specified by reviewing HREC 

1 
CPI 
HREC has discretion to notify RGOs and PI(s) 
directly for safety reasons. 

Victoria 
HREC responsible for SAEs at all study 
sites  
Within 5 working days after the HREC 
meeting decision date 

Notification of HREC decision re continued ethical acceptability of 
the trial 
No standard letter 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

 
Australian and international SUSARs Industry report or DSMB report 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Notification within 14 calendar days of 
being reviewed by HREC 

Receipt notification (may be electronic) and HREC decision re 
continued ethical acceptability of the trial 
 
Recommended standard letter: 
SL27: Acknowledgement of Adverse event report  

1 CPI  

New South Wales 

Notification of HREC review outcome 
within 10 working days of the meeting. 
Notification of HREC review outcome may 
be immediate if required for urgent safety 
reasons. 

Format of notification of HREC review outcome not specified, but 
should be in writing. (May be electronic). 
No State-wide standard letter; as specified by reviewing HREC 

1 
CPI 
HREC has discretion to notify RGOs and PI(s) 
directly for safety reasons 

Victoria Time not specified after the HREC meeting 
decision date 

Notification of HREC acknowledgement / decision re continued 
ethical acceptability of the trial 
No standard letter 
Notification according to reviewing HREC policy 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 
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Complaints concerning the conduct of a project 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 
Notification within 7 calendar days of being 
received by HREC 

Recommended standard letter: 
SL25: Acknowledgement of receipt of complaint  1 CPI 

Notification within 7 calendar days of being 
received by HREC No standard letter 1 Local site RGO to which the complaint applies 

New South Wales No timeframe specified. 
Acknowledgement in writing to be sent to complainant, where 
possible. 
No State-wide standard letter. 

1 Complainant 

Victoria Time not specified after the HREC meeting 
decision date 

Receipt notification and HREC decision re continued ethical 
acceptability of the trial 
No standard letter 

1 CPI 
Copy to: PI(s), RGO, sponsor, trial coordinator 

 
 Complaints concerning the HREC’s review process including the HREC’s rejection of an application 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

Notification within 7 calendar days of being 
received by HREC 

Receipt notification (may be electronic)  
Recommended standard letter: 
SL25: Acknowledgement of receipt of complaint  

1 CPI 

Notification within 30 calendar days of 
being received by HREC 

Notification of HREC decision re the outcome of the complaint 
review 

Recommended standard letter: 
SL26: Acknowledgement of resolution of complaint  

1 CPI 

New South Wales 

Appeals regarding HREC rejection 
Recommendation within two weeks from 
time appeal is lodged 

HREC Chair to provide recommendation to HREC on appropriate 
course of action following investigation of appeal in writing. 
No State-wide standard letter. 

1 HREC Chair to HREC 

Appeals regarding HREC rejection 
Notification to appellant in a timely manner 

HREC to notify appellant of the course of action and determination 
in writing. 
No State-wide standard letter. 

1 Appellant 

Appeals regarding HREC approval by 
any party 
No timeframe specified for HREC Chair 
response 

HREC Chair to demonstrate due consideration by addressing each 
issue in writing. 
No State-wide standard letter. 

1 Appellant 

Victoria Time not specified after the HREC meeting 
decision date 

Receipt notification and explanation of HREC decision  
No standard letter 1 CPI 

Copy to: PI(s), RGO, sponsor, trial coordinator 
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Complaints concerning the RGO’s review process including authorisation decisions e.g.  rejection of an application 

State/Territory Timeframe Format Number of copies Recipient(s) 
Queensland Not applicable – local RGO responsibility  
New South Wales Not applicable – local RGO responsibility  
Victoria Not applicable – local site responsibility 
 

General reporting: HREC Annual Report 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

One month post non receipt of annual 
report from CPI   

HREC annual report not received by due date 
 
Recommended standard letter: 
SL15: Reminder for Progress Report 

1 CPI 

Within 10 calendar days of the HREC 
review of the annual report 

HREC annual report  received by due date 
 
Recommended standard letter: 
SL16: Acknowledgement of Progress Report 

1 CPI 

New South Wales 

Non receipt of annual report from CPI  by 
due date 

HREC annual report not received by due date 
Recommended standard letter: 
Reminder for an annual progress report/final report 

1 CPI 

 
One month post non receipt of annual 
report from CPI 
 

HREC annual report not received by due date, second reminder 
Recommended standard letter: 
Reminder for an annual progress report/final report 
Where no report rec’d, Chair to consider further action.  

1 CP1 

Within 10 working days of the meeting  

Acknowledgement of annual report provided in writing (may be 
electronic).  
HREC annual report  received by due date 
 
Recommended standard letter: 
Acknowledgement of an annual progress report 

1 
CPI 
Copy to: 
PI(s). Each PI to forward to site RGO. 

Victoria 

Non receipt of annual report from CPI  by 
due date 

HREC annual report not received by due date 
Recommended standard letter: 
Reminder for an annual progress report/final report 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

By submission closing date for the HREC 
meeting to review the annual report  

HREC annual report  received by due date 
 
Recommended standard letter: 
Acknowledgement of an annual progress report 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 
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General reporting: HREC Final Report 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 10 calendar days of the HREC 
review of the final  report 

Recommended standard letter: 
 Acknowledgement of Final Report without Results 

SL18: Acknowledgement of Final Results 
1 CPI 

New South Wales No timeframe specified 

Acknowledgement of final report provided in writing (may be 
electronic). 
HREC final report  received by due date 
 
Recommended standard letter: 
Acknowledgement of a final report 

1 CPI 

Victoria By submission closing date for HREC 
meeting to review the final report 

HREC final report  received  
 
Recommended standard letter: 
Acknowledgement of a final report 

1 
CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

 

 
* Study commencement refers to the first point of recruitment i.e. the date when the advertising or screening for participants begins or commencement of data collection for 
studies which are not recruiting participants.  

** Reference: NHMRC Australian Health Ethics Committee (AHEC) Position Statement: Monitoring and reporting of safety for clinical trials involving therapeutic products May 
2009:  http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf 
 

*** Study completion is defined as formal closure of study at site, with all data queries completed. 

General reporting: Protocol Deviation or Violation Report 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 10 calendar  days of the HREC 
review of the  report 

No standard letter 
 

Letter should include any recommendations from the HREC to the CPI 
as applicable.  

1 CPI 

New South Wales No timeframe specified 
Format of HREC acknowledgement not specified, but should be in 
writing. (May be electronic). 
No State-wide standard letter. 

1 
PI 
Copy to: 
RGO 

Victoria By submission closing date for HREC 
meeting  

HREC acknowledgement not specified 
No standard letter 1 

CPI 
Copy to: 
PI(s), RGO, sponsor, trial coordinator 

http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf
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Receipt of an initial SSA application 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 5 business days of receipt of the 
application  

Recommended standard letters: 
SL1:  SSA Acknowledgement and validation. 
SL2: Invalid SSA Notification. 

1 PI 

New South Wales 
Not specified 

Acknowledgement may be by letter or email 
Recommended standard letters: 
SSA Acknowledgement 
Invalid SSA Notification. 

1 PI 

Not specified Access Request Review: Acknowledgement may be by letter or email 
No standard letter 1 CPI 

Victoria Within 5 working days of the receipt of the 
SSA application 

Recommended standard letters: 
Valid SSA form 
Invalid SSA form 

1 PI 
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Research Governance decisions – authorisation process 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

Within 25 calendar days of receipt of a 
valid SSA form & all supporting 
documentation   

Application requiring further information requested 
Initial notification may be electronic 
No standard letter 

1 PI 

Within 25 calendar days of receipt of a 
valid SSA form & all supporting 
documentation   

Application approved 
Initial notification may be electronic 
Recommended standard letter: 
SL4:  Research Authorisation 

1 PI 

Within 25 calendar days of receipt of a 
valid SSA form & all supporting 
documentation   

Application not approved 
Initial notification may be electronic 
Recommended standard letter: 
SL5:  Research not Authorised 

1 PI 

New South Wales 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Application requiring further information requested 
Initial notification may be electronic 
No standard letter 

1 PI 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Application approved 
Initial notification may be electronic 
Recommended standard letter 
SSA authorised. 

1 PI 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Application not approved 
Initial notification may be electronic 
Recommended standard letter 
SSA not authorised. 

1 PI 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Access Request Review outcome 
Will provide outcome advice in writing. 
Format to be determined by RGO. 

1 CPI 

Victoria 

‘Early action’ before HREC approves 
ethics 

SSA application requiring further information  
No standard letter, according to site policy 1 PI 

SSA authorisation status, initial notification 
by email. 
Written notification of SSA authorisation 
within 5 working days of decision (post-
HREC approval) 

SSA approved 
Recommended standard letter: 
SSA authorised 

1 PI 

SSA authorisation status, initial notification 
by email. 
Written notification of SSA non-
authorisation within 5 working days of 
decision (post-HREC approval) 

SSA not approved 
Recommended standard letter: 
SSA not authorised 

1 PI 
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Amendments 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

Within 25 calendar days of receipt of a 
valid SSA form & all supporting 
documentation   

Amendment  requiring further information requested 
Initial notification may be electronic 
No standard letter 

1 PI 

Within 25 calendar days of receipt of a 
valid  SSA form & all supporting 
documentation   

Amendment approved 
Initial notification may be electronic 
Recommended standard letter: 
SL8:  Favourable Opinion of Post Authorisation SSA Amendment. 

1 PI 

Within 25 calendar days of receipt of a 
valid  SSA form & all supporting 
documentation   

Application not approved 
Initial notification may be electronic 
Recommended standard letter: 
SL9:  Unfavourable Opinion of post authorisation SSA amendments 
(with options for further review) 

1 PI 

New South Wales 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Amendment  requiring further information requested 
Initial notification may be electronic 
No standard letter 

1 PI 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Amendment approved 
Authorisation to implement the changes must be in writing. 
No standard letter 

1 PI 

Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Amendment not approved 
Authorisation refusal must be in writing. 
No standard letter 

1 PI 

Victoria 

Timely action  SSA Amendment  requiring further information  
No standard letter. By email or letter 1 PI 

Timely action 
SSA Amendment validated 
Recommended standard letter: 
SSA acknowledgement and validation of an amendment 

1 PI 

Email decision promptly  
Written notification within 5 working days 

SSA Amendment approved 
Recommended standard letter: 
Authorisation of an SSA amendment 

1 PI 

Email decision promptly  
Written notification within 5 working days 

SSA Amendment not approved 
Recommended standard letter: 
Unfavourable opinion of a SSA amendment  

1 PI 
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Withdrawal / suspension of SSA authorisation for research at a site(s)  

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 24 hours of decision  

Recommended standard letter: 
SL10:  Suspension/Withdrawal of District Authorisation to conduct 
research. 
 
Notification must include: 
Reasons for withdrawal of authorisation 
Conditions that may restore authorisation for the research to proceed 
Recommended actions for participants currently enrolled in the trial.  

1 PI 

New South Wales 
Notification is to be immediate. Notification of suspension or withdrawal should be verbal. 1 Reviewing HREC & PI. 
Course of action to be communicated 
within 3 working days 

Following consultation with Reviewing HREC re safety issues, course 
of action to be documented in writing. 1 Reviewing HREC & PI. 

Victoria Within 24 hours of decision 

No standard letter 
Notification must include: 
Reasons for withdrawal of authorisation 
Conditions that may restore authorisation  
Recommended actions for participants currently enrolled in the trial 

1 PI 

Adverse event and serious adverse event reporting for local site(s) 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

SAEs for all study sites under the 
responsibility of the RGO 
Notification within 5 business days of being 
reviewed by  RGO 
 

Notification of receipt 
No standard letter 1 PI 

Notification of recommendations 
No standard letter 

1 Local  clinical governance committee (or equivalent) 
if applicable  

1 PI 

New South Wales 

SAEs for all study sites under the 
responsibility of  the RGO 
Timeframe not specified but must be 
conducted in an efficient and timely 
manner. 

Initial notification by email 
No standard letter 1 PI 

Victoria 

SAEs for all campus sites under the 
responsibility of  the institution’s RGO 
Notification within 5 working days of review 
and decision by the RGO/institution 
governance 

RGO may have institution governance involvement according to site 
policy 
No standard letter 

1 PI 
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Australian and international SUSARs Industry report  or DSMB report 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland N/A – reports are sent to the Reviewing HREC by the CPI 
New South Wales N/A – reports are sent to the Reviewing HREC by the CPI 
Victoria N/A – reports are sent to the Reviewing HREC by the CPI 
 

Complaints concerning the conduct of a project 
State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

Within 5 business days of being received 
by RGO 

Recommended standard letter: 
SL25: Acknowledgement of receipt of complaint  1 PI   

Within 5 business days of being received 
by RGO No standard format 1 

The ‘designated person’ (as described in the 
Australian Code for the responsible conduct of 
research) assigned to review complaints & research 
misconduct.  

Notification within 5 business days of 
decision by Designated Person No standard format 

1 PI 
1 Clinical governance unit if applicable 
1 Reviewing HREC 

New South Wales 

Timeframe not specified. 
Complaints to PHO should be sent to RGO 
Complainant to receive acknowledgement in writing, where possible. 
No standard format 

1 
Designated person at the institution to review 
complaints regarding conduct of research 
Copy to: 
PI & Reviewing HREC (if applicable) 

Timeframe not specified. Final outcome of investigation to be in writing. 
No standard format 1 

PHO to notify final outcome to: 
Complainant 
PI / other investigators 
Reviewing HREC 

Victoria Timely action 
Designated person at the institution to review complaints regarding 
conduct of research. According to site policy. 
No standard format 

1 PI and reviewing HREC (if applicable) 

 
 Complaints concerning the HREC’s  review process including the HREC’s rejection of an application 

State/Territory Timeframe Format Number of copies Recipient(s) 
Queensland N/A – reviewing HREC responsibility  
New South Wales N/A – reviewing HREC responsibility  
Victoria N/A – reviewing HREC responsibility 
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Complaints concerning the RGO’s review process including authorisation decisions e.g.  rejection of an application 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland 

Within 5 business days of being received 
by RGO 

Receipt notification (may be electronic)  
No standard format 1 PI 

Within 5 calendar  days of being reviewed 
by RGO and a decision made 

Notification ( initial notification may be electronic) of decision re the 
outcome of the complaint review 
No standard format 

1 PI 

New South Wales No timeframe specified Appeals on authorisation decisions to be in writing. 
Management of complaint to be determined by Chief Executive 1 Chief Executive (CE) 

Response determined by CE 

Victoria Timely action 
Designated person at the institution to review complaints regarding 
RGO review process and decisions. According to site policy. 
No standard format 

1 Institution’s executive 
PI 

 
General reporting: Study Annual Report 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 5 calendar  days of being received 
by RGO 

Receipt notification 
No standard format 1 PI 

New South Wales Timeframe not specified No standard format 1 PI (if required at site) 
Victoria Notification of receipt not specified No standard format 1 PI (if required at site)  
 
General reporting: Study Final Report 

State/Territory Timeframe Format Number of copies Recipient(s) 

Queensland Within 5 calendar  days of being received 
by RGO 

Receipt notification 
No standard format 1 PI 

New South Wales Timeframe not specified No standard format 1 PI (if required at site) 
Victoria Notification of receipt not specified No standard format 1 PI (if required at site) 
 
* Study commencement refers to the first point of recruitment i.e. the date when the advertising or screening for participants begins or commencement of data collection for 
studies which are not recruiting participants.  

** Reference: NHMRC Australian Health Ethics Committee (AHEC) Position Statement: Monitoring and reporting of safety for clinical trials involving therapeutic products 
May 2009:  http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf 
 

*** Study completion is defined as formal closure of study at site, with all data queries completed. 

http://www.nhmrc.gov.au/_files_nhmrc/file/health_ethics/hrecs/reference/090609_nhmrc_position_statement.pdf
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