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4.2 Self assessment form

Self assessment tool for certification of ethical review processes

Section 1 Introduction

The self assessment tool is intended for use by an institution and its Human Research 
Ethics Committee (HREC) as part of the nomination for certification of institutional 
processes for ethical review of multi-centre research.

The self assessment tool provides the institution with an opportunity to review and confirm 
their readiness for assessment by the certifying body. The self assessment is intended to 
support institutional achievement of certification through enabling an efficient desktop 
audit and on-site assessment visit.

Section 2 Instructions

Most questions of self assessment can be answered with a response such as ‘yes’ or ‘no’. 
The tool will also identify areas where greater depth of information is required. In these 
cases, a ‘describe’ field is provided for free text comment. Free text comment may not be 
required where a document title, number and/or filename is cited.

If additional space is needed to answer any question, please note the relevant question 

number and attach it as an appendix to the completed form.

Once completed, this form and supporting documents should be sent electronically 
to homer@nhmrc.gov.au with the words DOCUMENTATION FOR CERTIFICATION 
(INSTITUTION NAME) in the subject field. 

Section 3 Definitions

Assessor – An assessor is a qualified individual who considers information provided by 
the institution and/or observations of institutional practice to make a recommendation to 
the certifying body on conformance to an agreed standard. An assessor may also gather 
information through interviews with key personnel and stakeholders.

Certification – The process of ensuring that a process conforms to an agreed standard or 
criteria determined by the certifying body. 

Certifying body – The entity undertaking the assessment of institutional claims and issuing 
a certificate of conformance to the agreed standard or criteria (where appropriate).

Desktop audit – An off-site audit conducted by the certifying body that verifies information 
provided by an institution satisfies the requirements of the nomination process.

Institution – The entity that nominates its processes for ethical review for assessment and 
certification by a certifying body, with the intent that the outcome of an ethical review of 
multi-centre research is utilised by institutions collaborating in a given health and medical 
research project.
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Monitoring – Monitoring of research is ‘the process of verifying that the conduct of 
research conforms to the approved proposal’1. For multi-centre projects where there 
has been a single ethical review adopted by all participating institutions, monitoring is a 
shared responsibility between participating institutions (through their research governance 
and administrative functions), the researcher at each centre and/or site and the relevant 
study team and the Human Research Ethics Committee (HREC) that reviewed the research 
protocol. A study sponsor may also undertake monitoring.

On-site – The physical location of the institution seeking certification.

Self Assessment – The first step towards certification. In self assessment, the institution 
reviews and confirms its readiness for assessment by a certifying body through a structured 
consideration of its policies and practices supporting its processes for ethical review 
of multi-centre research. The process serves to clarify and enhance the success of the 
application and allows for remedial action prior to audit by the certifying body.

Section 4 Documents supporting claims

Institutions will need to provide electronic copies (.PDF format) of documents that support 
their claims of conformance to the assessment criteria. Supporting documents listed within 
this form are optional unless otherwise stated.

In some cases, these documents are ‘mandatory’ inclusions and where this is so, the word 
MANDATORY appears in the text. 

Examples of supporting documents include:

Copy of duty statement or position description form for administrative officer(s) 
supporting ethical review process

Terms of reference for the HREC

Copy of template letter of appointment for HREC members

Standard operating procedures related to ethical review process

Templates of documents used by the HREC to communicate with researchers

Institutional policies related to ethical review

Annual report(s) on ethical review processes 

Institutions should provide blank template documents where a standard form is used for 
letters, statements and declarations. Where it is not possible to provide a blank template, 
the institution should appropriately manage any sensitive and/or identifiable information 
contained in the proffered documents.

1 NHMRC/ARC/AVVC National Statement on Ethical Conduct in Human Research (2007) Chapter 5.5 Monitoring 
Approved Research
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Group 3 Assessment criteria linked to training of HREC members and institutional 
administrative HREC support staff

Training3.1. 

Provide the following information regarding training and education for each 3.1.1. 
person or group of persons listed below:

Training received 
before assuming 
position? (Yes/No)

Training received after 
assuming position? 
(Yes/No)

Frequency of training? 
(e.g. annually,  
bi-annually, etc.)

HREC support staff

HREC Chair

HREC Deputy Chair

HREC members

HREC advisors

Briefly describe the training provided to the following groups in the past 3.1.2. 
twelve months:

HREC support staff 

HREC Chair 

HREC Deputy Chair

HREC members 

HREC advisors 

No Yes Ongoing

No Yes Bi-annually

No No NA

No Yes Ongoing

No No NA

Attendance at VMIA seminars, CCHRE workshops, other workshops,
seminars and conferences, study leave for completion of Masters
degrees.

Attends relevant seminars, workshops, conferences and national HREC
Chair meetings.

Courses have been offered but am not aware of any attended.

Attendance at Monash Research Ethics or Bioethics Intensive Courses,
attendance at workshops and seminars

The HREC coopts recognised experts in their respective fields to
provide reviews. The HREC doesn't provide any training.






















