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1.0 Introduction / Background 

Informed consent is a process which firstly involves the providing a potential participant (or 

their legally acceptable representative) written and verbal information, including the 

opportunity to ask questions regarding a clinical trial or research project to ensure 

they are informed of all aspects of the trial that are relevant to their decision to participate. The 

discussion(s) is then followed by voluntary informed consent which takes place prior to 

participating in any study procedures. 

“In obtaining and documenting informed consent, the investigator should comply with 

applicable regulatory requirement(s), and should adhere to GCP and to the ethical principles 

that have their origin in the Declaration of Helsinki” according to International Council for 

Harmonisation (ICH) Good Clinical Practice (GCP). 

The National Statement of Ethical Conduct in Human Research also outlines the Australian 

consenting requirements.   

2.0 Objective 

To describe the standards expected in relation to informed consent for clinical trials. It is not 

intended as consent training and clinical trials team members not experienced in taking 

consent should seek training and support from a more experienced colleague.  

3.0 Scope 

This SOP applies to all staff involved in clinical trials at South Western Sydney Local Health 

District (SWSLHD) & the Ingham Institute.  

4.0 Ownership and Responsibility 

The Principal Investigator (PI) retains overall responsibility for ensuring a participant’s consent 

has been obtained in the correct manner prior to entry into the clinical trial. If this 

responsibility for taking informed consent is delegated, it must be to a medical doctor or 

delegate with the appropriate training, experience and knowledge to enable them to explain 
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fully the implications of participating in the study to the potential participant. The Delegation 

of Responsibilities Log (FM_007 Delegation of Responsibilities Log) must be completed by the 

PI prior to any duty being undertaken. 

5.0 Associated Documents 

SOP_CTSU_02 Investigator Responsibilities  

SOP_CTSU_ 09 Investigator Site File and Essential Documents 

SOP_CTSU_13 Recruiting clinical Trial Participants  

FM_006 Protocol Specific Training Log  

FM_007 Delegation of Responsibilities Log 

6.0 Procedure 

6.1 How to Delegate Responsibility for Informed Consent 

The PI for a clinical trial can delegate the duty for the informed consent process on the 

Delegation of Responsibilities Log (FM_007 Delegation of Responsibilities Log).The following 

criteria must first be met: 

 The delegate is prepared to take on this additional responsibility and feels confident to

take informed consent in line with professional and SWSLHD policy.

 They must have a comprehensive understanding of the clinical trial, potential

pharmacological interactions, treatment toxicities (or adverse impacts of non-medication

interventions) and the associated disease area. The delegate should be fully aware of the

risks and potential benefits of a participant taking part in the clinical trial. The delegate

will be adequately trained with relevant experience and should have received appropriate

protocol training for the clinical trial. In pharmacological clinical trials the person

consenting the participant should be medically qualified. All training must be documented

in the Individual Training Log (FM_006 Protocol Specific Training Log).

 All personnel who have been delegated the duty of obtaining written informed consent

must have the following in place before undertaking this duty:

o A current copy of their signed and dated CV in the Investigator Site File (ISF)

o Must have completed the study specific Study Delegation Log, which has been signed

and dated by the PI.

o Completed protocol and other relevant training (documented)

o A current GCP training certificate

 An effective line of communication is maintained back to the PI who is ultimately the

https://www.swslhd.health.nsw.gov.au/Ethics/content/word/FM_006_Protocol%20Specific%20Training%20Log%20v1.0.doc
https://www.swslhd.health.nsw.gov.au/Ethics/content/word/FM_007_Delegation%20of%20Responsibilities%20Log%20Version%201%20dated%2018%20Feb%202020.docx
https://www.swslhd.health.nsw.gov.au/Ethics/content/word/FM_007_Delegation%20of%20Responsibilities%20Log%20Version%201%20dated%2018%20Feb%202020.docx
https://www.swslhd.health.nsw.gov.au/Ethics/content/word/FM_007_Delegation%20of%20Responsibilities%20Log%20Version%201%20dated%2018%20Feb%202020.docx
https://www.swslhd.health.nsw.gov.au/Ethics/content/word/FM_006_Protocol%20Specific%20Training%20Log%20v1.0.doc
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person responsible for the participant’s care and for ensuring that they or their legally 

acceptable representative have fully understood what they are consenting to. 

 The PI is also responsible for supervising any staff to whom they have delegated such

duties

 Any other research personnel involved in giving information during the informed consent

process should document this in the participant’s medical notes.

6.2 The Consent Process 

 The potential participant should be provided with the current version of the Participant 
Information & Consent Form (PICF) as approved by the Human Research Ethics Committee 
(HREC) and acknowledged by the Governance office.

 All Potential participants that meet the inclusion criteria and none of the exclusion criteria 
as documented in the approved protocol should be considered for enrolment. Clinical trial 
sites should make every effort to enrol participants from CALD background using available 
resources. This may include the Interpreter service and/or the Aboriginal liaison officer.

 The consent conversation should also reflect language the participant is able to 
understand which should not only be scientifically accurate but should also be sensitive 
to their social and cultural context. Consumer engagement is encouraged to ensure that 
the social and cultural context are addressed in the PICF and consenting process.

 Participants or their legally acceptable representative should be given adequate time, 

to read the information sheet and to discuss with any family and friends (if applicable), 

prior to agreeing to participate. The participant must not be coerced to participate in the 

study.

 PICFs may be provided to potential participants in advance of their visit to consent. In this 
instance, participants should be instructed to read the PICF, but not to sign, and to come 
to the visit with any questions they may have.

 Where an electronic version of the PICF is emailed before a visit, it should be sent in a 
portable document format (PDF) format to ensure no changes are made to the form.

 Once all questions have been addressed, participants should sign and personally date the 
PICF which should then be countersigned by the person obtaining consent. A copy of the 
PICF should be given to the participant, the original filed in the ISF and where the 
participant is also a patient, in their medical records so that other clinicians involved in 
their care are aware of their participation. 

6.3 Requirement for an impartial witness 

Where the person giving consent is unable to read, is physically unable to sign or mark the 

document, or where a translator is being used for non-English speaking participants, they may 

give their consent orally in the presence of an impartial witness (i.e. someone not involved in 
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the conduct of the trial). The witness signs and personally dates the consent form to attest 

that the information in the PICF was read and explained to the participant or legal 

representative and that consent was freely given.  

In cases where translation is required, a professional interpreter should be accessed to 

facilitate the process in accordance with NSW Health Policy Directive PD2017_044. The 

National Statement and GCP Guidelines do not require the Interpreter to sign the consent 

form as is specified in PD2017_044. For this reason the Interpreter should document the 

process for consenting the participant in the participant’s medical records.  

6.4 Consent Involving Children or Young People 

Prior consent of a parent or legal guardian is required for children. For older children, NSW 
Health Policy states that a child aged 14 years and above may consent to their own treatment 
provided they adequately understand and appreciate the nature and consequences of the 

operation, procedure or treatment. However, for clinical trials, it is usual practice to also 

obtain the consent of the parent or guardian up until the age of 18 years whilst also 

encouraging a child or adolescent to co-sign the Consent Form if they agree to take part 
and have sufficient maturity and understanding of what is proposed to provide their 

consent. Where possible, children and adolescents should agree to their participation in the 

clinical trial. If a child or adolescent turns 18 whilst on a trial, they should be asked to 

provide their consent to confirm willingness to continue.  

6.5 Consent involving incapacitated adults 

Under Part 5 of the Guardianship Act 1987, studies that are deemed under the Act to be 

clinical trials that seek to involve persons of 16 years of age or older with decision making 

disabilities, must be approved by the NSW Civil and Administrative Tribunal (NCAT) as 

described in NCAT Clinical Trials Fact Sheet (as amended). In addition, the National 

Statement (Sections 4.4.5 to 4.4.14) should be followed.  

6.6 Maintaining consent  

The informed consent process does not end once the consent form has been signed. The 

practice of giving information about the study to participants should be an on-going process 

performed by all members of the research team for the duration of the clinical trial.  

The PICF provided to participants should be revised if important new information becomes 

available that may impact on the participants’ continued consent. Participants may 

https://www.wslhd.health.nsw.gov.au/Health-Care-Interpreter-Service-/Policy-on-Working-with-Interpreters-#:~:text=Standard%20Procedures%20for%20Working%20with,PD2017_044)%20on%2020%20Dec%202017.&text=The%20Policy%20Directive%20states%3A,comply%20with%20this%20Policy%20Directive.
https://globalhealthtrials.tghn.org/articles/downloadable-templates-and-tools-clinical-research/https:/www.health.nsw.gov.au/policies/manuals/Pages/consent-manual.aspx
https://globalhealthtrials.tghn.org/articles/downloadable-templates-and-tools-clinical-research/https:/www.health.nsw.gov.au/policies/manuals/Pages/consent-manual.aspx
https://ncat.nsw.gov.au/ncat/case-types/guardianship/clinical-trials.html
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withdraw their consent at any time without giving a reason. Participants should be re-

consented promptly to confirm their willingness to continue in the clinical trial. If approved 

by an HREC, the re-consent may be obtained by telephone. This would be particularly 

relevant when the new information needs to be provided to participants before the next 

scheduled visit (or no additional visits are planned) and the process of bringing participants 

back to the site specifically for re-consent is considered unduly burdensome.  

Telephone re-consent should be conducted using the following process: 

 The participant is contacted and advised that there has been a change in the PICF

 The PICF is sent to the participant by post or email.

 If relevant (e.g. new safety information) the PI or delegate discusses the amendment

over the phone and if the patient agrees to continue, signs and send the PICF back to the

site

 The investigator or delegate countersigns and dates the consent form (date of their

signature rather than the date the participant signed) files a copy and sends a copy back

to the participant.

 The re-consent is documented clearly and accurately in the participant’s medical records

6.7 Documentation of Informed Consent 

The process of informed consent must be documented in the medical notes by the consenting 

PI/Delegate. Informed Consent Documentation should include the following: 

 In line with ICH GCP E6 (R2) Attributable, Legible, Contemporaneous, Original, Accurate

and Complete (ALOCAC)

 Participants name and hospital number must be documented

 Clinical trial name

 Version number and date of PICF and language of the PICF if appropriate

 Date PICF(s) given to participant, including details if emailed/mailed prior to visit

 A statement by the PI/Delegate confirming that the participant has had full opportunity

to read the PICF and ask questions (questions/issues raised should also be documented)

and that all questions have been adequately addressed.

 Ensure that documentation in the medical records that the patient has met all inclusion

criteria and none of the exclusion criteria as documented in the approved study protocol.

 A checklist of the Inclusion and exclusion criteria specified in the approved protocol can

be used but is not mandatory

 If an interpreter is used, documentation from the Interpreter/PI or both is required to

confirm the main elements of the consent conversation.
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