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1. AIM 

To describe the procedures related to informed consent procedures and writing participant 
informed consent forms. 

 

2. SCOPE 
All phases of clinical investigation of medicinal products, medical devices diagnostics and 
therapeutic interventions. 

 

3. APPLICABILITY 
Principal Investigator/Investigator, Sub-Investigator(s), research coordinators and other staff 
delegated trial-related activities by the Principal Investigator. 

 

4. PROCEDURE 
4.1 Informed consent procedures 

A process by which a subject voluntarily confirms his or her willingness to 
participate in a particular trial, after having been informed of all aspects of the trial 
that are relevant to the subject’s decision to participate. Informed consent is 
documented by means of a written signed and dated Informed Consent Form.” 
ICH Guideline for Good Clinical Practice E6 1.28 
The Principal investigator (PI) or delegate should: 

• Refer to the Guardianship Act 1987 and comply with local Human Research Ethics 
Committee (HREC) requirements, NHMRC National Statement on Ethical Conduct in 
Human Research (2007) and other applicable regulatory requirement(s), and adhere to 
ICH-GCP and to the ethical principles that have their origin in the Declaration of 
Helsinki. 

• Obtain the HREC's written approval/favourable opinion of the written informed consent 
form and any other written information to be provided to subjects prior to the beginning 
of the trial. 

• Ensure  HREC's approval/favourable opinion is obtained prior  to the  use for any 
revised written Participant Information Sheet (PIS) and Consent Form (CF)  

• Inform the subject or a person responsible in a timely manner if new information 
becomes available that may be relevant to the subject’s willingness to continue 
participation in the trial. The communication of this information should be documented. 

• Determine eligibility as per protocol guidelines. The PI or delegate must document this 
in the participant’s clinical records  

• Ensure they conduct the informed consent with adequate knowledge of the trial and 
have completed prior training in the protocol and/or as per Sponsors requirements. 
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• Ensure that the written Participant Information Sheet (PIS) and Consent Form (CF) and 
any other written information to be provided to subjects is revised whenever important 
new information becomes available that may be relevant to the participant’s consent 

• Not, nor permit trial staff to coerce or unduly influence a participant to participate, or to 
continue to participate in a trial. 

• Permit any of the oral and written information concerning the trial, including the written 
informed consent form, to contain any language that causes the subject or a person 
responsible to waive or to appear to waive any legal rights, or that releases or appears 
to release the investigator, the institution, the sponsor, or their agents from liability for 
negligence 

• To fully inform the subject or, if the subject is unable to provide informed consent, 
a person responsible, of all pertinent aspects of the trial.  

• Ensure that language used in the oral and written information about the trial, including 
the written informed consent form is as non-technical as practical and should be 
understandable to the subject or a person responsible and the impartial witness, where 
applicable. 

• Ensure that before informed consent is obtained they provide the subject or a person 
responsible reasonable time and opportunity to inquire about details of the trial and to 
decide whether or not to participate in the trial. All questions about the trial should be 
answered to the satisfaction of the participant or a person responsible. 

• Ensure prior to a subject’s participation in the trial, that the written informed consent 
form is signed and personally dated by the participant, and by the person who 
conducted the informed consent discussion. The process also needs to 
be documented in the medical notes by the person conducting the consent discussion. 

• Documentation in the medical records about the consent procedure by the person 
conducting the consent discussion, including statement that all questions had been 
answered prior to signing and dating the PIS/CF is obligatory.  

• Ensure the participant is adequately informed about updated information about the trial 
at the next participant visit or as appropriate. If an approved amended PIS/CF is 
required to communicate these updates, follow the same procedure as when providing 
informed consent the first time.  

• Ensure if a subject is unable to read, is visually or hearing impaired, that an impartial 
witness be present during the entire informed consent discussion. The informed 
consent process is documented in the medical records and the consent form is 
signed by the consenting Investigator or delegate, the participant and the impartial 
witness. See Appendix 2. 

• Provide an accredited interpreter for participants unable to understand the English 
language. Interpreter services can be either performed in person or via telephone.  The 
consent form can also be translated into the appropriate language following the usual 
approval processes. See Appendix 2.   
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• If applicable, in the case of a blind or visually impaired participant, an electronic version 
of the consent form or other clinical trial documents can be emailed to them in order for 
them to use adaptive technology system at home.   

• A copy of all signed and dated PISCF is then filed/scanned into the medical record and 
the original document is kept in the site file/participant file.   

• Ensure the participant or person responsible receive a copy of the original signed and 
dated PIS/CF including any updated versions for the duration of the trial.  

• Ensure that when a clinical trial (therapeutic or non-therapeutic) includes subjects who 
can only be enrolled in the trial with the consent of a person responsible (e.g. minors, 
or patients with severe dementia), the subject is informed about the trial to the extent 
compatible with the subject’s understanding and, if capable, the subject should sign 
and personally date the written informed consent. 

Note:  Non-therapeutic trials may be conducted with participants that require consent 
of a person responsible, provided the following conditions are fulfilled: 

a. The objectives of the trial cannot be met by means of a trial in participants who can 
give informed consent personally. 

b. The foreseeable risks to the subjects are low. 

c. The negative impact on the subject’s well-being is minimized and low. 

d. The trial is not prohibited by law. 

e. The approval of the HREC is expressly sought on the inclusion of such subjects, and 
the written approval opinion covers this aspect. 

4.2 The Principal Investigator or delegate should ensure: 

• That trials; unless an exception is justified, are conducted with patients having a 
disease or condition for which the investigational product is intended. Participants in 
these trials should be particularly closely monitored and should be withdrawn if they 
appear to be unduly distressed. 

• That in emergency situations, when prior consent of the subject is not possible, the 
consent of the participants delegated person responsible, is required. When prior 
consent of the subject is not possible, and a person responsible is not available, 
enrolment of the subject should require measures described in the protocol with 
documented approval/favourable opinion by the HREC, to protect the rights, safety and 
well-being of the subject and to ensure compliance with applicable regulatory 
requirements. 

• That in an emergency situation, the participant or a person responsible is informed 
about the trial as soon as possible, and informed consent to continue on the trial is 
requested, and documented in the participant notes.  

• Approval has been obtained from NSW civil administrative tribunal as per the following; 

i. A clinical trial conducted in NSW, which may include persons who are 16 years of 
age or older who are unable to provide informed consent to treatment, must have 
the approval of the Tribunal under Part 5 of the Guardianship Act 1987. 
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http://www.ncat.nsw.gov.au/Pages/guardianship/gt_matter_about/clinical_trials.aspx 

ii. Also refer to the National Statement on Ethical Conduct in Human Research, 
2007 for details on obtaining consent in special cases. 

 
4.3 Writing patient informed consent forms  

 Templates provided via the following 
link: http://www.swslhd.nsw.gov.au/ethics/ethics.html 

 
The Principal Investigator or delegate should: 
Ensure the written informed consent form and any other written information provided to 
subjects includes explanations of the following: 

i. That the trial involves research. 
ii. The purpose of the trial. 
iii. The trial treatment(s) and the probability for random assignment to each treatment. 
iv. The trial procedures to be followed, including all invasive procedures. 
v. The subject's responsibilities. 
vi. Those aspects of the trial that is experimental. 
vii. The reasonably foreseeable risks or inconveniences to the subject and, when 

applicable, to an embryo, foetus, or nursing infant. 
viii. The reasonably expected benefits. When there is no intended clinical benefit to the 

subject, the subject should be made aware of this. 
ix. The alternative procedure(s) or course(s) of treatment that may be available to the 

subject, and their important potential benefits and risks. 
x. The compensation and/or treatment available to the subject in the event of trial 

related injury. 
xi. The anticipated prorated payment, if any, to the subject for participating in the trial. 
xii. The anticipated expenses, if any, to the subject for participating in the trial. 
xiii. That the subject's participation in the trial is voluntary and that the subject may refuse 

to participate or withdraw from the trial, at any time, without penalty or loss of benefits 
to which the subject is otherwise entitled. 

xiv. That the monitor(s), the auditor(s), the HREC, and the regulatory authority (ies) will 
be granted direct access to the participant’s original medical records for verification of 
clinical trial procedures and/or data, without violating the confidentiality of the subject, 
to the extent permitted by the applicable laws and regulations and that, by signing a 
written informed consent form, the subject or the subject's legally acceptable 
representative is authorising such access. 

xv. Those records identifying the participant will be kept confidential and, to the extent 
permitted by the applicable laws and/or regulations, will not be made  

xvi. Publicly available. If the results of the trial are published, the Participant’s identity will 
remain confidential. 

xvii. That the subject or a person responsible will be   informed in a timely manner if 
information becomes available that may be relevant to the participant’s willingness to 
continue participation in the trial. 
 

CLINICAL TRIALS USE ONLY – ALL SITES ARE ENCOURGAED TO PROVIDE AN ADDENDUMTO THIS 
DOCUMENT IF SPECIFIC REQUIREMENTS ARE NOT COVERED 

SOP_GCP06_01 Ingham Institute/SWSLHD Informed Consent Procedures and Writing Participant Informed 
Consent Forms, Version 2, Dated 20th Dec 2016   

  

         Page 5 of 13 

http://www.ncat.nsw.gov.au/Pages/guardianship/gt_matter_about/clinical_trials.aspx
http://www.swslhd.nsw.gov.au/ethics/ethics.html


 

 

 
xviii. The person(s) to contact for further information regarding the trial and the rights of 

trial participant, and whom to contact in the event of trial-related injury. 
xix. The foreseeable circumstances and/or reasons under which the subject's 

participation in the trial may be terminated. 
xx. The expected duration of the subject's participation in the trial. 
xxi. The approximate number of subjects involved in the trial. 
xxii. Access to the trial medication after the trial has completed (if applicable) 
xxiii. Information about the outcome of the trial after closure 

 

5. GLOSSARY 
Delegate 
A person delegated by the Principal Investigator to carry out specific but appropriate tasks in 
relation to the conduct of a clinical trial. 

Good Clinical Practice (GCP) 
A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and 
reporting of clinical trials that provides assurance that the data and reported results are credible 
and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected. 

Human Research Ethics Committee (HREC) 
A body, which reviews research proposals involving human participants, that they are ethically 
acceptable and in accordance with relevant standards and guidelines.  

The National Statement requires that all research proposals involving human participants be 
reviewed and approved by an HREC and sets out the requirements for the composition of an 
HREC.  

Impartial Witness 
ICH-GCP defines an Impartial Witness as a person, who is independent of the trial, who cannot 
be unfairly influenced by people involved with the trial. The impartial witness is required to 
attend the informed consent process if the participant is considered vulnerable meaning they 
are unable to read, write or are vision impaired. An impartial witness can also be used if the 
participant’s legally acceptable representative cannot read.  

An impartial witness is also required when an interpreter is used to obtain informed consent.  

The impartial witness is expected to sign and date the consent form as verification that the 
process of Informed consent has occurred.  

 
Informed Consent  
A process by which a participant voluntarily confirms his or her willingness to participate in a 
particular trial, after having been informed of all aspects of the trial that are relevant to the 
subject's decision to participate. Informed consent is documented by means of a written, signed 
and dated informed consent form. The Informed consent process continues for the life of the 
trial.  
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International Conference on Harmonisation (ICH) 
The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for 
Human Use (ICH) is unique in bringing together the regulatory authorities and pharmaceutical 
industry to discuss scientific and technical aspects of drug registration. Since its inception in 
1990, ICH has gradually evolved, to respond to the increasingly global face of drug 
development. ICH's mission is to achieve greater harmonisation worldwide to ensure that safe, 
effective, and high quality medicines are developed and registered in the most resource-
efficient manner. 

Principal Investigator  
Is an individual responsible for the overall conduct of a clinical trial at a trial site. They ensure 
that it complies with ICH-GCP guidelines and may delegate tasks to other clinical trial/study 
team members.  

Protocol 
Is a document that describes the objective(s), design, methodology, statistical considerations 
and organisation of a trial. 
Sub Investigator 
Any individual member of the clinical trial/study team designated and supervised by the 
investigator at a trial site to perform critical trial-related procedures and/or to make important 
trial-related decisions (e.g., associates, residents, research fellows). 

A Person Responsible  
A person responsible makes decisions for children and adults who have a disability and who 
are incapable of consenting to treatment. The person responsible is not necessarily the 
participant’s next of kin. This statutory concept is defined further in the Guardianship act 1987 
Section 33A / http://www.legislation.nsw.gov.au or highlighted in Appendix 3. 

Adaptive Technology System 
Adaptive Technology is a broad term often used to describe both the products and services for 
people with special needs. Adaptive Technology can provide equality between visually impaired 
individuals and their sighted peers within the emerging information society. With the aid of the 
appropriate technological devices, visually impaired persons can independently access, 
process, store and transmit the same information handled by sighted people. Both use 
computers to manipulate this information. The only difference lies in the form in which the 
information is displayed. 
 

There are essentially five methods of output that can render computers and printed materials 
accessible for individuals who are blind or visually impaired:  
Screen Reader, Braille Printer, reading device, electronic Braille displays, and text 
magnification. For more information contact www.visionaustralia.org 
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6.   APPENDICES 
 Appendix 1:  Informed Consent of Minors  

Appendix 2: Informed Consent of Adults with English as a Second Language, are hearing 
and/or visually impaired 

Appendix 3:  Person Responsible/Consent for vulnerable participants   

Appendix 4: Informed consent template 

Appendix 5: SOP Change Log  

DOCUMENT END 
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APPENDIX 1.  
 Informed Consent of Minors as per the Guardianship Act 1987  

There are a number of factors that must also be considered when seeking consent from minors 
including the following; 

i. It is essential that the clinical study either relates directly to a clinical condition from which the 
minor suffers, or that the study can only be carried out on minors.  

 
ii. It should be shown that there will be some direct benefit for the research participants, and that 

the clinical study is necessary to validate data obtained in other clinical studies involving those 
able to give informed consent (or by other research methods). The clinical study needs to be 
designed to minimise pain, discomfort, fear and any other foreseeable risk in relation to the 
disease and the minor’s stage of development. Continuous monitoring throughout the study of 
such risks and/or distress must take place. 

 
iii. A full explanation of the study (including the objectives, risks/inconveniences) must be given to 

the parent/legal guardian of the minor. That person may then provide consent for the minor to 
participate in the study. If the study involves emergency treatment and the parent/guardian 
cannot be contacted in time to provide consent, then consent from a legal representative can 
be obtained. The legal representative must receive the same full explanation of the study so 
that they can provide consent to the minor taking part. A contact number for the research team 
must be given so that they can obtain further information about the study should they wish to do 
so.  

 
iv. The minor should be given information about the study according to his/her level of 

understanding (from staff that have experience in dealing with minors) and the person seeking 
consent must respect their wishes.  

 
v. The minor, parent/legal guardian of the minor (or the legal representative of the minor) must be 

made aware that they can withdraw from the study at any time without any detriment to future 
care.  

 
vi. No incentives or financial inducements must be given except for compensation in the event of 

injury or loss.  
 
vii. If aged 16 or over, it is acceptable for minors to sign their own consent form.  
 
viii. The Participant Information Sheet should be written in a language that the minor can 

understand i.e. there should be different versions for e.g. under 5s, 6-12 year olds, 13-15 year 
olds and over 16. There should also be a version produced for the parent/guardian/legal 
representative.  

 
ix. It is best practice to obtain the consent of the child, in addition to the consent of the 

parent/guardian, if the child is deemed competent to understand the research being explained 
to them. In such circumstances a signature should be obtained from both the minor and the 
parent/guardian on the consent form.  
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APPENDIX 2:  Informed Consent of Adults with English as a Second Language or Adults that 

are known to be Illiterate, hearing impaired or blind.  
Trial participants who are not proficient in English or are illiterate, hearing impaired or blind are at 
higher risk of ineffective communication, which can compromise the process of obtaining informed 
consent.  A professional interpreter or person responsible must be used during the informed consent 
process in these instances.  

The following cues may indicate a person's English language ability and/or level of communication is 
not sufficient for the situation thus indicate they will require an interpreter or the presence of a person 
responsible: 

1. Person states they speak little or no English 

2. Person states they read little or no English   

3. Person requests an interpreter. 

4. The person is blind or hearing impaired  

5. Person nods or says "yes" to all of the professional's comments and questions.  This may be a 

6. Culturally based demonstration of respect or it may reflect a lack of understanding. 

7. Person speaks a language other than English at home.  This is a strong indicator of proficiency. 

8. Because the language spoken at home is the language in which the person expresses emotion 
and the largest vocabulary.  If English is not the language used at home, then that person may 
lack the vocabulary for self-expression, especially regarding emotional issues, sensitive topics 
or health related participants and terminology. 

9. Person speaks a language other than English with friends. 

10. Person's preferred language for reading is other than English.  This may indicate the person’s 
limited English vocabulary.  However, many professionals trained in other countries read 
English well because English language textbooks are frequently used for advanced 
education.  Thus, the person may comprehend written English better than spoken English. 

11. Person has a brief residence in the country.  However, length of residency alone is not a 
good indicator of proficiency. 

12. It is important to remember that although a person may have attained a high level of English 
proficiency, in times of extreme stress, illness and with ageing, a person's proficiency in their 
second language is likely to decrease and an interpreter may be required. 

Proficiency in English can be assessed by; 
1. Providing the patient with information about the procedure or intervention being discussed. 

2. Asking the patient to summarise the important aspects of information you have provided.  If the 
patient is not able to repeat what you consider the important aspects of the information you 
provided, you need to use an interpreter for communication. 

3. When using an interpreter ensure that an impartial witness is also present and signs and dates 
the consent form as acknowledgement that the participant was provided Informed consent by the 
study team via the use of an Interpreter. The process is then documented in the participant’s 
medical records by the consenting Investigator.  
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APPENDIX 3: 
 Definition of ‘Person Responsible’ as per the guardianship Act 1987 Section 33A 

 
1. A Person Responsible makes decisions for children and adults who have a disability and who 

are incapable of consenting to treatment. 
 

2. The Person Responsible is not necessarily the patient's next of kin.  
 

3. If the patient is an adult, the Person Responsible in priority order is either: 
 
i. A guardian who has the power to consent to health care, which includes the power to refuse 

or withdraw consent to treatment 
ii. A spouse - including a de-facto spouse 
iii. An unpaid carer who is now providing domestic services or support to the patient, 
iv. Or who provided these services and support before the patient entered a residential facility 
v. A relative or friend who has both a close personal relationship and a personal interest in the 

patient's welfare. 
 

4. It is the responsibility of the medical practitioner recommending treatment to determine             
whether a person qualifies as the patient's Person Responsible. 
 

5. There can only be one delegated Person Responsible for each participant. 
 
6. If the medical practitioner cannot decide between competing persons, the matter should be 

referred to the Guardianship and Administration Board. 
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APPENDIX 4: Informed consent template  
This example template can be used for every participant consented into any trial to ensure 
compliance and standardisation of GCP  

 
Participant Name   

Trial Name/HREC Number/Local Number   
PIS/CF Version Number and date   

Date signed by PI/Delegate and Participant   

Date signed by an impartial witness (if applicable) 
A witness is only required if a participant is considered vulnerable i.e. unable to 
read/write or are visually impaired. They are also required if an interpreter is used 
to obtain informed consent  

 

Has a copy of PIS/CF given to participant/person 
responsible? 

 

Has the participant has been provided sufficient time to  

read and understand the Information provided?  

 

 

 

 

 

 

Document any questions asked by the participant  

and responses provided  
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APPENDIX 5: SOP CHANGE LOG 

 
Version No. 

 
Reason for Issue 

 

1.0, June 1st  2015 

 

 

First issue – Approved 29th September 2015 by the SWSLHD Research 
and Ethics Steering Committee 

 

2.0, Dec 20th 16 

 

Updated for further clarification and addition of  revised ICH-GCP 
Guidelines (Version 4.0, November 2016) 
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