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1. 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” ICH GCP Section 4.8.1 
 
2. Objective 
 
This SOP describes the procedure for obtaining written informed consent from a clinical trial 
or research participant. 
 
3. Scope 
 
This SOP applies to all research staff who take consent from study participant or their legal 
representative. The SOP covers all phases of clinical investigation of medicinal products, 
medical devices diagnostics and therapeutic interventions.  
 
4. Ownership and Responsibility 
 
The Principal Investigator retains overall responsibility for ensuring a participant’s consent has 
been obtained in the correct manner prior to entry into the study. If this responsibility for taking 
informed consent is delegated (documented on the Delegation of Duties log), it must be to a 
medical doctor or delegate with the appropriate training, experience and knowledge to enable 
them to explain fully the implications of participating in the study to the potential participant. 
 
The delegation of the consent process by the Principal Investigator to an appropriate, suitably 
qualified member of the research team should be considered on a trial-by-trial basis, in 
accordance with ICH GCP. This must be documented clearly on the study specific Delegation 
of Duties log, and signed and dated by the Principal Investigator prior to the duty being 
undertaken. 
 
5. Glossary / Acronyms 
 
HREC  Human Research Ethics Committee 
ICH GCP International Conference on Harmonisation of Good Clinical Practice 
PICF  Participant Information Sheet/Consent Form 
PI  Principal Investigator 
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CTU                Clinical Trials Unit (Departmental) 
CTSU              Clinical Trials Support Unit (for SWSLHD)  
 
6. Associated Documents 
 

 SOP 02 Investigator Site File  
 SOP 10 Investigator Responsibilities 
 SOP 01 Documentation of site qualifications resources and training records 
 Appendix a) Informed Consent Documentation Template  

 
7. Procedure 
 

 “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 

 
7.1. How to Delegate Responsibility for Informed Consent 

 
The Principal Investigator (PI) for a research study can delegate the duty for the 
informed consent process. The following criteria must first be met: 
 
• The designee is prepared to take on this additional responsibility AND feels 

confident to take informed consent in line with professional and SWSLHD policy 
/guidelines. 

• They must have a comprehensive understanding of the study, potential 
pharmacological interactions / treatment toxicities (or adverse impacts of non-
medication interventions) and the associated disease area. The designee should 
be fully aware of the risks and potential benefits of a participant taking part in the 
clinical trial. The designee will in most instances be medically qualified (in particular 
for pharmacological clinical trials), with relevant experience and should have 
received appropriate protocol training for the study. All training must be 
documented in the individuals study training log (SOP 01 Documentation of site 
qualifications resources and training records). 

• All medical personnel who have been delegated the duty of obtaining written 
informed consent must have the following in place before undertaking this duty: 
 
 A current copy of their signed and dated CV in the Investigator Site File 
 Must have completed the study specific Study Delegation Log, which has been 

signed and dated by the PI. 
 Completed protocol and other relevant training (documented) 
 A current GCP training certificate  
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• An effective line of communication is maintained back to the PI who is ultimately 
the 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.  

 
7.2. The Information provided to the Participant 

 
Patient information should be provided to potential study participants in both oral and 
written form ICH-GCP (4.8.10) describes what should be explained to a research 
participant during the discussion prior to them consenting to participate in a trial and what 
should be contained within the PICF (or any other written information relating to the trial). 
Check that the oral information reflects the written information provided and includes: 
 
• That the trial involves research. 
• The purpose of the trial. 
• The trial treatment(s) and the possibility of random assignment to each treatment. 
• The trial procedures to be followed, including all invasive procedures. 
• The participant’s responsibilities. 
• The experimental aspects of the trial. 
• Any foreseeable risks or inconveniences for the trial participant. 
• The reasonably expected benefits. If there is no clinical benefit intended, the participant 

must be made aware of this. 
• Alternative treatments and procedure(s) that may be available and the potential 

benefits and risks. 
• The compensation and/or treatment available to the participant in the case of any injury 

relating to the trial. 
• That the participant’s participation in the trial is completely voluntary and that the 

participant can withdraw or refuse to participate, at any time, without penalty or loss of 
benefits to which they would otherwise be entitled and without affecting their future 
care. 

• That authorised representatives from regulatory bodies, pharmaceutical company (or 
other commercial company, if appropriate to the study), sponsor, monitors or the HREC 
(as appropriate) will be given access to the participant’s records for the purpose of 
verification of the trial procedures and data collected, without violating the 
confidentiality of the participant. 

• A statement that records identifying the participant will be kept confidential and will not 
be made publicly available. If the results of the study are published, the participant’s 
identity will remain confidential. 

• A statement that the participant/legal representative will be informed in a timely manner 
if any information becomes available that may be relevant to the participant’s 
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willingness to continue to participate in the trial. 
• The person(s) to contact for further information regarding the trial 
• The foreseeable circumstances under which the participant’s participation in the trial 

may be terminated. 
• The expected duration of the participant’s participation in the trial. 
• The approximate number of patients involved in the trial. 

 
7.3. The process of Informed Consent 

 
The PI or Delegate taking informed consent must ensure they are completely familiar with 
all aspects of the clinical trial as described in the HREC approved version of the protocol. 
Consideration should also be given as to whether it is appropriate to approach a particular 
individual with a request to participate in a study. Those taking consent should consider 
whether there are factors present which may impair a participant’s capacity at that time 
point (please refer to sections 7.6, 7.7, 7.8, 7.9 and 7.10 of this SOP for further details). 
 
Participants who potentially fulfil the inclusion criteria will be identified and approached. A 
verbal explanation of the study, in addition to the written PICF must be given to the 
participant and a family member, carer, Legal Representative or friend as appropriate. 
Time for questions throughout the discussion must be given and questions adequately 
addressed before proceeding. 

 
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 should not be coerced to participate in the study. 
 
All prospective study/research participants should be given information regarding the study 
in a suitable area prior to any study specific procedures being undertaken. Respect and 
dignity of the participant should be taken into consideration prior to the consent process 
being performed and a private area sought. 
 
On some occasions, the Investigator may request that the PICF is sent to the potential 
participant before their visit.   In these circumstances the Investigator must ensure he/she 
has had discussions with the potential participant regarding the trial prior to the PICF being 
sent.  
 
• The PICF may be mailed or emailed to the potential participant, but must be in a PDF 

format if being emailed 
• The following information/instructions must also accompany the sent out PICF 

 
 Read PICF fully, but do not sign 
 Write any questions down and bring to next appointment 

 
The person taking informed consent must provide the participant, or their legally acceptable 
representative with the current HREC approved version of the PICF for the study, together 
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with any other HREC approved written information to be provided to the participants.  The 
consenting doctor should ensure that the relevant CTU team member(s) is notified of the 
potential participant and the eligibility criteria has been discussed with CTU prior to the 
consenting process beginning. 

 
Once the participant or their legally acceptable representative has had time to read the 
information sheet and has had any questions regarding their participation answered 
satisfactorily, the person taking informed consent will ask them to sign and personally date 
the appropriate section (i.e. the consent form) of the written PICF relating to the study.  
 
If an impartial witness is required (please refer to sections 7.6 and 7.9 of this SOP), they 
will then be asked to sign and personally date the witness section of the consent form.   
 
The consent form must be personally signed and dated by the person taking consent, the 
impartial witness (if applicable) and the participant. Each should also clearly print their 
name by their signature. 
 
Once all parties have signed the PICF the participant will receive a copy of the signed and 
dated PICF, and any other written information provided to the participants. A copy of the 
PICF must also be placed/scanned in the patient’s medical record and the original signed 
PICF filed in the Investigator Site File (ISF). 
 
Once consent has been obtained, the participant will be provided with a Card which will 
have information about the Clinical Trial and contact details of the PI and a contact phone 
number.  
 
7.4. Documentation of Informed Consent 

 
The process of informed consent must be documented in the medical notes by the 
consenting PI/Delegate. The Template provide in appendix a) provides a suggested 
guideline.  
 
Informed Consent Documentation should include the following: 
 
 Patient name and hospital number 
 Version number and date of PICF 
 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.  

 Date PICF was signed and dated by the participant – to be completed by 
consenting PI/Delegate 

 Use of an impartial witness 
 Use of interpreter 
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7.5 Re-consenting Throughout the Study 

 
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. At times, the written PICF and any other 
written information to be provided to the participants may need to be revised whenever 
important new information becomes available.  This is particularly significant with the 
introduction of protocol amendments or the updating of side effects associated with the 
treatment, which may be relevant to the participant’s willingness to continue. In these 
circumstances the study participant or their legally acceptable representative will be asked 
to re-consent on an amended HREC approved consent form in order to continue their 
involvement in the study.  The consenting process and documentation of this will be the 
same as set out in sections 7.3 and 7.4 of this SOP. 

 
 
7.6 Participants who are Unable to Read 
 
When a participant is unable to read, or their legally acceptable representative is unable 
to read, an impartial witness must be present during the consenting process i.e. the entire 
informed consent discussion and the signing of the consent form. 
 

a. The written PICF and any other written information is provided to the participant or 
their legally acceptable representative 

 
b. The consenting doctor will read the entire PICF to the participant, or to their legally 

acceptable representative and explain all aspect of the clinical trial 
 

c. 3. The participant or their legally acceptable representative will, if agreeable, then 
orally consent to  participation, and if capable, will sign and personally date the 
consent form 

d. The impartial witness will then sign and personally date the consent form 
 

By signing the consent form, the witness attests that the information in the consent form 
and any other information was accurately explained to, and apparently understood by, the 
participant or the participant’s legally acceptable representative, and that informed consent 
was freely given by the participant or the participant’s legally acceptable representative. 
(Section 4.8.9 ICH GCP) 
 
 
7.7 Consent of Non-English Speaking Participants 
 
When a non-English speaking person will be identified as a potential participant.  In these 
circumstances the CTU may not have a written translation of the consent document in the 
participant’s native language and must rely on an oral translation, using an independent 
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and suitably qualified healthcare interpreter. Investigators should carefully consider the 
ethical/legal ramifications of enrolling participants when a language barrier exists.  If the 
participant does not clearly understand the information being presented, the participant’s 
consent will not truly be informed and may not be legally effective.  

 
The use of a translator in obtaining informed consent should be clearly documented in the 
medical notes, using Template 8 Informed Consent Documentation (as above).  The name 
of the translator and the relationship between the translator and the participant should be 
noted. 
 
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. 

 
7.8 Consent of a Young Person 

 

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

a. 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.  

b. 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. 

c. 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. 

d. 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.  

e. 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.  
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f. No incentives or financial inducements must be given except for compensation in the 
event of injury or loss.  

g. If aged 16 or over, it is acceptable for minors to sign their own consent form.  
h. 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.  

i. 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.  

 
7.9 Participants with Cognitive Impairment, Intellectual Disabilities or Mental Illness 
 
The capacity of a person with a cognitive impairment, an intellectual disability or a mental 
illness to consent to a clinical trial, and the ability to participate in it, can vary for many 
reasons.  Even when capable of giving consent and participating, people with these 
conditions may be more-than-usually vulnerable to various forms of discomfort and stress.  
Because of this, care should be taken to ensure that risks and any burden involved in the 
clinical trial are justified by the potential benefits of the trial.  Refusal or reluctance to 
participate in a clinical trial by a person with a cognitive impairment, an intellectual disability 
or a mental illness should always be respected. 
 
When consenting any person with these conditions, the consenting doctor should, where 
the impairment, disability or illness is temporary or episodic, attempt to obtain consent at 
a time when the condition does not interfere with the person’s capacity to give 
consent.  Under these circumstances the consent process should be witnessed by: 
 
 A person who has the capacity  to understand the merits, risks and procedures of the 

clinical trial 
 A person who is independent of the clinical research team (impartial); and 
 Where possible, a person who knows the participant and is familiar with his/her 

condition 
 

The consenting process should include discussion of any possibility that the participant’s 
capacity to consent or to participate in the clinical trial may vary or be lost altogether.  The 
participant’s wishes about what should happen in those circumstances should be 
documented and followed, unless changes in circumstances mean that acting in 
accordance with those wishes would be contrary to the participant’s best interest. 
 
Where consent has been given by the participant’s legally acceptable representative, the 
consenting doctor should, as far as possible, explain to the participant what the clinical trial 
is about and what participation involves.  Should the participant at any time during the trial 
recover the capacity to consent, the Investigator should offer the participant opportunity to 
continue participation or to withdraw. 
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Prior to taking consent from a person with a cognitive impairment, an intellectual disability 
or a mental illness, the Principal Investigator must inform the relevant HREC(s) how they 
propose to determine the capacity of the participant to consent to the trial.  This should 
include the following: 
 
a. How the decision about the person’s capacity will be made 
b. Who will make that decision 
c. The criteria that will be used in making the decision; and 
d. The process for reviewing , during the clinical trial, the participant’s capacity to consent 

and to participate in the trial 
 

7.10 Participants Highly Dependent on Medical Care 
 

Consenting of participants who  are highly dependent on medical care should first be 
sought from the individual, wherever they are capable of giving consent and it is practicable 
to approach them.  During the consenting process, the Investigator should ensure that 
stress or emotional factors that may impair the participant’s understanding of the trial or 
their decision to participate in the trial are minimised.  The dependency of the individual 
and their relatives on the medical personnel providing their treatment may also 
compromise the freedom of a decision to participate. 
 
When a participant who is highly dependent on medical care is not capable of giving 
consent, or where is not practicable to approach them, consent should be obtained by their 
legally acceptable representative. 
 
Where the Investigator is also the treating physician, it should be considered whether 
another Investigator should make the initial approach and /or obtain the consent from the 
participant or their legally acceptable representative. 
 
In circumstances where neither the potential participant nor their legally acceptable 
representative can consider the clinical trial, an HREC may, having taken into account of 
relevant jurisdictional law, approve the participant’s involvement without prior consent, 
providing: 
 
 There is no reason to believe that, were the participant or their legally acceptable 

representative to be informed of the clinical trial, he or she  would be unwilling to 
consent 

 The risks of harm to individuals are minimised 
 The clinical trial is not controversial 
 The clinical trial supports a reasonable possibility of benefit over standard care 
 Any risk or burden to the participant is justified by its potential benefits 
 Inclusion in the clinical trial is not contrary to the interest of the participant 
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As soon as reasonably possible, the participant or their legally acceptable representative 
should be informed of their inclusion into the clinical trial and of their option to withdraw from 
it without any change in the quality of their care. 
 
8. Dissemination and Implementation 
 
This SOP will be disseminated by the Clinical Trials Support Unit (CTSU) via the SWSLHD 
Ethics and Research website. Updates will be made available with details of planned dates of 
implementation.  
 
9. Monitoring Compliance and Effectiveness 
 
Compliance with this SOP will be monitored as part of the CTSU review process. Any problems 
or potential problems concerning the effectiveness of this SOP may be identified during the 
CTSU monitoring process or through users informing CTSU. 
 
10. Review and Updating 
 
This SOP will be reviewed every two years, or whenever there are changes to legislation or 
working practices that impact upon the content of this document. This SOP may be merged 
with another SOP if appropriate or removed entirely if it becomes redundant. 
 
11. References 
  
• ICH Harmonised Guideline “Integrated Addendum to ICH E6 (R1): Guideline for Good 

Clinical Practice E6 (R2) dated 11 June 2015 
• Declaration of Helsinki 2013 
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National Health and Medical Research Council; Australian Research Council; Australian 
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• https://legislation.nsw.gov.au/#/view/act/1987/257/part5/div4a/sec45ab 
 
12. Amendment history 
 

Version Date  Amended by Details of amendment 

 1.0  1st June 2015  N/A First Issue  

 2.0   20th December 2016   Kelsey Dobell-Brown Compliance with ICH-GCP updates  

 3.0   14th December 2018  Kelsey Dobell-Brown 
For further clarification of processes in 
consenting vulnerable participants and 
adherence to local review procedures 
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