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. AIM

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

. SCOPE

Applicable to all clinical research projects undertaken at Western Health (WH), including
investigator initiated research, collaborative research and all phases of clinical
investigation of medicinal products, devices and diagnostics that involve recruitment of
participants.

. APPLICABILITY

Principal Investigator (PI), Associate Investigator(s), research coordinators, staff delegated
research/trial-related activities by the Pl and any researchers on projects where obtaining
consent is required.

. PROCEDURE

For investigator initiated trials where WH is also the sponsor, obligations owed to or
emanating from sponsor should be interpreted to mean WH.

NOTE: All Victorian Human Research Ethics Committees (HRECSs) use and comply with
the standard Participant Informed Consent Form (PICF) that has been issued by the
Victorian Dept. of Health. Deviating from this standard form may result in delaying the
ethical approval of your study. Furthermore, as the PICF has legal implications, any
significant deviation from the Dept. of Health’s standard template should be approved by
Western Health’s legal counsel prior to it being adopted and submitted for ethical review.

The standard PICF template can be accessed from the below hyperlink:

Victorian Department of Human and Health Services Clinical Trials and Research “How
to make an HREC Application”

4.1. Informed consent procedures
The investigator(s) should:

STEP ACTION

41.1 Comply with local HREC and Research Governance Office (RGO) requirements,
NHMRC National Statement on Ethical Conduct in Human Research (2023) and
other applicable regulatory requirement(s), and adhere to Good Clinical Practice
(GCP) and to the ethical principles that have their origin in the Declaration of
Helsinki. ICH GCP 4.8.1

4.1.2 Obtain the HREC and RGO written approval/authorisation of the written informed
consent form and any other written information to be provided to participants prior
to the beginning of the research/trial.

4.1.3 Ensure that the written informed consent form and any other written information
to be provided to participants is revised whenever important new information
becomes available that may be relevant to the participant’s consent. The
communication of this information should be documented as per the Trial Master
File (TMF) Checklist (See WH GCP SOP002). ICH GCP 4.8.2
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41.4

Obtain the HREC and RGO approval/authorisation in advance of use for any
revised written informed consent form, and written information. ICH GCP 4.8.2

4.1.5

Ensure the person/s obtaining the informed consent have an adequate
understanding of the project, the informed consent process and is the person/s
identified to conduct the process on the delegation log. ICH GCP 5.7

4.1.6

Inform the participant or the participant’s Medical Treatment Decision Maker
(MTDM) in a timely manner if new information becomes available that may be
relevant to the participant’s willingness to continue participation in the trial. The
communication of this information should be documented.

Where the Pl determines that the new information provided in a revised written
consent form (e.g. amended/updated informed consent form provided by a clinical
trial sponsor) does not have any relevance to an individual participant, the
participant does not need to be informed of the revised consent form. Examples
of this are:

1. when the changes only relate to the active phase of the trial and the
participant is in long term follow up

the participant is not required to be given or sign the revised version; and

where a participant’s physical condition has declined and the treating
physician feels that the new information in the consent form is not relevant
to the participant, for example a participant that has entered a palliative
care facility

A file note must be made by the PI stating the reason that the revised written
consent was not relevant to each individual participant in question. The file note
must be signed and dated by the PI (not a research nurse or study coordinator)
and filed in the participants’ study file.

4.1.7

Consent via video or telephone can be used in situations that meet the criteria
stated in the “Guidelines to video telehealth and telephone consent/re-consent
Appendix 1”.

4.1.8

Ensure that all currently enrolled study participants are re-consented when a new
version of the informed consent form is approved. ICH GCP 4.8.11

Re-consent of participants is not required for minor administrative amendments.

4.1.9

Do not, nor permit research staff to coerce or unduly influence a participant to
participate or to continue to participate in a project/trial. ICH GCP 4.8.3

4.1.10

Not permit any of the oral and written information concerning the project/trial,
including the written informed consent form, to contain any language that causes
the participant or the participant's MTDM 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.

41.11

The PI (Or a person designated by the investigator), fully inform the participant or,
if the participant is unable to provide informed consent, the participant's MTDM,
of all pertinent aspects of the project including the written information and the
approval/authorisation by the HREC and RGO.
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4.1.12

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 participant or the participant's MTDM and the
impartial witness, where applicable. The information that forms part of the
informed consent process should be written in layman’s terms and generally to a
level of comprehension of a thirteen (13) year old (grade 8 standard) ICH GCP
4.8.6

4.1.13

Ensure that before informed consent is obtained, they, or a person designated by
the investigator, provide the participant or the participant's MTDM ample time and
opportunity to inquire about details of the project and to decide whether or not to
participate in the study. All questions about the project should be answered to the
satisfaction of the participant or the participant's MTDM. ICH GCP 4.8.7

4.1.14

Ensure prior to a participant’s participation in the project, that the written informed
consent form is signed and personally dated by the participant or by the
participant's MTDM, and by the person who conducted the informed consent
discussion.

4.1.15

Ensure if a participant is unable to read or if a MTDM is unable to read, that an
impartial witness be present during the entire informed consent discussion, and
that discussion be held in an appropriate language.

4.1.16

Ensure that participants who are unable to read and who do not speak English as
their first language have the consent form read to them by a qualified interpreter
and that the interpreter signs the consent form as well as the participant and the
PI.

4.1.17

Where English is not the first language of the participant a qualified interpreter
should be present during the consent process. The provision of a PICF translated
into the native language of the participant without an interpreter is not sufficient as
the participant may not be able to have their questions answered by the PI. The
interpreter must also sign and date the PICF to indicate that they were present
during the consent process.

At times interpreters used will be via phone, in which case they are unable to sign
the PICF. Site staff will note the interpreter’s full name and interpreter’s booking
reference on the consent form instead of the signature for interpreter identification.
Interpreter’'s name and interpreter’s booking reference will also be recorded in the
EMR note documenting the patient visit and consent for the study.

4.1.18

Ensure that after the written informed consent form and any other written
information to be provided to participants, is read and explained to the participant
or the participant's MTDM, and after the participant or the participant's MTDM has
orally consented to the participant’s participation in the trial and, if capable of doing
so, has signed and personally dated the informed consent form, the witness
should sign and personally date the consent form.

4.1.19

Ensure prior to participation in the project, the participant or the participant's
MTDM receive a copy of the signed and dated written informed consent form and
any other written information provided to the participants.
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Ensure that the original signed PICF is stored in the source data file (not the
investigator file). If the project is an interventional project, a signed copy is to be
stored in the participant’s digital/electronic medical health record.

4.1.20

Ensure during a participant’s participation in the project, the participant or their
MTDM receive a copy of the signed and dated consent form updates and a copy
of any amendments to the written information provided to participants.

4.1.21

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

4.1.22

Ensure that (except as described immediately below), a non-therapeutic trial (i.e.
a trial in which there is no anticipated direct clinical benefit to the participant), is
conducted in participants who personally give consent and who sign and date the
written informed consent form.

Note: Non-therapeutic trials may be conducted in participants with consent of a
MTDM 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.

The foreseeable risks to the participants are low.
The negative impact on the participant’s well-being is minimised and low.

The trial is not prohibited by law.

© oo o

The approval/authorisation opinion of the HREC and RGO is expressly
sought on the inclusion of such participants, and the written approval/
authorisation covers this aspect.

4.1.23

That such trials, unless an exception is justified, are conducted in 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.

4.1.24

That in emergency situations, when prior consent of the participant is not
possible, the consent of the participant's MTDM, if present, is requested. When
prior consent of the participant is not possible, and the participant's MTDM
representative is not available, enrolment of the participant should require
measures described in the Medical Treatment Planning and Decisions Act
(2016) (Section 80), protocol and/or elsewhere, with documented
approval/authorisation by the HREC and RGO, to protect the rights, safety and
well-being of the participant and to ensure compliance with applicable regulatory
requirements.

4.1.25

That the participant or the participant's MTDM are informed about the trial as
soon as possible and consent to continue, and any other consent as
appropriate, should be requested.
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Please refer to the National Statement on Ethical Conduct in Human Research (2023 and
updates) for details on obtaining consent in special cases.

4.2. Writing patient informed consent forms

The investigator(s) should:

e  Ensure the written informed consent form and any other written information
provided to participants include explanations of the following:

a)
b)
c)

That the trial involves research.

The purpose of the trial.

The trial treatment(s) and the probability for random assignment to each
treatment.

The trial procedures to be followed, including all invasive procedures.

The participant's responsibilities.

Those aspects of the trial that are experimental.

The reasonably foreseeable risks or inconveniences to the participant and,
when applicable, to an embryo, foetus, or nursing infant.

The reasonably expected benefits. When there is no intended clinical benefit to
the participant, the participant should be made aware of this.

The alternative procedure(s) or course(s) of treatment that may be available to
the participant, and their important potential benefits and risks.

The compensation and/or treatment available to the participant in the event of
trial related injury.

The anticipated prorated payment, if any, to the participant for participating in
the trial.

The anticipated expenses, if any, to the participant for participating in the trial.
That the participant's participation in the trial is voluntary and that the participant
may refuse to participate or withdraw from the trial, at any time, without penalty
or loss of benefits to which the participant is otherwise entitled.

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 participant, to the extent permitted by the applicable laws
and regulations and that, by signing a written informed consent form, the
participant or the participant's MTDM is authorising such access.

That the records identifying the participant will be kept confidential and, to the
extent permitted by the applicable laws and/or regulations, will not be made
publicly available. If the results of the trial are published, the participant’s identity
will remain confidential.

That the participant or the participant's MTDM 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.

The person(s) to contact for further information regarding the trial and the rights
of trial participants, and whom to contact in the event of trial-related injury.

The foreseeable circumstances and/or reasons 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 participants involved in the trial.
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4.3 Training Records
The investigator(s) should:

e Ensure that all persons assisting with the trial are adequately informed
about the protocol, the investigational product(s), and their project-
related duties, adverse event reporting, annual reporting requirements
and other governance related functions.

e Ensure that documentation of this training be kept current and
available for review on request. (See WH GCP SOPO001)

5. GLOSSARY

Associate Investigator (Al)

Any individual member of the clinical trial team designated and supervised by the
investigator at a study site to perform critical study-related procedures and/or to make
important study-related decisions (e.g., associates, residents, research fellows). Also
referred to as “Sub-Investigator”.

Clinical Research Coordinators

A research worker who works at a clinical research site under the immediate direction of
a Principal Investigator, whose research activities are conducted under Good Clinical
Practice guidelines. May also be called “Clinical Trial Coordinator’, “Research
Coordinator” or “Study Coordinator”.

Delegate

A person delegated 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
participants are protected.

Human Research Ethics Committee (HREC)

A body which reviews research proposals involving human participants to ensure 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.

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 participant's decision to participate. Informed consent is documented by means of
a written, signed and dated informed consent form.

Impartial Witness

A person, who is independent of the trial, who cannot be unfairly influenced by people
involved with the trial, who attends the informed consent process if the subject or the
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subject’s Medical Treatment Decision Maker cannot read, and who reads the informed
consent form and any other written information supplied to the subject.

International Conference on Harmonisation (ICH)

International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use is a joint initiative involving both regulators and research-
based industry focusing on the technical requirements for medicinal products containing
new drugs.

Legally acceptable representative

An individual or judicial or other body authorised under applicable law to consent, on
behalf of the prospective participant to their participation in the clinical trial.

Medical Treatment Decision Maker (MTDM)

Make decisions about medical research procedures on behalf of a person who does not
have decision-making capacity. Appointment of a MTDM is outlined in the Medical
Treatment Planning and Decisions Act (2016) Part 3 Division 2.

Principal Investigator (PI)

An individual responsible for the conduct of a clinical trial at a trial site and ensures that it
complies with GCP guidelines. If a trial is conducted by a team of individuals at a trial site,
the investigator is the responsible leader of the team and may be called the Principal
Investigator. In this instance they may delegate tasks to other team members.

Protocol

A document that describes the objective(s), design, methodology, statistical
considerations and organization of a trial.

Research Governance Office (RGO)

Site/institutional office that are accountable for the research activities conducted at their
site to ensure that research is conducted according to established ethical principles,
guidelines for responsible research conduct, relevant legislation and regulations and
institutional policy.

Sponsor

An individual, company, institution or organisation which takes responsibility for the
initiation, management, and/or financing of a clinical trial.

Trial Master File (TMF)

A file that contains all the applicable essential documents that demonstrate that the
study/trial has been conducted in accordance with regulatory requirements and ICH GCP,
enabling both the conduct of a project and the quality of the data produced to be evaluated.
The preparation and maintenance of the Study File resides with the Site Investigator and
set up at the start of a trial and is archived at the end of the trial. This may also be called
the “Study Site Master File” or “Investigator Site File”.

Witness

An individual who is not a member of the research team, who is present during the consent
process and signs the consent documents attesting that the person who they believe to
be the participant has freely signed the informed consent documents.
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APPENDIX 1: VIDEO TELEHEALTH AND TELEPHONE
CONSENT/RE-CONSENT PROCEDURE

Pre-consenting for tissue sampling

In the case of clinical trials, eligibility is often determined by specific aspects of disease, such
as presence of tissue markers, receptors, etc. This usually involves testing tissue samples
which have already been collected by the hospital in the course of routine clinical care.

Obtaining consent to test tissue samples for this purpose is known as “Pre-consent”. If the
participant is then found to be eligible for a clinical trial, then the full process of “Initial
consent” would be undertaken.

Pre-consent may be completed either in-person face-to-face or remotely using video
telehealth or telephone.

Initial consent

Initial consent should always be undertaken in-person and face-to-face with the PI or Al (if
that person has governance authorisation and delegation to obtain consent wherever
possible. This ensures that the participant has understood the information given and has had
the opportunity to ask questions before signing.

Where in-person consenting/re-consenting in not possible i.e. subject is not conscious or
when it places undue burden on the participant, video telehealth or telephone consent may
be applicable. Refer to Appendix 2.

Re-consenting

ICH-GCP requires clinical trials participants to be informed of new information about a
study drug or procedure that is discovered during the course of the trial. The common
method for presenting this information to participants is to ask them to sign an amended
PICF containing the new information. This process is known as “re-consenting”.

Re-consenting may be completed either face-to-face or remotely using video telehealth or
telephone. Remote re-consenting:

- Ensures the process can be completed in a COVID-safe manner.

- Is suitable when in-person is not possible (E.g.: subject is not conscious).

- Reduces burden on the patient.

Re-consent of participants is not required for minor administrative amendments.
Remote consenting/re-consenting
Video telehealth and telephone consent/re-consent can be undertaken when;

1. Itis part of a project protocol approved and authorised by an HREC and RGO.

2. Consent is obtained under the Medical Treatment Planning and Decision
Act 2016 (Vic) where the subject is unable to consent for themselves and a
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“medical treatment decision maker” cannot be present to consent in-person.
Refer to Appendix 2.

3. Additional or follow-up consent is required when there is a change to the PICF
and it would place undue burden on the subject to return to the hospital to re-
consent to the study on the updated PICF e.g. Participant lives at a great
distance from the hospital, their physical condition makes it a burden for them
to attend the hospital to re-sign consent or when participants remain on a
clinical trial but have completed active treatment and are no longer
attending the hospital. Refer to Appendix 3.

Where telehealth services are used, Department of Health guidelines state that video is
preferred over telephone. Telephone may however be used if video is not possible.
HealthDirect is the preferred video telehealth platform at Western Health.
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APPENDIX 2: VIDEO TELEHEALTH AND TELEPHONE CONSENT
OBTAINED UNDER THE MEDICAL TREATMENT PLANNING AND
DECISIONS ACT 2016 (VIC)

Principles and Procedures
For obtaining Oral Consent via video telehealth or telephone from the Medical
Treatment Decision Maker, for participation in a research study

Principles

1. Clinical departments in a tertiary, university-affiliated hospital have an obligation to
foster the seeking of relevant new knowledge to improve the care of the patients they
are called upon to treat. Importantly, such departments also have access to hew and
potentially valuable treatment modalities long before their commercial release, but such
treatments are available only within a structured research (i.e. evaluative) framework.

2. Patients presenting to the hospital with an emergency neurological condition or other
critical conditions (e.g. as a result of trauma) are often unable to provide informed
consent themselves for participation in a research study, but without their participation
there would be no new knowledge obtained for the improved care of future critically ill
patients.

3. Under the Medical Treatment Planning and Decisions Act (2016) (MTPDA) the consent
of a Medical Treatment Decision Maker (MTDM) (effectively, a surrogate decision
maker for the participant) may be sought in the event that a particular patient may be
unable to give informed consent to participate in a research study. The MTDM is the
first person listed in section 55 of the MTPDA who is responsible for the patient and
who in the circumstances, is reasonably available and willing and able to make a
decision for the patient to participate in the research study.

4. Given the emergency nature of the admission process of many critically ill patients, it
is often not possible for the MTDM to be personally present in the Emergency
department or other hospital department (e.g. ICU) in a timely manner. This particularly
applies in a tertiary referral hospital where the patient may have been transported
urgently from far afield.

5. Given also the necessity for research in the fields of emergency or critical care to often
be commenced very early after the patient’s admission to be meaningful, a process for
the obtaining of oral consent from the MTDM is necessary to facilitate the
functioning of a realistic research program in critical iliness. Although the MTPDA also
provides for administering a medical research procedure if person has no medical
treatment decision (Section 80(1)), the MTPDA requires that if a MTDM can be
ascertained or contacted, that the MTDM consent be obtained. Therefore, the option
to obtain oral consent in a timely manner followed by written consent at the earliest
opportunity is valuable.

6. The obtaining of oral consent may be sought only when the MTDM is not able to attend
the hospital personally in a timely manner.

7. That oral consent must be confirmed in writing from the same MTDM at the
earliest reasonable opportunity.

8. The obtaining of oral consent must follow the formal procedure, as outlined below.
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Procedure

1. The MTDM must be able to be identified, must be able to understand the planned
conversation and must be able to communicate clearly with the research team
members involved. The Investigator must confirm by asking the relevant person that
there is no other person higher up in the list of possible MTDM (as defined in the
MTPDA Section 55) who, in the circumstances, is reasonably available and willing and
able to make a decision.

2. The most senior member of the research team (Investigator) available at the time will
conduct the video telehealth or telephone conversation. A second staff member must
be present to confirm if and when any research consent has been freely given. A
speakerphone should therefore be used.

3. The Investigator should start by introducing himself/herself (name and position) and
the second staff member and by then confirming the patient's name and admitting
diagnosis.

4. The Investigator must establish that the person to whom he/she is speaking is the
MTDM and confirm the MTDM’s name and relationship to the patient. It must be
confirmed that this person is the MTDM who has been identified for the patient.

5. Initial discussion should confirm that the MTDM is aware of the patient’s condition and
has the opportunity to receive any immediate clinical update.

6. The Investigator must use the approved MTDM Oral Information and Consent Form for
the particular study, to conduct the oral consent process and should then proceed with
the following discussion steps, in order.

a. As the patient has been admitted to a major hospital, there may be the
opportunity to receive new experimental treatment which is not standard
care and is not normally available.

b. However, any such new experimental treatment can only be given as part of a
research project that will evaluate the treatment’s effectiveness and safety.
When the patient’s representative (MTDM) can be ascertained or contacted,
their consent for the patient’s participation in the research project is sought.
(N.B. Where the MTDM cannot be contacted after reasonable steps have been
taken to ascertain the patient’s instructional directive and contact a MTDM,
administering a medical research procedure if person has no medical treatment
decision (MTPDA Section 80) may be employed if previously approved by
HREC).

c. The purpose of the video telehealth or phone call is to discuss the particular
research study available for this patient. It is being discussed via video
telehealth or on the phone because the commencement of any such treatment
is understandably urgent in the emergency or critical care setting.

d. If discussion is agreed to, the study will be presented via video telehealth or
over the phone in detail. The information may be faxed if the MTDM has an
available fax machine or emailed and would like the documents sent in this way.
(Both the Oral and the written Participant Information and Consent Forms
should be faxed/emailed.)

e. Any participation in the study is entirely voluntary. Neither participation nor non-
participation will alter any other aspects of the patient’s full usual care.
Participation can always be followed by later withdrawal in the event of a
change of mind.
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Western Health has an open disclosure policy with all its patients, and any
clinical or research information that is known is always available for sharing
with patients and patients’ immediate families.

This study’s protocol has been approved by a HREC and authorised by the
RGO.

At any stage in the discussion, the MTDM may ask questions or terminate the
phone call if they wish.

The approved Patient Information and Consent Form, formulated using the
approved Verbal Consent Form template, must be read to the MTDM by the
investigator. It should be emphasised that this is necessary that the MTDM has
enough information to understand the risks and benefits of the treatment and
procedures to make an informed decision about the patient’s participation. A
succinct summary may always be provided in addition if requested.

If oral consent is given, it must be documented by the investigator and
witnessed by the second staff member, using the HREC-approved and RGO
authorised form for the study. Details of questions asked and responses given
must be documented.

The MTDM must be reminded that their oral consent must be followed by written
affirmation at the earliest convenient time when they visit the hospital. They are
welcome to ask further questions then or at any time afterwards, to have their
own copy of the patient information document and to discuss it with any family,
friends or advisers they may wish. The expected attendance time must be
noted, so staff are aware of when they can obtain written consent.
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APPENDIX 3: PROCEDURE FOR VIDEO TELEHEALTH/TELEPHONE
RE-CONSENT

1. The PI must make a signed and dated file note in the study file stating why the video
or telephone re-consenting procedure was used in the particular instance in question.

2. An assessment is made as to whether the participant is suitable for video telehealth
(Refer to Appendix 4: “Assessing Cancer Patient Suitability for Telehealth”. Note that
while this information sheet was written for cancer services providers, similar
principles apply for other diseases). If the participant meets these criteria and is
agreeable, then video telehealth will be used. Otherwise, the procedure will be
conducted by telephone call.

3. Where a decision is made to use video telehealth, an explanation is provided to the
participant about what is involved and how to access this format of appointment.

4. The participant is informed that they will be sent a copy of the new PICF, and where
possible, they are requested to read it prior to the video telehealth appointment /
phone call.

5. The participant is then sent (e.g. by post, email or fax):
o the amended PICF

o a covering letter explaining that the PICF contains new information and details
of an appointment time when the PI or Al (if formally delegated) will contact
them via video telehealth or telephone to discuss it. Where video telehealth is
being used, this letter will also contain a link to access the HealthDirect waiting
room. The letter should have been standardised and approved by HREC and
authorised by the RGO, to meet the requirements many pharmaceutical
companies and other research organisations may have. An example template
for this letter is available in Appendix 5.

o Where video telehealth is being used, the participant is also sent the “Video
Telehealth Patient Information” leaflet (Appendix 6) which explains the process
for video telehealth.

o A paid overnight express envelope.

6. Where an interpreter is required, a booking is made for the interpreter to join the video
telehealth/phone call. Interpreter use must be documented in the entry made in the
patient’s medical record. Interpreters will sign the PICF to confirm their presence during
the consent discussion.

At times interpreters used will be via phone, in which case they are unable to sign the
PICF. Site staff will then note the interpreter’s full name and interpreter’'s booking
reference on the consent form instead of the signature for interpreter identification.
Interpreter’'s name and interpreter’s booking reference will also be recorded in the EMR
note documenting the patient visit and consent for the study.

7. The PI or Al (if formally delegated) contacts the participant by video telehealth or
telephone at the agreed time. Discussion should include:

o Ask the participant if they consent to the video telehealth call being recorded
(not possible for phone calls). Recording the call is desired but not mandatory.
The call can continue even if the participant declines for it to be recorded.

o Confirm that the participant received the PICF.
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o Ask the participating if they have had time to read the PICF and if desired, to
discuss it with family/significant others.

o Explain the PICF including all relevant sections and all changes from the
previous version.

o Ask the participant if they have any questions about any aspect of the PICF.

8. Once all questions have been answered, if the participant is agreeable, they re-sign
the consent form, date it and send it back to the site using the paid overnight express
envelope. Where possible participants remotely signing PICFs should also obtain the
signature of a witness.

9. The discussion is documented in the participant’'s medical records and research notes
and signed and dated. The entry should include:

o Date and time when the re-consenting was completed.

o Format of the appointment (videotelehealth or telephone).

o Persons present.

o Version number of the PICF.

o Brief notes about questions asked and points raised in the discussion.

10. When the PICF is received at the site, the PI signs and dates the PICF. If the date that
the PI signed the PICF is different from the date it was signed by the participant, the
reason for this difference must be documented.

11. A copy of the fully signed PICF is returned to the participant and the original is kept in
the investigator file with a copy filed in the participant’s medical record.
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Appendix 4: Assessing Cancer Patient Suitability for Telehealth

b ASSESSING CANCER
‘e PATIENT SUITABILITY
FOR TELEHEALTH

. Guide for clinicians during COVID-19

To reduce the transmission of COVID-19, theroughfare within health services should be limited where
possible. Consulting via telshealth provides a safe alternative for vital health care to continue, while
reducing exposure for patients and clinicians.

Suitable patients:

Initial consultation of a new patient

MNew diegnosis, relapse or dizease progression (when giving sensitive information)
Receiving treatment for which monitoring tests can be completed locally
Chronic disease management or routine follow up

Delivery of news that the patient would benefit having a support person present
Clinical examination able to be provided by a local heslthcars provider
Mon-English speaking background requiring an interpretar

Symptomn of welfare check

Recommended
for video
consultation

.

High risk — avoid all face to face consultations when possible:

Receiving chemotherapy, or have done within the last 3 months

Receiving extensive radiotherapy

Bone marrow or stermn cell transplant within the last 8 months

Impaired immunity (Eg. Leukocytopaenia, low immunoglobulin or immunosuppression)

LI — ]

Preferably only with known patients or for screening of new patients:

= Oreenisng i When video is
» Motification of resultas .
I it e e e e el not possible,
» Welfare check or suppart phone may
= Pre-operative or pre-admission screening .

»  Poat_opertive or poat procadurs updata be suitable
» The appointment would otherwise result in cancellation

Face to face

& Mo access to intermet or technology to support telehealth ‘ -

& Requiring physical procedurs or examination which is unable to be b may bE
complated by a local health care provider required

& [f a telehealth consultation is lkely to result in misdiagnosis n in some

» Patient is involved in a clinical triel requiring them to be on-site

circumstances

o WoM Bdvice adapted from the
@ August 2<|:|12|:'|::|"III = Europesn Socisty for Madicsl Onoaology
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Appendix 5: Example letter template for appointment for video telehealth/phone re-
consent

Date:
Patient name
Address

Dear
Re: (Abbreviated name of trial and HRC number)

| am making contact with you as a follow up to our recent phone call. As we discussed, there is now
some new information in the Participant Information and Consent Form (PICF) for the above trial. This
will require you to sign a copy of the updated PICF.

We made an appointment time to discuss these changes in more detail with you, and to obtain your
consent on this new form. This appointment will be conducted by telephone/video (delete one). The
appointment time is:
Date
Time
(For video appointments only):
For your video appointment, you will need a:
e smartphone, tablet or computer with a camera, and
e microphone with a speaker
Please test your device before your appointment time by going to this web address:
https://telehealth.wh.org.au and clicking the Test Call button.

On the day of your appointment, please connect approximately 10 minutes before your appointment
time. Do this by:
e Going to this web address: https://telehealth.wh.org.au and selecting the (insert name of
clinic) from the list of clinics. OR
e Copy this link into your internet browser: https://vcc.healthdirect.org.au/t/nameofclinic/join.
If you do not connect for your appointment, your (job title) will call you.

Please find enclosed with this letter:
e A copy of the updated Participant Information and Consent Form
e Video Telehealth Patient Information leaflet (where appointment is to be conducted by video)
e Paid overnight express envelope. Please hold onto this until after your video / phone call.

I look forward to speaking with you by video / phone on (date)

Please contact me on (phone and/or email) if you have any questions before then.

Yours sincerely
Name, Role, phone
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Attending your appointment
via a Video Call

Where appropriate, you can have your

consultation online via a video call

Video calling is as convenient as a

phone call, with the added value of
face-to-face communication.

It can save you time and money;,
and brings your care closer to home.

Appendix 6: Video Telehealth Patient Information Leaflet

k Where do | go to attend my appointment?

To attend your appointment, go to:

Instead of travelling to your appointment,
yOu enter the CENIC'S waiing area online.

The heatth sanice i notified when you amive,
and your clinician wil join you when ready.
There is N0 Need 1o Create an account.

No information you enter is stored.

v What do | need to make a video call?

o A good connection to the intemet
if you can watch a video onine
{6.g. YouTubs) you can make a video cal

° A private, well-lit area where you will not be
disturbed during the consultation

o One of these:

« Google Chrome web browser {recommended)
Or Firafox web DrowGsr 0N a dacktop or laptop
(Windows or MacOS), or on an Android tabist
Cr smartphone

» Safar wed browser on an Apple desktop or
iaptop (MacOS;, or iPad or iPhone

o Web-camera, speakers and microphone
{already bui into laptops Or MODile devicas)

See over for more information on hows to
make a video cal.

& Isitsecure?

Video Calis are Securd; your Privacy is protacted.
You have your own privaie video room, that only
authonsed clinicians can snter.

&€ How much does a video call cost?

The video call is #96 (except for your internet usage).
Howewver, the regular costs — if any — of a medical
consuftation sta apply.

4 How much internet data will | use?

You don't uss any data whie waiting for a cinician
0 join you.

A viieo consultation usec lass than ha¥ of the data
yOu woukl uSe while watching a YouTube video in
High Definition*.

Data use is lecs on lower-speed internet connectons,
or if you're using a 1ess powerful compuier, tabiet,
or smariphone. These factors can aiso reduce the
overall quaiy of the cal.

Data use increasss when there ars mors than two
partcipants in the call.

Smartphone & tablet users

If you can, connect to a home or work
Wi-Fi network to avoid using your mobie
data allowsnce.

* That's about 230 MB on & mobile device, and 450 MB on a PC
for & 20 minute call, which is similar to Skype® or FaceTime®.
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