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Appendix B: Plain Language Statement

\- ST VINCENT'S
HOSPITAL

SYDMEY

Cardiac outcomes in patients following CT or invasive coronary angiography
Dear Sir,

You are invited to participate in the above research project that is being conducted by Dr. Cameron
Holloway and Dr. James Nadel of St. Vincent’'s Hospital. Your name and contact details have been
gathered from St. Vincent’'s Hospital medical records. Analysis of the computer tomography coronary
angiogram (CTCA) and invasive coronary angiogram (CA) databases has nominated you as a
potential participant for this study.

The aim of the project is to assess the usefulness of CTCA and CA in the investigation of at-risk
populations. Your selection for this research does not necessarily mean that you are at greater risk of
heart problems but that you have undergone one of the two above investigations. With the information
gathered from this research we hope to help orient future health services around the prognosis and
screening of patients with coronary angiography.

Participation in this research will take the form of a 3-5 minute telephone survey conducted by our
researchers. We ask that you please read the forms attached and should you decide to participate in
the research sign and return the consent form via the reply postage paid envelope that has been
provided.

You will be telephone contacted by our researcher in approximately 2 weeks to confirm whether or not
you plan to participate in the project. If you are unsure about any part of the project we ask that you
withhold from signing and returning the consent form until you are contacted, at which point you will
be invited to raise any questions you may have.

Your confidentiality and anonymity will be maintained throughout the entirety of the research and your
participation is wholly voluntary. Furthermore, you have the right to withdraw from the study at
anytime. Choosing whether or not to participate or choosing to withdraw will not affect your routine
treatment, your relationship with those treating you or your relationship with the St. Vincent’s Hospital.

The Human Research Ethics Committee of both St. Vincent's Hospital and the University of Notre
Dame has approved this project.

Thank you for taking the time to read this documentation please don’t hesitate to contact us with any
queries.

Coordinating Investigator: Principal Investigator:
A/ Prof Cameron Holloway Dr. James Nadel
— . .
N ¢ iy i
\ r{*t@q 2T
. =

Cardiologist, St. Vincent’'s Hospital Resident Medical Officer, St. Vincent's
Conjoint Associate Professor of Medicine, Hospital

Victor Chang Cardiac Research Faculty Masters Student, University of Notre Dame
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Appendix C: Participant Sheet Information Sheet

R ST VINCENTS

HOSPITAL
SYDEY
PARTICIPANT INFORMATION SHEET
CLINICAL RESEARCH
i Cardiac outcomes in patients following CT or invasive coronary

Title angiography
Project Sponsor St. Vincent's Hospital/University of Notre Dame, Sydney
Coordinating Principal A/Prof Cameron Holloway/

Investigator/ Principal Investigator Dr James Nadel

Location St Vincent’'s Hospital, Sydney

Invitation

You are invited to participate in a research study assessing cardiac outcomes in those who have
undergone coronary angiography.

Dr James Nadel and A/Prof Cameron Holloway of St. Vincent’s Hospital, Sydney, are conducting the
study.

Before you decide whether or not you wish to participate in this study, it is important for you to
understand why the research is being done and what it will involve. Please take the time to read the
following information carefully and discuss it with others if you wish.

1. ‘What is the purpose of this study?’

The purpose of the study is to investigate whether coronary angiography is an effective tool in the
assessment of at risk population groups. By comparing the angiograms of a group of patients to their
clinical outcomes since undergoing this procedure we hope to better understand how and when these
techniques should be utilised. Currently the guidelines pertaining to the treatment and screening of
asymptomatic at risk individuals remains unclear, this is largely due to an absence of clinical
research. We hope that this research will help orient future health services around the treatment of
those individuals with cardiac risk factors including high blood pressure, high cholesterol, physical
inactivity and chronic diseases such as diabetes and HIV.
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2. ‘Why have | been invited to participate in this study?’

You are eligible to participate in this study because; you have had a CT coronary angiogram (CTCA)
or formal coronary angiogram (CA) at St. Vincent’'s Hospital and have some degree of cardiac risk.

3. ‘What if | don’t want to take part in this study, or if | want to withdraw later?’

Participation in this study is voluntary. It is completely up to you whether or not you participate. If you
decide not to participate, it will not affect the treatment you receive now or in the future. Whatever
your decision, it will not affect your relationship with the staff caring for you.

If you wish to withdraw from the study once it has started, you can do so at any time without having to
give a reason. However, it may not be possible to withdraw your data from the study results if these
have already had your identifying details removed.

4. ‘What does this study involve?’

Participants in this research will be contacted via telephone and taken through a streamlined 3-5
minute questionnaire designed specifically for this study. These conversations will NOT be recorded.
The questionnaire will seek to identify if a participant has experienced any of the outcomes associated
with cardiovascular disease; their subsequent treatment and clarify their cardiac risk.

In addition to this, participants will be asked to give written consent allowing our researchers to
access medical records or contact other doctors associated specifically with and limited to issues
related to their cardiovascular health. This will be undertaken in an effort to attain more accurate data
for the study.

There is no cost, monitoring or further commitments required of participants in this study following
completion of the questionnaire.

As a participant in this study you will be asked to take the time to read the consent form in full, sign it
and return it via the return postage paid envelope. If you have any questions regarding the research
and your participation please withhold from signing and returning the consent form until you have
been contacted by the researcher at which point you will be invited to ask any questions you may
have.

This study will be conducted over an approximate 6-month period from January of 2015.

5. ‘How is this study being paid for?’
Neither the researchers nor the institutions involved are perceived to benefit financially from the study.
If required, funding will be sought from St. Vincent's Heart and Lung Centre through Dr Cameron
Holloway’s special purpose research fund. However the costs of the proposed research are

anticipated to be minimal.

No member of the research team will receive a personal financial benefit from your involvement in this
research project (other than their ordinary wages).

6. ‘Are there risks to me in taking part in this study?’

This research does not involve any interventional treatment. As a result, there are no anticipated
disadvantages of taking part in this study aside from the time lost partaking in the telephone
conversation (3-5 minutes) and the returning of the consent form via mail.

If you become upset or distressed as a result of your participation in the research, the researcher will
be able to arrange for counselling or other appropriate support. Any counselling or support will be
provided by qualified staff who are not members of the research project team. This counselling will be
free of charge to participants.
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7. ‘Will | benefit from the study?’

This study aims to further medical knowledge and may improve future treatment of cardiovascular
disease for those with chronic diseases and cardiac risk factors, however it may not directly benefit
you.

8. ‘Will taking part in this study cost me anything, and will | be paid?
Participation in this study will not cost you anything.
9. ‘How will my confidentiality be protected?’

Of the people treating you, only Dr James Nadel and Dr Cameron Holloway will know whether or not
you are participating in this study. Any identifiable information that is collected about you in
connection with this study will remain confidential and will be disclosed only with your permission, or
except as required by law. Only the researchers named above will have access to your identifiable
details and results which will be held securely at St. Vincent's Hospital. If required, only non-
identifiable information will be sent off site.

10. ‘What happens with the results?’

If you give us your permission by signing the consent document, we plan to compile the data for
submission to a peer-reviewed journal and/or dissemination at a scientific conference.

In any publication, information will be provided in such a way that you cannot be identified. Results of
the study will be provided to you, if you wish.

11. ‘What should | do if | want to discuss this study further before | decide?’

When you have read this information, Dr James Nadel will discuss it with you and any queries you
may have. If you would like to know more at any stage, please do not hesitate to contact him/her on
0411 415541 or (02) 8382 1111.

12. ‘Who should | contact if | have concerns about the conduct of this study?’

This study has been approved by St Vincent’'s Hospital HREC. Any person with concerns or
complaints about the conduct of this study should contact the Research Office who is nominated to
receive complaints from research participants. You should contact them on (02) 8382 2075 and quote
LNR/15/SVH/45.

Thank you for taking the time to consider this study.
If you wish to take part in it, please sign the attached consent form.
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Appendix D: Participant Consent Form

WA

7.

ST VINCENTS
HOSPITAL

SYINEY

CONSENT FORM

Cardiac outcomes in patients following CT or invasive coronary angiography

........................................................................... agree to participate as a participant in the
study described in the Participant Information Sheet set out above (or: attached to this form).

| acknowledge that | have read the Participant Information Sheet, which explains why | have
been selected, the aims of the study and the nature and the possible risks of the
investigation, and the information sheet has been explained to me to my satisfaction.

Before signing this consent form, | have been given the opportunity of asking any questions
relating to any possible physical and mental harm | might suffer as a result of my patrticipation
and | have received satisfactory answers.

| understand that | can withdraw from the study at any time without prejudice to my
relationship to the St. Vincent's Hospital or my treating doctors.

| agree that research data gathered from the results of the study may be published, provided
that | cannot be identified.

| understand that if | have any questions relating to my participation in this research, | may
contact Dr James Nadel on telephone 0411 415 541 or (02) 8382 1111 who will be happy to
answer them.

| acknowledge receipt of a copy of this Consent Form and the Participant Information Sheet.

Complaints may be directed to the St Vincent's Hospital Sydney Research Office: 02 8382 2075

Signature of participant Date
Signature of witness Date
Signature of investigator Date

Participant will be provided with a copy of the Participant Information Sheet and this Consent Form

All parties signing the Consent Form must date their own signature
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Appendix E: Patient Withdrawal Form

A ST VINCENTS
HOSPITAL

SYDMEY

REVOCATION OF CONSENT
Cardiac outcomes in patients following CT or invasive coronary angiography
| hereby wish to WITHDRAW my consent to participate in the study described above and understand

that such withdrawal WILL NOT jeopardise any treatment or my relationship with the St. Vincent’s
Hospital or my medical attendants.

Signature of participant Date

Please PRINT name

The section for Revocation of Consent should be forwarded to

A/Prof Cameron Holloway,

Heart and Lung Clinic

Level 4,

St. Vincent’s Hospital,

390 Victoria St

Darlinghurst, 2010

Ph: (02) 8382 3150

Email: cameron.holloway@svha.org.au

In the event the participant decided to withdraw verbally, please give a description of the
circumstances. Coordinating Investigator to provide further information here:

Coordinating Investigator to sign the withdrawal of consent form on behalf of a participant if verbal
withdrawal has been given:

Name of participant Date

Signature of investigator

Participant will be provided with a copy of this Withdrawal of Consent Form
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Appendix F: St. Vincent’s Hospital HREC Approval Letter

A faciy of St Vincent's

St Vincent’s Hospital 3 Mt st Sy

St Vincant's Hospital Sydney Lid
ABN 77 064 038 872

350 Victora Street

Daringhurst NSW 2010
Australia

T+61283821111
F + 8129332 4142
WaAW SIWNCants. com.su

4 February 2015

Dr Cameron Holloway
Cardiology Department
St Vincent's Hospital
390 Victoria Street
Darlinghurst NSW 2010

Dear Cameron,

SVH File Number: 15/003
Project Title: Cardiac outcomes in patients following CT or invasive coronary angiography
HREC Reference Number: LNR/15/SVH/45

Thank you for submitting the above project for ethical and scientific review.

Based on the information you have provided and in accordance with the NHMRC National Statement 2007
and NSW Health Policy Directive PD2010_055 'Ethical and Scientific Review of Human Research In NSW
Public Health Organisations', this project has been assessed as low/negligible risk and is therefore exempt
from full HREC review.

This HREC has been accredited by NSW Ministry of Health as a Lead HREC under the model for single ethical
and sclentific review and Certified by the NHMRC under the Natienal model for Harmonisation of Multicentre
Ethical Review (HOMER). This lead HREC is constituted and operates in accordance with the National Health
and Medical Research Council's National Statement on Ethical Conduct in Humon Reseorch and the
CPMP/ICH Note for Guidonce on Good Clinical Proctice. No HREC members with a conflict of interest were
present for review of this project.

| am pleased to advise that the HREC Executive at a meeting on 27 January 2015 has granted ethical and
scientific approval of the above multi-centre project.

The Committee noted that this project is related to the following studies, which have been approved by St
Vincent’s Hospital HREC:

« SVH File No: 14/196
Study Title: The Characterisation of Coronary Plague Burden in HIV patients using CTCA
HREC Reference No: LNR/14/SVH/284

* SVH File No: 13/272
Study Title: Anglographic features and burden of Coronary Artery Disease in the HIV Positive
Population
HREC Reference No: LNR/13/SVH/395

Page10f3 Continung the Mision of the

Sisters of Charity
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You are reminded that this letter constitutes ETHICAL and SCIENTIFIC approval only. You must not
commence this research project at a site until a completed Site Specific Assessment Form and associated
documentation have been submitted to the site Research Governance Officer and Authorised. A copy of
this letter must be forwarded to all site investigators for submission to the relevant Research Governance
Officer,

The project Is approved to be conducted at the following sites:

e St Vincent's Hospital, Sydney
* St Vincent's Private Hospital, Sydney

If 2 new site(s) is to be added please inform the HREC in writing and submit a Site Specific Assessment Form
(S5A) to the Research Governance Officer at the new site.

The following documents have been approved:

Introductory Letter, dated 15 November 2014

Survey, dated 15 November 2014

Participant Information Sheet and Consent Form, dated 15 November 2014
Protocol, version 1 dated 15 November 2014

The Low and Negligible Risk Research Form (LNRF) reviewed by the HREC was LNRF AU/6/845C118.

Please note the following conditions of approval:

e HREC approval is valid for S years from the date of the HREC Executive Committee meeting and
expires on 27 January 2020. The Co-ordinating Investigator is required to notify the HREC 6 months
prior to this date if the project is expected to extend beyond the original approval date at which
time the HREC will advise of the requirements for ongoing approval of the study.

e The Co-ordinating Investigator will provide an Annual Progress Report beginning in January 2016, to
the HREC as well as a Final Study Report at the completion of the project in the specified format.

* The Co-ordinating Investigator will immediately report anything which might warrant review of
ethical approval of the project in the specified format, including unforeseen events that might affect

continued ethical acceptability of the project and any complaints made by participants regarding the
conduct of the project.

* Proposed changes to the research protocol, conduct of the research, or length of approval will be
provided to the HREC Executive for review, in the specified format.

* The HREC Executive will be notified, glving reasons, If the project is discontinued before the
expected date of completion.

¢ Investigators holding an academic appointment (Including conjeint appointments) and students
undertaking a project as part of a University course may also be required to notify the relevant
University HREC of the project. Investigators and students are advised to contact the relevant HREC
to seek advice regarding their requirements.

Please note that only an electronic copy of this letter will be provided, if you require the original signed letter
please contact the Research Office and we will be happy to provide this.

Should you have any queries about your project please contact the Research Office, Ph: {02) 8382-2075 or by
E-mail: SVHS.Research@svha.org.au. The HREC Terms of Reference, Standard Operating Procedures, Nationof
Statement on Ethical Conduct in Human Research (2007) and the CPMP/ICH Note for Guidance on Good
Clinicol Practice and standard forms are available on the Research Office web-site to be found externally at:
www.stvincents.com.au/researchoffice or at http://exwwwsvh.stvincents. .au/r reh (internally).

Page20f3
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Appendix H: St. Vincent’s Hospital Ethics Cover Letter

A ST VINCENT'S
HOSPITAL

SYDMEY

Cardiology Department
St Vincent’s Hospital, Darlinghurst
NSW, Australia, 2010

Head of Committee

St Vincent's Hospital HREC

St Vincent's Hospital, Darlinghurst
NSW, Australia, 2010

RE: Ethics Proposal

Dear Sir/Madam,

My name is Dr James Nadel, | am a Masters Student at the University of Notre Dame. Together with
A/Prof Cameron Holloway, A/Prof Neville Sammel and the cardiology Department at St Vincent's
Hospital, | am hoping to commence research in the field of HIV-related heart disease.

Attached is my low/negligible risk ethics proposal, study protocol, PISCF, plain language statement
and questionnaire.

Thank you kindly for reviewing this submission.

Please feel free to contact me if there are any queries or concerns.

Kind Regards,
Dr. James Nadel

Junior Medical Officer, St. Vincent's Hospital
Masters Student, University of Notre Dame, Sydney
Ph: 0411415541

Email: james.r.nadel@gmail.com




4. PARTICIPANT SELECTION

4.1. Inclusion Criteria

- Males who have undergone CTCA or CA at St Vincent's Public and Private Hospital

4.2. Exclusion Criteria

- Follow up <6 months

- Female

- <18 years old

- Non-English speaking background
- Non-contactable

- Refused consent

5. STUDY OUTLINE

5.1. Investigation plan

Search CTCA and CA database for patients with HIV
Match up patients with risk factor matched controls (2:1)
Blind all study participants from investigators

Analyse and interpret CTCA and CA scans

Follow-up patients for clinical outcomes since angiography (via telephone survey &
medical records)

6. Compare clinical outcomes and angiograms between the two groups

a bk wbdpeE

5.2. Recruitment and Screening

- Search of CTCA and CA databases
- Mail out of plain language statement & participant information sheet and consent form
- Participant consent obtained

5.3. Informed Consent Process

- All patients who patrticipate will provide written consent and can withdraw this consent at any stage
of the research

6. APPENDIX

6.1. Plain Language Statement

- See attached PLS
6.2. Participant Information Sheet and Consent Form

- See attached PISCCF



6.3. Telephone Questionnaire

- See attached questionnaire



Appendix J: St. Vincent’s Hospital Honorary Appointment

t
w 8t 'il'lm:-ﬁnt’: HD:H)II.II Sydmey Limited
ST VINCENTS STVINCENTS  siesen
oy PRIVATE HOSPITAL  Cafcsnuntnsw zoro.
& FADIUTY OF BF WHCENT 'S HEALTH AUSTRALS - :ﬁ?m:m‘;‘:i
18 February 2015

Dr James Nadel
4/81 O'Brien Street
Bondi Beach NSW 2026

Dear James

HONORARY APPOINTMENT

Project 15/003
Title Cardiac oulcomes in patients following CT ar invasive coronary angiography.
HREC Reference Mo: (LNRMS/SVHMS) (LNRSSA/MS/SVHISE)

| refer to your application to undertake research on the above-mentioned projects,
which has successfully received both Ethics & Science, and Sile Specific Assessment
approval at 51 Vincent's Public & Private Hospital Sydney.

| am pleased to offer you an Honorary Appointment with the Hospital for the purpose of
undertaking the Agreed Activities listed in the Schedule under the supervision of Doclor
Cameron Holloway.,

This appointment is for a period of 12 months and is dependent upon you continuing
al St Vincent's Public Hospital,

May | take this opportunity to wish you every succass in your association with St
Wincant's Hospital and with your research endeavours.

Yours sincerely

-|P'
7

Carolyn/Marsh
Executive Manager — Medical Workforce
5t Vincent's Hospital

CC: Dr Cameron Holloway, St Vincenl's Hospilal



Appendix K: HIV Medicine Publication Acceptance Letter

Decision Letter (HIV-V-11-2015-3279.R1)

From:
To:
cc:

Subject:

Body:

HIVedoffice@wiley.com

james.r.nadel@gmail.com

HIV Medicine - Decision on Manuscript ID HIV-V-11-2015-3275.R1
28-Apr-2016
Dear Dr Madel,

It is a pleasure to accept your manuscript entitled "Screening and risk assessment for coronary artery disease in HIV:
An unmet need" in its current form for publicatien in HIV Medicine. The comments of the reviewer(s) who reviewed
your manuscript are included at the foot of this letter.

Thank you for your fine contribution. On behalf of the Editars of HIV Medicine, we look forward to your continued
contributions to the Journal.

Now that your manuscript has been accepted for publication may we point out, please, that a ‘snappy’ title and better
keywords can often make a very significant difference to the number of article citations achieved. If you feel that
there is the possibility to improve either or both of these features before publication then we would ask you, please,
to communicate this to the publisher (Wiley-Blackwell) when they send you the proofs for approval.

As your paper has been accepted, the author identified as the formal corresponding author for the paper will receive
an email prompting them to login into Author Services; where via the Wiley Author Licensing Service (WALS) they will
be able to complete the license agreement on behalf of all authors on the paper. Please see the author guidelines for
maore information under the COPYRIGHT ASSIGNMENT section.

Sincerely,

Professor Brian Gazzard

Professor Jens Lundgren

Editors, HIV Medicine

HIVedoffice@wiley.com, HIVedeffice@gmail.com

Editorial Board Member Comments to Author:
Editorial Board Member

Comments to the Author:
(There are no comments.)




Appendix L: Journal of Cardiovascular Computed Tomography Publication Acceptance Letter

Date: Jul 28, 2016

To: "James Nadel" jr_nadel@hotmail.com

From: "The Journal of Cardiovascular CT" ject@elsevier.com
Subject: Your Submission

Ms. Ref, No.. JCCT-D-16-00138

Title: High-risk coronary plaque, invasive coronary procedures, and cardiac events among HIV-positive
individuals and matched controls

Journzl of Cardiovascular Computed Tomography

Dear Dr. Madel,

I am pleased to inform you that your paper "High-risk coronary plague, invasive coronary procedures, and
cardiac events among HIV-positive individuals and matched controls" has been accepted for publication in
Journal of Cardiovascular Computed Tomography. Please note I have edited the paper, including the title before
acceptance.

Your edited manuscript will now be transferred to our production department and work will begin on creation

of the proof. If we need any additional information to create the proof, we will let you know. If not, you will be
contacted again in the next few days with a request to approve the proof and to complete a number of online

forms that are required for publication

Thank you for submitting your work to Journal of Cardiovascular Computed Tomography.
Yours sincerely,
Stephan Achenbach, MD

Editor-in-Chief
Journzl of Cardiovascular Computed Tomography



