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Solid Organ Transplant is Standard of Care for People
with HIV with End Stage Organ Disease
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Reported Barriers to SOT in PWH

* Legislative and regulatory (State vs Federal)
* Localpolicy and guidelines

e HIV Stigma
* Healthcare system
* Geography
SVStems o Organ supply
Structures ° Ethical considerations
Psychosocial factors
Spiritual and cultural factors
Anticipated health benefits
Need to change ARV post transplant
Willingness to accept high risk organs ‘ * Perception that HIV remains
Trustin medical system contraindication to SOT
Anticipated social risks and benefits; * Perceived surgical risk/Stigma
anonymity, stigma, impact on other . Health status of PWH
candidates Consumer Provider * Risk of coinfection
Literacy around HIV and SOT » Size of transplant center

* |nformed consent
* Occupational risk of HIV acquisition
* Disclosure

>
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Background - Previous Australian Survey Work

* Most providers agreed that PWH were eligible to receive organs
— Misconceptions about risks and complications were common

— Medical and psychosocial barriers considered greatest barrier to organ
receipt

* Knowledge about eligibility for PWH to donate organs was poor
— Providers permissive to PWH registering to donate, and donating to PWH
— Some providers open to HIV D+/R- SOT
— HIV and legislative barriers considered greatest barrier to donation

Griffin DWJ, et al. ASHM 2024 — Submitted, Under Review , ¢ .



Australian Guidelines Historically Exclusionary for PWH

* Risk-based, cautionary and stigmatizing language around HIV
* HIV listed as relative contraindication to cardiac transplantation

2.3.2.8 Human immunodeficiency virus

Screening for HIV should be performed using both NAT and a fourth generation antigen/antibody combination
immunoassay. These fourth generation antigen/antibody combination immunoassays identify antibodies against
both HIV-1 and HIV-2 as well as the presence of p24 antigen. If an initial test is positive, this result should be
confirmed with subseqguent testing according to jurisdictional policies, which may include separate antibody and
p24 antigen assays, commercial western blotting assays, and/or nucleic acid tests.

Although HIV-positive individuals are generally contraindicated from donating organs, in exceptional
circumstances a life-preserving donation from an HIV-infected donor may occur, for example for use in an HIV-
infected recipient, after discussion with an infectious diseases physician.

Recommendation

All donors should be screened for HIV using an HIV Ag/Ab combination assay and HIV-NAT. Use of organs from

an antibody and/or NAT positive donor is generally contraindicated except in exceptional circumstances. c

TSANZ. Clinical Guidance for Transplantation from Deceased Donors. 2021  theAlfred



PWH can safely donate organs to other PWH...

The NEW ENGLAND JOURNAL of MEDICINE
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HIV-Positive Organ Donation as Standard
of Care in Transplantation

Elmi Muller, M.D., Ph.D., M.B.A.

ELSEVIER

CASE ANECDOTES, COMMENTS AND OPINIONS
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transplantation: First case report
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Transplantation

G

She was listed for HIV D+/R+ kidney transplantation.
However, subsequently, her LVEF declined to 20%. As
kidney transplant alone posed unacceptable risks, she
was listed for combined cardiac/renal transplantation,
status 5.

After approval by the FEinstein-Montefiore Institu-
tional Review Board and the United Network of Organ
Sharing, and written informed consent, the patient’s list-
ing was updated, and an offer quickly received (Table 1).
Although the donor’s regimen was unknown, the diagno-
sis of HIV was recent, and the viral load was undetect-
able, with no clinical or radiologic evidence of

http://www.jhltonline.org
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But Very Limited Evidence about the Safety of HIV D+/R- SOT...
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EDITORIAL COMMENT

Living donor liver transplant from an
HIV-positive individual to an HIV-negative
individual: could this become a new reality?
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Aim

To understand the influence of HIV infection, and other key attributes, on
decision-making about the:

1. Allocation of organs to recipients

2. Selection of prospective donors among Australian clinicians.

o
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Methods

* Discreet Choice Experiment developed 12:29 o -

* Literature review 7 MONASH University
* Expert consensus

Introduction

Bayesian D-efficient design (N-gene)

* Hosted on Monash University Qualtrics™ platform Organ transplantation may be
used to replace someone’s organs,
* DCE completed online Aug 2024 to April 2025 when they have become severely

and permanently damaged.

* organ specialists, transplant physicians,
transplant surgeons

* Accessed by QR code, or web link

Distributed via professional organisations
newsletters, mailing lists, websites, clinics

Alfred HREC Project 60/24
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Methods — DCE Final Attributes and Levels

Recipient

Attribute Level

Age

Frailty

Life expectancy post-transplant

Medication compliance

Social supports

Pre-transplant quality of life

Expected survival without Transplant

HIV

21
35
50
70
High (Frail)
Moderate (Pre-Frail)
Low (Not-Frail)
Syears
10 years
20 years
100%
80%
60%
adequate
none
good
moderate
poor
< 3 months
3-12 months
> 12 months
positive
negative

Donor

Attribute Level

Age

Type of donor

Organ potential

Organ Quality

Registered organ donor

HIV

21
35
50
70
Donation after
Circulatory Death
(DCD)
Donation after Brain
Death (DBD)
Living Donor
Two kidneys, liver,
lungs, and heart
Two kidneys, liver,
lungs
Two kidneys, liver
One kidney
High
Moderate
Poor
Registered
Unregistered
positive
negative

s
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Methods - Example Donor Choice Set

(1/6) Assuming the availability of an appropriate recipient, which of the following donors
would be preferred?
Donor 1 Donor 2

Age 21 35

Type of Donor Donation after Brain Death (DBD) Donation after Brain Death (DBD)

Organ Potential One kidney Two kidneys, liver, lungs, and heart

Organ Quality Moderate Poor

Registered Organ Donor Unregistered Registered

HIV Negative Positive

O O
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Results — Participant Demographics

Male (%)
Location
Victoria
New South Wales
Queensland
Other

Clinician Type
Specialist Physician
Transplant Physician
Transplant Surgeon
Experience in Specialty
s 10 years
>10 years
Place of Work
Tertiary Centre
Other Hospital
Involved In SOT Referral or Selection

Yes
Involved in the Care of PWH
Yes
Knowledgeable about HIV
Agree*

N (%)
44/78 (56.4)

50/77 (64.9)
14/77 (18.2)
9/77 (11.7)
4/77 (5.2)
24/79 (30.4)
38/79 (48.1)
11/79 (13.9)

37/79 (46.8)
42/79 (53.2)

72/79 (91.1)
7/79 (8.8)

63/79 (79.7)
21/79 (26.6)

33/79 (41.8)

Other

Heart (2, 3%)
(3, 4%) '

Lung
(8,10%)

Kidney +/- Pancreas
(38, 48%)

Liver +/- Small Bowel
(28, 35%) j

Figure: Organ Specialty

Table: Demographics of Participating

Healthcare Providers O

theAlfred



18

16

14

12

10

Results — Recipient DCE

Attribute Importance

16.8

18.2

Optimal Package
Age 35
Frailty Low (Not Frail)

Life Expectancy
Post-transplant

Medication
Compliance

Social Supports

Pre-transplant
Quality of Life

Expected Survival
Without Transplant

HIV

20 years

100%

Adequate

Poor

< 3 months

Positive

>
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Recipient
DCE |

Relative Utilities

-10

9.43

8.90
7.63
6.425-70 I
6.07
5.39 I
3.21
2.32 Age
I Frailty
Expected Survival
- post-SOT
-0.66 Medication
Compliance
[ -2.24 ! )
331 -3.15 297 391 Social Supports
' i Quality of Life
I -4.65 pre-SOT
-6.07 Expected survival
i without SOT
-7.91 i HIV Infection
¢ > 9O’ N < 0" @
\z\\&é\ Q,\Q} R \%0 NS Qg‘ Q\o i:b@ '0/{0 :CI/@ R \y
TOENS o 7
t}%
&) . A .
) Figure: Partworth utilitiesassociated

Attribute Levels

with each recipient attribute-level.
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Results - Donor DCE

25

20

15

10

Attribute Importance

14.8

Age

12.3

Type of
Donor

17.1

Organ
Potential

27.8

Organ
Quality

o.7

Registered
Organ
Donor

22.3

HIV

Optimal Package

Age

Type of Donor

Organ Potential

Organ Quality

Registered Organ
Donor

HIV

21

Living Donor

Two kidneys, liver, lungs

High

Unregistered

Negative

>
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Donor DCE - Simulations

Preference share for HIV

positive alternative (95% CI) HIV negative option

HIV positive option

HIV positive 2.3% (0.5-4.1) HIV negative
HIV positive, Living donor 8% (5.0-11) HIV negative, DCD
HIV positive, Age 21 24% (15-33) HIV negative, Age 70
HIV positive, Organ Quality 61% (50-72) HIV negative, Organ Quality -
HIGH LOW
HIV positive, Two kidneys, 28% (18-38) HIV negative, Two Kidneys,
Liver, Lungs Liver
HIV positive, registered donor 6% (1-11) HIV-negative unregistered
donor

For a donor with HIV to be preferred to a donor without HIV, a prospective donor would need
to have high organ quality than a candidate without HIV with poor organ quality. G

theAlfred



Summary

People with HIV are eligible to receive and donate organs in Australia

HIV infection was the least important feature of a potential organ recipient in decision-
making about the receipt of organs

HIV-status was the second-most important factor in decision-making about a prospective
donor.

o Donor with HIV with high organ potential preferred over a donor without HIV, with poor
quality organs.

Younger age, clinical urgency, and optimal organ and patient outcomes were most important
in the selection of a recipient.

Organ quality, the absence of HIV, higher organ potential, and younger age were most
important in the selection of a potential donor

More data are needed to understand these preferences, differences between clinician
groups, and preferences of consumers. a

theAlfred



Guideline
Update

TSANZ. Clinical Guidance for
Organ Transplantation from
Deceased Donors. June 2025

2.3.2.8 Human immunodeficiency virus

Screening for HIV should be performed using both NAT and a fourth-generation antigen/antibody combination
immunoassay. These fourth-generation antigen/antibody combination immunoassays identify antibodies against
both HIV-1 and HIV-2 as well as the presence of p24 antigen. If an initial test is positive, this result should be
confirmed with subsequent testing according to jurisdictional policies, which may include separate antibody and
p24 antigen assays, commercial western blotting assays, and/or nucleic acid tests.

The use of organs from donors with HIV for recipients with HIV (D+/R+) is supported by increasing evidence
from both high and low HIV prevalence settings. Three studies of kidney HIV D+/R+ transplantation show
favourable outcomes compared to HIV D-/R+ transplants, although one study demonstrated a trend towards
increased rejection among HIV D+ kidney transplant recipients, which warrants additional in\/estigation.5‘3’3""Eis
Notably, the risk of rejection was half as common in those receiving lymphocyte depleting induction, indicating
that opportunities may exist to mitigate this risk. One cohort of D+/R+ liver transplants showed similar overall
and graft survival, but increased opportunistic infections, mostly driven by CMV infection (@mong high risk
CMV mismatch pairs, numerically higher in the HIV D+/R+ group) and HHV-8-related malignancies (not
statistically significant).?® Experience with other solid organs is more limited, but outcomes are not expected
to be significantly different.®” HIV superinfection with a drug-resistant strain is a theoretical concern, and while
donor HIV is detectable in a proportion of recipients early after transplantation, the clinical relevance remains
unclear,6:88.:89

The number of transplant recipients with HIV internationally has been increasing, with good outcomes. #1922
However, people with HIV face additional barriers to waitlisting and transplantation.®*%%% Data from the US
indicate that a HIV D+/R+ strategy can provide a pathway to enhance access to transplantation for people
with HIV and potentially higher quality organs, which may outweigh any potential additional risks.?” Moreover, it
may enable utilisation of organs from donors with false-positive HIV screening tests, that would otherwise not
be transplanted.?® In Australia, the incidence of donor referrals with HIV is also small , but successful HIV D+/
R+ kidney transplantation has been performed locally.*® An infectious diseases specialist with expertise in HIV
and transplant infectious diseases should be involved in these cases, and specific informed consent should be
obtained from the recipient. Donors with HIV must have an HIV infection that can effectively be treated using
antiretroviral therapy that accounts for both efficacy and potential drug interactions in a post-transplant setting.

Organ transplantation from donors with HIV into recipients without HIV is not routine practice, due to anticipated
HIV transmission and limited evidence base. As such, there is insufficient published evidence to support the
safety or clearly define the risks of this approach, even in exceptional cases. Should circumstances arise where
a donor with HIV is appropriate to consider for a recipient without HIV (i.e. where the urgency and availability of
transplantation is thought to outweigh the additional recipient risks of HIV transmission'™), careful consideration
would be required regarding consent processes, local approvals, and jurisdictional legal implications.
Consultation of an infectious diseases specialist with expertise in HIV would be mandatory.

Recommendation

All donors should be screened for HIV using an HIV Ag/Ab combination assay and HIV-NAT. Use of organs from
selected donors with an antibody and/or NAT-positive for HIV should be considered for waitlisted recipients with
HIV, in consultation with a HIV specialist. Donation of organs from donors with HIV for recipients without HIV is
not recommended; should exceptional circumstances arise, consultation with a HIV specialist, informed consent
and careful consideration of risks would be required.

Contemporary evidence

Benefits of HIV D+ SOT for PWH

Importance of informed consent

Potential for HIV D+/R- SOT

>
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Thank you

Participants

Conference organisers; ASHM

Prof. Jason Ong, Prof. Jennifer Hoy, Prof. James McMahon

Dr Warittha “Nittha” Tieosapjaroen
Funding: John F. Marriott Trust

Consumer organisations: NAPWHA -John Rule, Aaron Cogle
Professional organisations: TSANZ, ASID, VHHITAL, LITAC, ANZSN

Email: david.griffin@monash.edu
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Community Summary

People with HIV are eligible to receive organ transplants when needed

» Factors other than HIV are more important in deciding whether a person
receives an organ transplant

« HIV infection appears to be an important factor in decision making about
accepting a potential organ donor, but more information is needed to
understand why this is.

* People with HIV are eligible to register as organ donors with Donate
Life, and have potential to donate their organs

",
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