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What’s in a name?

CURE

» /verb/ relieve (a person or animal) of the symptoms of
a disease or condition.

» /noun/ a substance or treatment that cures a disease
or condition.

» Acure is when a treatment makes a health problem go
away and it's not expected to come back

» Curative misconception?

» False beliefs that participants will be “cured” from
early-phase experiments
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Most highly desired outcomes of a cure

among PLHIV

Alleviating uncertainty Cl\cl,c:,ézrrlrg,:é Z(Z'ggt Reducing the negative

about future health social impact of HIV

onward HIV : : :
problems ransmission associated with stigma

Verdult et al. (2012)




Table 1. Participant expectations on completing an intensive HIV cure focused clinical trial.

Potential cure scenarios ranked most important P value
Not passing HIV MNot getting HIV Being considered a person Stopping HIV No longer need to
on to others for a second time not infected with HIV medic ations see a doctor for HIY
7o 32% 32% 25% ("% <001
Very Somewhat Somewhat Very
desirahle desirable undesirahle undesirahle
Sterilizing cure
You are completely cured. So vou no longer 0 10% 0% Mo
need to take HIV medications or see doctors
about HIV'
Functional cure 0.02
The virus is still in your blood, but vour body is 35% 0% 10%

able to keep the virus in check on its own. You
no longer need to take HIV medications but you
still need to visit your doctor for testing to
monitor HIVY

Mc Mahon et al. (2015)




@Quite desirable W Not very desirable B No more desirable than current treatment

You no longer feel bad or worry because you have HIV (e
You no longer have to see a doctor for regular monitoring

Your life expectancy is the same as HIV- persons |y

There is no risk of HIV-related health problems T Ty Ty T e e e
You are not able to catch HIV again (TR

You no longer have HIV in your body | R,

You can tell people that you don’t have HIV | Emm ]
You would test HIV negative | ]

There is no risk of passing HIV to sexual partners (even off treatment) [ AT, 7
Stop ART for a number of years but you might need them in the future HEEITTITANTTITN

Never need to take ART e PR TS g === e

% 10% 20% 30% 40% 50% 60% 70% 80%
Percentage of participants

90% 100%

Simmons et al. (2016)
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Motivations, barriers and experiences of participants in an HIV
reservoir trial
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Marie-Angélique De Schcc;der"’l‘ , Ward P.H. van Bilsen ™', Melissa Dullaers©,
Javier Martinez-Picado ®* , Udi Davidovich 2, Linos Vandekerckhove *?

» Baseline questionnaire

» 32 items on motives, barriers and expectations of
study participation at enrollment

» EXit questionnaire

» 23 items to assess motives and investigate the
overall satisfaction and experiences of study
participation

» In-depth interviews to gain more insight in issues that
had emerged from the questionnaires




Questionnaire A: participation in the HIV-STAR study

1. | How would you assess your physical health 1-25

2. | Have you participated in a medical study before YIN

3_| If yes, please note the study subject and describe your text
experiences

4.| How big is your interest in HIV research 1-=5

5.| How big is your interest in research in general 1->5

6. | Do you ever attend meetings about health-related issues 1-=5

7.| My participation will provide me with extra information 1-=5
about my health and in particular my HIV infection

8. | There might be unexpected events preventing me from 1-25
attending my study appointments

9| Participation will have an important impact on my sacial 1->5
life/relationship

10[ My participation will allow me to have better access to 1-=5
medical care in the future

11] | hope that my participation will benefit my own health 1-=25

12{ The allowance will allow me to do something extra 1-=5

13[ Participating in the study makes me a better human being | 1-=5

14| Participating in the study might damage my health 1-25

15[ My doctors will appreciate me more if | participate 1-=5

16| | worry about the secondary effects of treatment stop 1-=5

17| Participating in this trial will increase my chances of 1-25
getting cured

18[ My family/friends will be excited about my participation 1->5

19( Participating in this trial will give me a bigger chance not 1->5
having to take my HIV medication anymore

20| Participating in this trial will allow me to have faster 1-=5
access to new medication

21| Staying in the hospital demands a lot of time 1-25

22| This study offers the possibility to get tests | cannot pay 1-=5
for myself

23| This study increases my chances of decreasing my HIV 1->5
resenvoir

24| My participation will help others 1-=5

25| My participation contributes to HIV cure 1->5

26| The number of exams makes me nervous 1-=5

27| | know the risks related to the sampling interventions 1-=5

28| The chance of resistance after stopping treatment is low 1->5

29| Stopping treatment does not impact sexual transmission 1-=5
of HIV

30[ Restarting HIV medication will have physical or mental 1-25
consequences

31| The increase in viral load after stop of my HIV treatment 1-=5
worres me

32| | prefer to keep my participation a secret 1->5




MOTIVES

De Scheerder et al. (2021)




BARRIERS

De Scheerder et al. (2021)




Case study G.

28 years

Born in Brazil, since 1/2020 in Belgium

Hiv+ since 11/2018

Closed relationship since 14 months, hiv- partner

v v v VvV Vv

Other medication: Trazodone




Participation single dose study

712022 _ _
Prescreening multiple dose study

Psycho consultation

9/2023 Treatment with overnight stay on phase | (DRUG) unit
2/10/2023 Treatment start at HRC (W4)
3-10-17/10/2023
25/10/2023

ART last intake(W12)

Psycho consultation after AT

26/12/2023 _
ART resumption

17/01/2024
02/02/2024
07/02/2024

Psycho consultation
after restart ART
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Psychological follow up in HIV ‘cure’ trial

Prescreening
consultation

PrEP

Follow-up
consultation
(before ATI)

Partner

At each medical consult: small Follow-up

psycho check consultation (after
ATI)

If necessary, counseling in

between!



Prescreening

consultation

Personality

Work-life balance

Relational/sexual status

Social network

Anxious/depressive feelings + coping mechanisms
Motives

vV VvV VvV VvV Vv V9




Psychological follow-up

Case study 0 {x

» 3/10/2023: consultation before ATI nw
» Motives
» Hope for HIV cure
* No high expectations, not too much hope
» Only partner is informed about participation
» Little concerns: about U=U partner
» Partner: PrEP




Follow-up

consultation
(before ATI)

vV Vv VvV VvV VvV V9

How would you rate your physical health?

How would you rate your mental health?

Does the study meet your expectations? Why (not)?
Did you experience any moments of hesitation?
What are the barriers up to now?

What is your motivation to continue?

Partner

PrEP




Case study {

.

Psychological follow-up O x

» 17/1/2023: consultation one month after ATl
» No worries (physical health 8/10, mental health 7/10)
» Motivation ++
» Barriers:
« Time-consuming: impact on studies
* Increased fatigue
« Strange to stop taking medication

» Partner on PrEP: more ‘controlling behavior’ towards
PrEP intake partner




Follow-up

consultation (after
ATI)

» After stopping the medication, did you experience
any anxious feelings or doubts?

» Did the stop of medication have an influence on
your relationship/sexual life?

» Can you communicate well about the study issues
with someone?




Case study {

Psychological follow-up O x

» 7/2/2023: Consultation after restart ART
» Anxious and difficulties with sleep
» EXxperiencing sexual distance in relationship
* Find it difficult to communicate with partner

* Negative self-perceptions: ‘anticipation of worst-
case scenario’




EXPERIENCES




Partner

How did you react on the participation of your partner in a cure trial?

Overall very positive. | thought it was something very meaningful to participate in, with a
potential life-changing outcome. At the same time we felt it was important to be careful

setting too high expectations.

Were all your questions/concerns adequately answered? If so, by
whom (e.g. partner, doctor,...)?

The introduction talk with the doctor provided adequate information to answer all my
initial questions; that part was very clear. Still okay but somewhat less clear was the
communication further into the trial, especially when the doctor/nurses
communicated through G. rather than directly to myself. | wasn't always confident
that | got all information and | noticed G. sometimes assumed | would have been
informed about something where presumably he was supposed to convey the

message.




Partner

As a partner, how did you experience participation?

| had the impression G. experienced some doubts and concerns more so than myself.
| mostly tried to be supportive as much as possible.

How did you experience the period when your partner was
detectable again?

The specific period where the viral load was going up, and it was detectable again
but hadn't reached the trigger level yet, made me a little nervous. | remember asking
one or two times when the next check would be so that we would immediately know
when the trigger value was reached. Once G. started taking the usual medication
again | was also looking forward to the next test to have confirmation levels were

dropping again.

Have you ever felt anxious during this process?

No real anxiety, but some nervousness about having to wait a week to the next
check while we already knew that values were rising. It was clear though the levels
were within the limits set at the beginning of the trial so it was okay.




Partner

Has this participation had an impact on your relationship?

Apart from being a topic of discussion and presenting a thing to deal with together, |
don't think it affected us too much during the trial. Once everything was over | think it
left us somewhat with a feeling of improved confidence in each other knowing that
we had successfully gone through it together. During the trial, | think G. sometimes
struggled a bit with convincing himself it wasn't changing my feelings for him so |
tried to assure him of that on a couple of occasions.

Do you have any suggestions/comments in involving
partners in participation in such cure research?

Don't rely on the patient too much to relay messages to the partner during the trial.
Even if communication is open and everyone is supportive of each other, it instills
confidence to receive factual information and instructions wrt medication start dates
etc. via a nurse or doctor.




Take home messages?

» Importance of language use CE:E‘

» Privacy
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» Importance of prescreening consultation
» Explore motives
» EXxplore anxiousness and coping mechanisms

» Involve partner
» PrigP for partner

» Importance of psychological counseling
» before-during-after
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