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FEWER  SIDE  EFFECTS ,  BETTER  TREATMENT .  
THE  PROMISE  OF  PATIENT-REPORTED  OUTCOMES :  
THE  ROLE  OF  THE  COMMUNITY  IN  THE
DEVELOPMENT  AND  IMPLEMENTATION  OF  PROMS .

EATG commissioned research into the use of PROMs for the development of new HIV
medicines. Led by the community, the work comprised of a literature review, a survey
with people living with HIV taking treatment and stakeholder interviews.

PROMs – or patient-reported outcomes measures – provide understanding into how
people feel about their health and wellbeing. PROMs can be used to check on a
person’s outlook into their quality of life or they can prompt responses to their
experiences with their treatment or health services. PROMs can be used to measure
progress or deterioration of a person’s situation over time.

What  are  PROMs?

PROMs that measure people’s quality of life provide important information regarding
their experience with HIV treatment over time, including how other non-HIV-related
issues impact their daily lives, covering issues such as stigma, depression, anxiety,
sleep disturbances, and other problems.

Why  are  PROMs  important  to  people
living  with  HIV?

Today, chronic treatment for HIV is safe and effective. The question remains whether
or not it is possible to develop even better drugs that address some of the
outstanding issues that people living with HIV face on a daily basis. PROMs might be
useful to help distinguish new medicines in the future and this research looked into
whether or not this would be possible.

Why  use  PROMs  for  the  discovery  of
new  medicines?



DISTURBANCES  (SIDE  EFFECTS) :
Most people in both the English and Russian versions of the
survey were satisfied with their treatment (83% and 63%
respectively). They also indicated that reducing both mild and
severe side effects is important to them (80% and 89%
respectively). The responses were varied regarding how well they
were able to manage their side effects. 
 
Sleep disturbances were the most commonly indicated problem.
Other side effect issues listed were gastrointestinal (stomach),
weight gain and weight loss, psychological issues (anxiety,
depression), neurological issues (difficulty concentrating and vivid
dreams), as well as side effects normally associated
with older types of medicines including neuropathy and
lipodystrophy (changes in fat distribution).

IMPROVEMENTS  IN  FUTURE
TREATMENT :
There were similar preference rankings identified: fewer pills per
dose/ day; hide taking treatment (e.g. through injections instead
of pills), fewer medications (e.g. dual or mono therapy), fewer side
effects and long-acting medication (not having to take
medication every day). However, there was a variety of responses
with many choice combinations possible in a relatively small
survey group, so it is not surprising that there was no real lead
preference for improvement. More important, however, is the
person factor – people are different and value different things in
their lives.
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SURVEY  RESULTS

EATG distributed a survey in November and December 2020 in
English and Russian. A diverse group of 96 people living with HIV
on treatment from 26 countries responded. The survey asked two
main questions: (1) what disturbances (side effects) you currently
experience with treatment and (2) what kind of improvements you
would like to see in treatment in the future.

KEY  TAKEAWAY/CONCLUSION :
Among the large range of side effects that need to be improved
and the lack of clear preference for one type of future treatment
improvement, it will be difficult for PROMs to drive future
medicines development in one particular direction.
However, PROMs can help to identify the range of possibilities for
improving treatment in the future.
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STAKEHOLDER  INPUT

Academic Advisors: 

PROMs might not always be ideal at measuring changes to people’s experiences that
are due to the new product itself instead of other things going on in their lives. For
instance, sleep disturbances can be caused by a number of things, including normal
ageing or the development of other diseases over time. Also, because medicine trial
timelines are short, PROMs might not pick up these changes quickly enough to show a
difference.
 

Clinicians:

PROMs are being used more and more in clinical practice to, among other things,
measure the health-related quality of life of people living with HIV. Some of the tools
are effective in giving information about people’s experiences and some are also
helpful for identifying how to help people optimise their health and wellbeing.
However, it is difficult to attribute these issues to people’s HIV treatment directly.
PROMs can be considered tedious to fill out and new, innovative approaches to
collecting information are being tried out with the help of technology. For future
treatments, there will never be one solution because every person living with HIV is
different. To support investment in better HIV medicines, the links between
psychological factors, including stigma, and health and wellbeing need to be
researched to show the importance of PROMs in designing new treatment options.
 

Pharmaceutical Companies: 

PROMs are becoming important to be able to distinguish new products from old ones,
especially in HIV where treatment is effective and is generally well tolerated. The
industry uses different types of PROMs, including generic, HIV-specific and custom-
made PROMs. Currently, PROMs are used as secondary or exploratory medicine trial
endpoints but, in the future, the goal is that PROMs will be established as a key
endpoint on important issues for people living with HIV and that they will be added to
product labels as part of the registration process. It is difficult to address patient
diversity in medicine trials because of the homogeneity of trial participants.
Pharmaceutical companies have an important after-market role in supporting clinical
trials in diverse populations, which could have an effect on labelling and will support
better clinical practice.
 

Health Technology Agencies (HTAs): 

HTAs decide which medicines get reimbursed by health insurance. They do this by
comparing new products to old ones and seeing which have better therapeutic
benefits and fewer adverse effects. PROMs provide an additional source of information
that could show a benefit of one medicine over another. HIV-specific PROMs can be
useful if they show a significant benefit over an older HIV product. However, HIV-
specific PROMs cannot be compared to specific instruments used in other diseases.
Therefore, in order to decide on the distribution of scarce resources across the entire
health system, generic PROMs are often preferred. The problem with this is that less
disease-specific PROMs are even less likely to show differences in the short timelines
associated with medicine trials.
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ROLE  OF
PEOPLE  LIVING  WITH  HIV
People living with HIV should be involved in all aspects of PROMs development from
identification of a conceptual model, to development of the design of the
measurement tool (including validation), to implementation of the PROM and analysis
of the results. “Nothing about us without us” is the mantra for GIPA and this should
also be applied to HIV-specific PROM development.
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People  l iving  with  HIV :
Organisations working on behalf of people living with HIV should
build capacity for people to understand the importance of PROMs
and to advocate that people living with HIV be involved in all
aspects of PROMs development and implementation.
More work needs to be done to identify the outstanding needs of
people living with HIV with respect to their treatment, health and
wellbeing and to link these with future medicine development.

RECOMMENDATIONS

Pharmaceutical  companies :
Ensure that only relevant PROMs are included in their research
and development and that, when used, PROMs should be
developed and implemented in collaboration with people living
with HIV.
Work should be done to identify PROMs that are sensitive to
short trial timelines and relevant to the outcomes that are
important to people living with HIV.
Continue to work with clinicians and people living with HIV to
identify ways that PROMs can influence practice guidance after
market authorisation.

Researchers  and  Clinicians :
Continue research into PROMs that are relevant for clinical
research as well as clinical practice, looking for PROMs that are
sensitive to shorter timeframes and allow for better attribution to
treatment arms. 
Find ways to use PROMs to connect psychosocial and emotional
issues that people living with HIV experience to the continuum of
care in order to show the value of addressing the people’s overall
health and wellbeing, as well as their virological outcome.
Find innovative ways to collect and analyse data in order to
develop algorithms to inform clinical care and the development
of new medicines.

Regulatory  bodies  and  HTAs :
Regulatory bodies should develop better guidance that addresses
labelling as a result of the use of PROMs in HIV research and
development.
Enter into dialogue with people living with HIV and
pharmaceutical companies to understand people’s long-term
needs and how these relate to the development of products that
will ultimately improve clinical results and save money.
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