Rapporter om
patientdelaktighet — varfor
de ar viktiga

Idag kan du ta del av var rapport om 1lyckad
patientdelaktighet, sa se till att 1l&sa den.
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Patients Involved | Case Report
Patient Advocacy in HIV DUET phase Ill trials

The pharmaceutical developer Tibotes (now lanssen Th fics)
designed the DUET 1 & 2 studies in 2005. The DUET Phase Il trials
mvolved the concurment use of TMC125 (etravrine) and TMC114
{danmavir] in a HIV treatment expenenced population. The unigue
feature of the trial was that both compounds used had not been
Bcensed at the fime of use (2008). This was the first cccasion that
two yet unlicensed compounds were wsed in a trial in a freatment
experienced sefting, albeit only in one arm, while the other arm of
the frial remained placebo-controlled.

HIV infection is a yet incurable but manageable disease that
requires a relatively ngorous regime of antretrowiral medication
{ART) for the patients in order to avoid resistance. Resistance fo

Clinical Des

Benefits

Consultation between the patient community and the pharmaceutical
developer matured and evolved during this process significantiy
The patienfs organisations (POs) imvolved could successfully
demonsirate to the industry and the regulators that the knowledge
and experience of the patient community can yeld substantial
input intz the dewelopment process. The innovative approach of
the community infused the development process with a certain
degree of ‘courage’ to go apply unconventional sirategies when
prelimnary results from previous trials are convincing enough (both
new compounds were already known to be safe and well tolerable
at the time].

This new approach led to lasfing results and trust between the
stakeholders involved. The collaboration of two FOs from both sides
of the Aflanfic entered a new, maore intensive phase, thus allowing
exchange of experience across the communities of pecple living
with HIV. The DUET study resulted in owercoming accumulated
MDR for thousands of heawily prefreated patients.

HIW infection is a yet incurable but manageable disease that
requires a relatively rigorous regme of antretroviral medication
[ART]) for the patients in order to avoid resistance. Resistance fo
certain medicines or classes of medicines is more commaon with
treatment experienced patients who therefore need nowel or more
complex regimens to control vines reproduction in the body.

The patient community played a key role in achieving that —for the
first time —a ftrial imolved the concument use of two unregistered
compounds. Standard procedure is to use a single new compound
in & trial.

The objective of this intervention of the patient community was
to make sure that a potent novel combination of ART is available
as salwape therapy for heavily treatment experienced patients.
Compassionate use of the novel freatment regime through the trial
was advocated for.

Who was involved?

Tibotec, AIDS Treatment Activists. Coalition Drug Development
Committee (USA), European Community Adwisory Board (ECAB)
of the Eurcpean AIDS Treatment Group (EATG)
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certain medicines or classes of medicines is more common with
treatment experienced patients who therefore need novel or more
complex regimens to control virus reproduction in the body.

Thie patient community played a key role in achieving that —for the
first time —a trial inwolved the concurrent use of two unregistered
compounds. Siandard procedure is to use a single new compound
in a trial

The ub}et:m'e of this intervention of the pafient community was
to make sure that a potent nowel combination of ART s available
as salvage therapy for heavily freatment experienced patients.
Compassionate use of the novel treatment regime through the trial
was adwocated for.
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Level of patient expertise
- Patients with personal disease experience.

- Expert patients | patient adwocates with good expertise on
disease, but litle RED expenence.

- Expert patients | patient adwocates with good expertise on
disease and good RED expenence.

Challenges
Providing compassionate use of nowel compounds to patients
with reduced treatment options was and remains a challenge. The
participation in clinical trials is an effective tood for patients to access
new medicines.
The use of two experimental compounds was not comemon practice.
Substantial advocacy (political) imput was reguired from the patient
community to convince the developer (and in furn FDA, EMA and
MCA) of this new strategy.
An important meeting was held with ATAC-DDC, EATG/ECAB
and the pharmaceutical company in Antwerp in 2005.The specific
objective of the meefing was to convince the company of the
usefulness of and need for a new approach to help patients in need.
Howewer, one mamn challenge remained that the pharmaceutical
company decided o design the trial with one placebo-controlled
arm, meaning that 50% of the patienis received placebe + one
invesfigational compound rather than both new medicines.
Learnings
The ineohrement of patient organisations and expert patients in
pharmaceufical development is no longer unique. However, new
strategies and uninterrupted work, complete with continuous self-
education and rigorous knowledge of the field by the community
are needed in order to navigate the complex setting of medicine
dewelopment and research.
Maore intensive interaction with regulators is required o leverage the
political ochjectives and pressure that POs want to exert to achieve
their objectives; in this case the awvaillabdity of new treatment options.
Despite all efforis, the POs could only achieve a partial result: a
placebo-controlled arm remamed part of the tnals concemed.
Improvements in this area could, however, be achieved n later
study designs developed with patient invelverment.

Exen better coordination between POs and a more regular exchange
of experence within and ocuiside a specific disease area should
improve the effectveness and efficiency of patient involvement in
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Under de kommande veckorna kommer vi att publicera rapporter
om patientdelaktighet som handlar om provningar och projekt
med lyckad patientdelaktighet.Kom ihag att 1l&sa den nya
berattelsen varje vecka. Du kommer att marka att dessa



fallstudier kommer fran ett stort antal olika sjukdomsomraden
och att patientrepresentanter och patientexperter har varit
delaktiga i manga olika stadier.

Definitionen av framgang ar inte alltid helt entydig.I vissa
fall, till exempel inom omradet hiv/aids, som jag kommer fran,
har framgang ibland inneburit att stoppa en prdévning, eller
helt enkelt att se till att nagon av armarna i en klinisk
studie har andrats for att tillgodose patienternas verkliga
behov pa ett battre satt.

I andra fall blev slutresultatet att det skapades en
patientradgivningsgrupp som effektivt kunde ingripa och ge
sina synpunkter pa kliniska provningar.

En sak ar gemensamt for dem alla:De vittnar om de orakneliga
mojligheter och tillfallen som patienter har att vara
delaktiga, aven om det kraver mycket tid och arbete!Vissa
grupper eller sjukdomsomraden kanske har kommit 1langre, medan
andra precis har bdrjat breda ut sina vingar i varlden av
patientaktivism.Den h&r samlingen goda exempel, som ocksa
innehaller misstag och misslyckanden, kan betraktas bade som
ett motivationsverktyg och ett praktiskt hjalpmedel for
patientrepresentanter.

Har du en berattelse som du skulle vilja dela med dig
av?Kontakta innehallsgruppen med en beskrivning av din
upplevelse av patientdelaktighet, och kom ihdg att ta med all
nédvandig information s& att den kan publiceras.Hjalp oss att
utoka vart bibliotek med rapporter om patientdelaktighet!

Information som kravs for rapporter om patientdelaktighet:
Inblandade parter

Typer av delaktiga patienter/patientrepresentanter (patienter
med personlig erfarenhet av sjukdomen, och/eller
expertpatient/patientrepresentant med god kunskap om sjukdomen
men liten erfarenhet av FoU, och/eller



expertpatient/patientrepresentant med god kunskap om sjukdomen
och god erfarenhet av FoU, och/eller annat, beskriv har:)

Beskrivning av fallet (hur var patienter delaktiga i FoU-
projektet?Vilket var syftet?)(hogst 200 ord)

Fordelar (hur detta samarbete har férbattrat FoU-processerna
och FoU-resultaten eller lett till en organisationsférandring
av FoU) (hogst 150 ord)

Utmaningar och hinder (och hur ni overvann dem, eller vilka
som férblev olésta) (hogst 150 ord)

Diskussion och lardomar fér dig och EUPATI (vad skulle du gora
annorlunda ndsta gang, vilka yttre faktorer borde féréndras)
(hogst 150 ord)

I vilken utvecklingsfas skedde delaktigheten?(valj 1
diagrammet nedan)

: Preklinisk Liakemedelsprévining, Rap;::orterlng avinya/data
Grundforskning - om likemedlet samt
utveckling fas I, Il och 1l » .
sdkerhetsrapportering

Skicka din berattelse till content@eupati.eu
Tamas Bereczky

European AIDS Treatment Group


mailto:content@eupati.eu

