ﬁl’}%ﬂ Utrecht Pharmacoepidemiology
Zu\s University and Clinical Pharmacology

NN

Opportunities and Challenges for Decentralized Clinical Trial Approaches: European
Health Technology Assessment Perspective

Amos J. de Jong," Nadi Shahid,” Mira G.P. Zuidgeest,? Yared Santa-Ana-Tellez,! [ Unees - omaceuticalstences s puich Medicines Evaluation Board

6 Department of Clinical Pharmacy,University

Milou Hogervorst,' Wim Goettsch,'? Hamidou Traore,* Anthonius de Boer, = s cemter Jor Feath “ciences and frimary Care: wedical Center Utrecht

University Meaical Center Utrecht / Faculty of Pharmaceutical Sciences, University of

|—| a ‘ga G I rd 3 rSd OtU r1 0,/ 3 National Healthcare Institute, Diemen Iceland

4 UCB Biopharma, Brussels

INTRODUCTION RESULTS

Results from clinical trials can inform health technology Two main th.emes were identified from .the dat.a. 1) bl
assessment and subsequent reimbursement decisions. approaches in HTA relates to the perceived suitability of
Digital health technologies and other innovative trial DCT  approaches in - terms of  therapeutic  areas,
operations enable the conduct of trials closer to interventions and endpoints, and the relation of DCTs with
(hospital-based) investigative sites. Trials in which tria relevance concerns factors that influence the acceptance
activities are conducted at participants' homes or direct of data generated in a DCT including data completeness,
surroundings are collectively known as decentralizec variapility, validaition, the impact of biases and the
clinical trial (DCT) approaches. DCT approaches coulc potential to increase generalizability of trial results.
address well-known trial barriers such as limitec

fecrwtmen.t a.ﬂd retention rates, high participation burden. Key opportunities

However, it is not known how HTA assessors would

evaluate these type of studies in their evaluation. | Data collection reflective of the

real-world setting
Reduced recall bias and%/

Hawthorne eftect

GOAL

To identify  opportunities and
challenges for DCT approaches to
support HTA decision making from a
Furopean HTA perspective.

“Quality of life data is something that
could be collected in this way [in a
DCT]. [...] | can imagine that this

could lead to less missing data.”
METHOD

Online, one-nour, semi-structureao
interviews with representatives from
HTA Dbodies. Data were analysec
following thematic analsyis.

‘ Increased generalizability

Key challenges

Impact of data collection in less

‘ controlled settings
RESPONDENT CHARACTERISTICS (n = 25)

‘ Change of behavior when outcome data is
observable

—

Pharmacotherapeutic assessor

Pharmacoeconomic assessor

‘ Limited knowledge of DCTs among HTA

Coordinating or advisory role

Pharmaco- therapeutic
& economic assessor

Role within HTA body

CONCLUSIONS

Trial conduct in real-world settings, involving a trained,
‘epresentative participant group is appreciated by HTA

> Pharmaceuticals .
§ representatives. HTA assessors should be made aware of
< Both product types DCT approaches, while acknowledging the different impact
T o © O the diverse DCT approaches may have. When assessing
{0 : :
o w@ oY ¥ D(CTs, attention should be given to data completeness,
/ ¢ f\ . . . . .
Q% ‘e Non- pharmaceuticals %. 2 appropriateness of the (digital) endpoints and trial
Experience with HTA population characteristics
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