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JCA: jaky by mél byt vysledek

e Jasny, splnitelny a predvidatelny proces pro vsechny zucastnéné
e Rychlejsi dostupnost vystupt HTA pro zajisténi urychleni vnitrostatnich procesut a rychlejsiho pristupu pacient(
e Flexibilni pristup a vyuziti nejmodernéjsi metodologie.
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JCA: rozdil mezi HTA a registracnim procesem

e Centralizovany registracni proces i JCA nyni na urovni EU

e Jde o dva rzné procesy, které by mély zlistat oddélené, protoze maji rlizny ucel

e JCA by mélo byt na jednu stranu rychlé, na druhou stranu by mélo umoznovat uprfesnéni poté,
co jsou k dispozici nova data
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JCA: zrychleni pristupu k Ié¢bé pro vsechny obcany ¢lenskych statu EU

e Evidence pro klinické hodnoceni by méla byt pfedlozena jen jednou pro JCA

e Narizeni umoznuje ¢lenskym statim provadét doplnujici analyzy

e Kolik dopliujicich analyz bude? Misto 27 narodnich procest jeden EU + 27 narodnich v nejhorsim scénafi
e Rychly proces stanoveni (redlnych) pozadavk( na data k JCA (scoping process) bude klicovy pro uspéch
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Impact of Additive Picos in a European Joint Health Technology Assessment. a @
Hypothetical Case Study in Lung Cancer éFES

AUTHOR(S)
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1IQVIA, Amsterdam, NH, Netherlands, 2IQVIA, Pretoria, GP, South Africa, *AstraZeneca, Cambridge, CAM, UK, *IQVIA, Frankfurt, HE, Germany

RESULTS: EMA has approved 11 different products for 1L NSCLC, aligned with current ESMO guidelines. Based on a review of 6 national HTA bodies in
the EU there would have been 10 different PICOs for the JCA of product X. 6 out of the 10 PICOs would be driven by the needs of one country only. In
total 17 unique outcomes would be anticipated per PICO, excluding sub domains. Most endpoints requested were in line with endpoints in the EPAR.
Applying the outcomes to all PICOs would result in 170 outcomes in total. When looking at only the clinical endpoints 32 of the 80 clinical analyses
required in the assessment would not be relevant to any of the 6 HTA bodies.

CONCLUSIONS: Based on just 6 or the 27 Member States, the proposed additive PICO approach for some medicines would lead to substantial analyses,
of which a sizeable proportion are either not requested by any country or used by only one country. A transparent, evidence-based methodology is

required to streamline the European PICO, ensuring efficient use of resources towards the timely delivery of a high-quality assessment, supplemented by
Member States complementary clinical analyses.

CONFERENCE/VALUE IN HEALTH INFO
2022-11, ISPOR Europe 2022, Vienna, Austria
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JCA: metodologie

e Kontext onemocnéni (napriklad nemoznost provadét randomizované klinické studie u nékterych onemocnéni)
e Vyuziti modernich metod
e Pouziti veSkeré dostupné evidence véetné RWE apod.
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JCA: inkluzivita

Spoluprace se vsemi zucastnénymi stranami:

* Pacienti

* HCPs

* Experti (statistika, metodologie, apod.)
* HTPs
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JCA: zdroje

Aby byl proces Uspésny, je nutné alokovat zdroje — finacni i lidské (odborné) — v ¢lenskych statech.
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