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1. Introduction

* |n a proactive HTA, there are different
activities that have been introduced into the
routine of many HTA agencies and units.

* The connection with innovators and the advice or
dialogue with them in terms of improving the quality
of the product, alignment with systems’ needs, an
avoiding the valley of death in-product access to
market.
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2. Aim

e To perform a systematic review of the activities
named scientific advice (SA), early advice (EA), and

early dialogue (ED).
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3. Methodology

 Major databases and HTA organizations’ websites
were explored.
— Pubmed/ Embase/ Scopus/ WoS
— HTA organization’s websites identified in the
included studies
— Last update March 2022

 Protocol and search strategy published in PROSPERO |
(CRD42020219401)




3. Methodology

* Screening by pairs among six researchers

e Two researchers performed data extraction from
all the included articles

* Information for each organization was structured in

* Any disagreement was resolved by consensus.



4. Results
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4. Results

e 26 documents selected:

7 narrative reviews describing the approaches for
ED/SA followed by different HTA organizations (4
conference abstracts)

e 10 focused on SA by a single organization (NICE 4
references)

e 9 articles about EUnetHTA ED services



4. Results

8 HTA bodies and the European Network
offering SA/ED services
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4. Results

 HTA bodies working on ED/SA are mostly based in
Europe (NICE, HAS, GB-A...), followed by Canada
(CADTH).

e Big HTA agencies (CADTH, NICE...) include EA or SA
among their services, as well as the EUnetHTA
network.



4. Results

* Type of activity, process, duration, purpose, and
costs differ among HTA bodies.

* Most organizations not only had a national public
service for ED/SA, but also participated in joint/parallel
advice services with regulatory agencies, at a national
or international level, or with other HTA organizations.



4. Results
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Figure 1. European Network for Health Technology Assessment Early Dialogue request process and outcome based on request type and Early Dialogues Working Party
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Medtech Early Technical
Assessment (META) Tool

https://www.nice.orqg.uk/about/what-we-do/life-sciences/scientific-advice

Medtech

Proof of concept, prototype phase

Getan early insight into building an evidence base to
demonstrate the value of your technology and meet the
needs of HTA bodies, commissioners and payers with our
META Tool®.

Evidence generation phase

Identify any gaps in your evidence generation plans and
receive information on the next steps using our META
Tool®.

Optirise your clinical trial/study plans by getting
answers toyour quastions and receiving key insights
through our advisory services,

Adoption phase

Identify any gaps in the existing evidence base for your
technology and receive information on the next steps
with the META Tool®.

Pharmaceuticals

Pre-clinical / Phase 1

Initiate early dialogue with us when your technology does
not fit the conventional development paradigm and there
is uncertainty around your evidence gseneration plans.

Phase 2 and 3

Optimise your clinical trial/study plans by getting
answers to your questions and receiving key insights
through our advisory services.

Post phase 3, pre-authorisation

Optimise your economic strategy and/or any additional
clinical trial/study plans by getting answers toyour
guestions and receiving key insights through our advisary
services.

Seeck expert technical advice on the structure,
transparency and overall suitability of your economic
model with our PRIMA service.

Post-authorisation

Optimise any further clinical trial/study plans by getting
answers to your questions and receiving key insishts
through our advisory services.

Seeck expert technical advice on the structure,
transparency and overall suitability of your economic
model with our PRIMA service.



https://www.nice.org.uk/about/what-we-do/life-sciences/scientific-advice

Early dialogue/Scientific advice impact

How it has been measured?

\

Description of type of services given, type of

guestions received....

Changes made by the industry to the pivotal trials designs
(implementation of given recommendations (from Regulato
or HTA bodies))

Reimbursment/appraisal results of technologies with a given
ED/SA

Manufacturers’ satisfaction with the advice given (was it
useful?...)



HTA ED/SA processes are quite new services,
and updates are common

Latest News
How We Do It +

CADTH Expands Scientific Advice Program to Include Advice on Real-World Evidence
What We Do -

CADTH is expanding its Scientific Advice program to include applications for advice on real-world evidence (RWE)

Programs and Services
generation plans after protocols for pivotal trials have been finalized. This is an opportunity for pharmaceutical

Reimbursement Review companies to enhance their engagement with CADTH regarding RWE.

Health Technology Review The expanded program will run for a 1-year learning period and requests will be considered until March 31, 2023. Any
request must include questions related to RWE generation plans; questions on economic modelling may also be

Reference List included. Priority will be given to rare diseases; however, all requests will be considered based on availability of
meeting dates. Advice will continue to be offered from CADTH alone or in parallel with Health Canada or the National

Horizon Scan
Institute for Health and Care Excellence (NICE). The established scientific advice processes will be followed.

CADTH Scientific Advice +
Program

Early CADTH Scientific Advice services prior to finalization of pivotal trial protocols still plays an important role and
continues to be offered. Questions related to RWE planning are also accepted at this earlier stage.

ing? +
How Are We Doing To discuss potential applications for CADTH Scientific Advice, please contact scientificadvice@cadth.ca.

Collaboration/QOutreach Published : April 27, 2022

https://www.cadth.ca/scientific-
advice



https://www.cadth.ca/scientific-advice

5. Conclusions

 Heterogeneity of activities framed under the
same nomenclature

* Need to define what SA, ED, and EA are.

e With the results of this SR and lessons learned, a
framework for ED/EA/SA processes will be proposed.
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And what’s next?




Thank you!




