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1. Introduction

• In 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, and 

avoiding the valley of death in-product access to the 

market.
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• To perform a systematic review of the activities 
named scientific advice (SA), early advice (EA), and 
early dialogue (ED).

2. Aim
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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

• Two researchers performed data extraction from
all the included articles

• Screening by pairs among six researchers

• Any disagreement was resolved by consensus.

• Information for each organization was structured in tables



4. Results



4. Results

• 26 documents selected:

• 7 narrative reviews describing the approaches for 

ED/SA followed by different HTA organizations (4 

conference abstracts)

• 10 focused on SA by a single organization (NICE 4 

references)

• 9 articles about EUnetHTA ED services



4. Results

• 8 HTA bodies and the European Network 
offering SA/ED services



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

4. Results

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



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

4. Results

• 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.



HTA 

body

ED/SA Technology Week

s

ED/SA Fees

NICE •Standard 

SA

•Express SA

•Drugs

•Medtech 

(Metatool)

12-18 Individual or in Parallel 

with CADTH/ 

Regulatory

EUnetHTA

£29,000 to 

91,051

HTW 

(Wales)

SA 

(Metatool)

Non-medicine 

technologies

6-8 Individual NR

CADTH SA

Early PSA

Drugs 18 Individual or in Parallel 

with NICE/Health 

Canada

65,000-

100,000 CAN $

G-BA Early/Late 

SA

Drugs 8 With National approval 

authorities 

EUnetHTA

2,000-10,000 €
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HTA 

body

ED/SA Technology Week

s

ED/SA Fees

HAS ED

Standard or 

Accelerated 

Innovative 

Medicinal

Products/

Medical 

devices

11-16 Individual 

EuneHTA

No fees.

ZIN SA (written 

or oral 

advice)

Medicinal 

products

6-12 In parallel with 

MEB

EUnetHTA

No additional 

fee to MEB

TLV SA Pharmaceutica

ls

8 In parallel with 

MPA

EUnetHTA

No additional 

fee to MPA

AIFA SA

Innovative 

meetings 

(informal)

Pharmaceutica

ls

12 Individual 

EUnetHTA

10,000-40,000 €
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https://www.nice.org.uk/about/what-we-do/life-sciences/scientific-advice

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


Early dialogue/Scientific advice impact

How it has been measured?

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

• Description of type of services given, type of 
questions received….

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

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



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

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.

• With the results of this SR and lessons learned, a 

framework for ED/EA/SA processes will be proposed.





And what’s next? 



Thank you!


