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For improving patient outcomes…..

We need access to better treatments.



Access to Better Treatments

• Innovation

• Market Access

• Coverage



Access and Coverage depend on

• Evidence on Safety

• Evidence on Effectiveness

• Price 



The origin of Health Technology Assessment

Request of the US Congress Senate 

Committee on Human Resources to OTA in 

1974: « whether a reasonable amount of 

justification should be provided before costly 

new medical technologies and procedures are 

put into general use»

Decisions based on
needs expressed by
physicians

Decisions based on (informed by)
a formal and transparent assessment 
of the evidence



Reasoning in HTA

Adapted from Health technology assessment of medical devices. WHO Medical device technical series, 

2011. Available at: http://whqlibdoc.who.int/publications/2011/9789241501361_eng.pdf

Effectiveness

and safeness

Can it 

work 

here?
(here=context 

of decision-

making)

Theoretical 

safety and 

efficacy
Can it work?

Appropriateness
Should we 

do it here?

Implementation

How should we do 

it here?

Research

• HTA depends on 

available primary 

studies.

• HTA must deal 

with uncertainties 

in knowledge.

• HTA can be a 

hurdle or an 

enabler for 

innovations.

http://whqlibdoc.who.int/publications/2011/9789241501361_eng.pdf


Current challenges

• Precision medicine deals with small groups of patients

• Tradeoff between time and uncertainties

• Connecting research and innovation to patient care

• Affordability



http://www.modernhealthcare.com/article/20170314/NEWS/170319977?



http://healthaffairs.org/blog/2017/03/20/a-better-balance-between-

accelerated-access-and-high-priced-new-drugs-a-new-conditional-

approval-option/

• US AIDS Coalition to Unleash Power: get 
drugs out to patients before all of the safety 
and efficacy data are in

• 1992 parallel track initiative used only once 
for stavudine, a still-experimental drug

• Drug price limited to cover cost for trial

• Physicians had to provide data on their 
patients and patients’ responses to treatment

• 21st Century update of the 1992 HIV-only 
Parallel Track: Conditional approval with price 
restriction



Necessary conditions for Conditional 
Approval with Price Restriction

1. Developing the vision

2. Developing Trust (probably the biggest challenge)

3. Transparency and patient participation at all steps

4. Collaborative, patient-centered evidence-development pathways

5. Methods and infrastructure: 

a) innovative trial designs, ex randomized register trials; 

b) information systems based on Big Data, Open Data and Linked Data 

c) processes based on Living Lab style approaches

6. Patient organisation acting as catalyzers between the economic, 
scientific, administrative and political perspectives
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“Putting Big Pharma spending in perspective”

http://www.randalolson.com/2015/03/01/design-critique-putting-big-pharma-spending-in-perspective/



Beyond Regulation, HTA and Negotiation

1. Health Canada cannot diminish drug prices.

2. PMBRB’s tools are very limited concerning the typical new drugs with  high price 
tags.

3. HTA and related processes provide pharmaco-economic information to inform 
decision-making.

4. PCPA can lower prices, but often not to the extend needed for enabling coverage.

5. Industry is using the market mechanisms that allow the current evolution in 
pricing.

6. Innovative mechanisms are needed for enabling innovative drug development 
and market access.

7. Lowering development time and development cost may enable significantly 
decreased drug prices. 
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Progressive field evaluation

Image adapted from the Living Lab Methodology Handbook, Ståhlbröst  et Holst, 2012, available at 
http://www.ltu.se/cms_fs/1.101555!/file/LivingLabsMethodologyBook_web.pdf

Objectives:

• Align the value proposal of an 
innovative technology with the 
needs of the users 

• Integrate the knowledge and the 
experience of the partners involved

• Identify optimal conditions and 
adapt the use of a technology 
accordingly

• Collect information about the 
effectiveness of a technology, as 
well as contextual and 
organizational elements relevant to 
decision makers

Slide from INESSS work with the 

Advisory committee on HTA and 

innovative technologies 2012-2015
http://www.inesss.qc.ca/en/networks-

andpartnerships/bridging-

mechanisms/advisory-committee-on-hta-and-

innovative-technologies.html

http://www.ltu.se/cms_fs/1.101555!/file/LivingLabsMethodologyBook_web.pdf

