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Starting point: The institutional environment influences which HTA
architecture can work best

Institutional
environment

Hard factors

(not related to
human behaviour)

HTA
architecture

Soft factors

(related to human
behaviour)

© David Danké HTA system design in countries newly implementing HTA Astana, 27 April 2017 2)



The institutional environment is complex and comprises several
elements (1)

Policy objective to be fulfilled by the introduction of HTA

Wider political context and institutional robustness

Availability of human resources for assessment and
appraisal

Ins it enE Level of health economics expertise available

environment

Availability of health data

Availability of funding for HTA

HTA governance
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The institutional environment is complex and comprises several
elements (2)

EXAMPLES

Policy objective to be fulfilled by the introduction of HTA

* Why has HTA implementation been initiated and by whom?

« What is the target scope of HTA, as per preliminary policy discussions, in terms of health technologies
(originator medicines only, all proprietary technologies, all health technologies)?

«  Will HTA be used during the pricing & listing process to assess all innovative health technologies within
scope that seek public funding? Or only to a subset of technologies based on some criteria?

« Wil HTA be used to prioritize health technologies which have been waiting for a pricing & listing decision?

*  WIll HTA be used to revise the price and reimbursement conditions of already funded health technologies?

Wider political context and robustness of institutions

» Is there a culture of policy debate, stakeholder inclusion, transparency, accountability and contestability?
« How high is the exposure of health policy institutions to the political cycle?
* How frequently and abruptly are health policy / HTA priorities expected to change?

* How accountable are health care policymakers for their decisions and actions?
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The logic of HTA design is different in the traditional and the relativist
(institutional) approach

Traditional
HTA view

Good practice, ke Methods and
practice, key > Good HTA
principles, capability
; system
recommendations development

)

Relativist

(institutional)
view

Fit-for-
purpose
capability
develop-
ment

Fitting Fitting
Institutional HTA methods
environment archi- and

tecture principles
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A four-step rational process is recommended in HTA system design

Context

assessment

-

N

What does this
mean for an HTA
system to reach

~

its stated /
ambitioned
goals?

J

System
architecture

~

/ HTA paradigm
+ Specific value

framework

* Perspective of
assessment

+ Timing of
assessment

* Principles of HTA
governance

K Technology scopeJ

Assessment
criteria and
decision rules

™

Criteria to be used
in value assessment
Definitions and
metrics

(Scores and
weights)

* Decision rules
Protocols and legal

K texts

Process
design

AN

Milestones, dead-
lines, responsibilities
Rights, competences
of stakeholders

Data and process
transparency

Right of appeal
Information systems
Key performance
indicators
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Practical principles of HTA system design —
recommendations for Russia and CIS countries

#1. HTA must serve a
well-defined policy
purpose

#2: HTA must be
consistently embedded
into broader health

policy
#3: HTA should never
automatically block

new technologies from
entering public funding

1.

CLEAR
POLICY
OBJECTIVES

PROPER
IMPLEMENTATION

2.

CONTEXT-
BASED
DESIGN

3.

#9: Implementation must
follow realistic timelines

#4: HTA is a policy tool
itself and it should be
cost-effective

#5: The HTA system
should be built on existing
data, capabilities and
resources and can be built
stepwise

#6: Unnecessary
reproduction of evidence
and generation of pseudo-
objective local datasets
should be avoided

#7: Multiple criteria should
be used in a balanced
way

#8: The HTA process is as
important as the method
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Principle #1.

HTA must serve a well-defined policy purpose

,Right’ HTA policy objectives

Increase the
efficiency of

Increase the
transparency of

health care o :
decision-making

spending

Enable
prioritization of

health
technologies

,Wrong’ HTA policy objectives

Comply with
lender Introduce a cost-
requirements cutting mechanism
without a clear in health care
policy vision

Yield to pressure
from consultants
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Principle #2:

HTA must be consistently embedded into broader health policy

/Connections between\

HTA and other
subsystems must be
defined.

HTA should not work as
a stand-alone
subsystem in

Q)harmaceutical policy./

Pricing
regulation

Co-payment
regulation

control

Social
support

incentives

Industrial

policy
objectives
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Principle #3:
HTA is a policy tool itself and therefore it should be cost-effective

Payer benefit (= better decision quality)

PAYER from increased quality of information
PERSPECTIVE should exceed the cost of producing
that information

Health outcomes from improved system
IETAL
PESROSCPECTIVE efficiency through HTA should exceed
direct and indirect costs of HTA
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Principle #7:
Multiple criteria should be used in a balanced way

\_

Only by applying multiple
criteria can the risk of a
shift towards budget focus
and silo decisions be
minimized

J

CLINICAL BENEFIT

ECONOMICS

SOCIAL AND ETHICAL

ASPECTS
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Principle #8:
The process is as important as the method

Reception and technical inspection of
reimbursement dossier

|

Value assessment

]| Repon

Discussion #1: decision on reimbursability with
the originally submitted MEA or amendment
requests to pharma company

D Notification of the
pharma company
\ 4

Discussion #2: hearing of pharma company,

Budget holder or Value
Assessment Body

Value Assessment Office

>

Pricing & Reimbursement

decision on reimbursement, finalization of MEA Committee
If positive A
decision is ;sessment
taken ummary
Inclusion in Publication of
BUdget holder reimbursement list decision
© David Danké HTA system design in countries newly implementing HTA Astana, 27 April 2017 (12)



Conclusions and recommendations

1. HTA systems should be designed based on the
Institutional context

2. HTA systems should themselves be cost-effective

3. Although HTA is often regarded as a technocratic tool,
It is in fact a social and institutional phenomenon
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