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A 4-step rational approach to the design of drug assessment systems

Context assessment

Choice of 

paradigm and 

model

Design of 

assessment 

framework

Design of 

assessment 

process

 Goal to be reached

 Availability of 

sustained funding

 Availability of 

technical knowledge

 Availability of 

human resources 

 Centralization of 

decision-making

 Weight of 

assessment in final 

decision

 …

 Economic 

evaluation or 

qualitative 

assessment or 

balanced 

assessment

 Heavy model or light 

model or ultra-light 

model

 Technology scope

 Payer perspective or 

societal perspective

 Metrics used

 Measurement 

methods applied

 Analytical tools

 Decision criteria

 Guidelines and 

protocols

 Legislative 

framework

 Assessment steps

 Deadlines and 

primary responsible 

persons

 Other participating 

stakeholders

 Process transparency

 IT implementation

 …
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Background and rationale for a 
pragmatic value assessment system in Serbia

Serbian P&R decision system for 

innovative medicines
 Listing system based on pharma company* 

submissions

 No formal HTA but structured review of 

submissions (clinical and economic aspects)

 Limited availability of country-specific data

 Assessment and recommendation by 

National Health Insurance Fund (RFZO), with 

input from Republic Expert Committee (RSK)

 Formal decision by Central Committee for 

Drugs

Actual listing practice

 Limited or no patient access to most recent 

innovative therapies

 No positive listing decisions for innovative 

substances since 2011 

 More than 80 new INN’s awaiting any (pos or 

neg) listing decision in more indications

 Bottleneck: lack of recommendation by RFZO

Current challenge

How can RFZO arrive 

at a transparent and 

robust priority ranking 

of new INN’s and 

indications, which can 

be the basis for listing 

decisions eventually 

supported by managed 

entry agreements?

Opportunity

Implement a fit-for-

purpose, pragmatic 

value assessment 

system for the quick 

assessment of new 

INN’s and indications

* Throughout this document, ‚pharma company’ refers to the marketing authorization holder (MAH) or its representative in Serbia
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Possible mission of a pragmatic value assessment system in Serbia

„Enable the clinical and economic value assessment of new therapeutic 

indications of innovative medicinal products                        

in a decision-oriented and resource-conscious way

to help competent authorities make consistent and transparent pricing 

& reimbursement decisions.”
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Benchmarking opportunities for the definition of assessment dimensions

International assessment systems

MCDA/PBA literature sources

Source: Dankó D. (2014):  

Health technology assessment in middle-income countries: recommendations for a balanced assessment system. 

Journal of Market Access and Health Policy, 2: 23181 -http://dx.doi.org/10.3402/jmahp.v2.23181

Source: own compilation, Jasmine Pwu (Taiwan), Jeremy Lim (Singapore)
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VALUE 

ASSESSMENT

Proposed assessment dimensions for value assessment in Serbia

VALUE FOR PATIENTS                        

AND SOCIETY

1. 

Added clinical 

benefit

2.

International 

funding and 

assessment

references

3. 

National health

policy alignment

4. 

Social and ethical 

considerations

FINANCIAL 

IMPACT

5.

Budget impact

assessment
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The scoring logic is based on transparent principles

Principles Scoring model (work-in-process)

 Total scores between 0 and X are assigned to 

each new medicine seeking public funding in 

a new indication.

Scoring is performed separately for each 

submitted indication.

 A minimum total score of Y is required for the 

new medicine to be considered for 

reimbursement in a new indication.

Both Value for patients and society and 

Financial impact should independently enable 

a new medicine to reach the minimum score

 There is no minimum score requirement 

within assessment dimensions.

Differentiated assessment logic for oncology 

and hematology

Dimension Max. score

1. Added clinical benefit A

2. International funding and 

assessment references

B (< A)

3. National health policy 

alignment

C (< B)

4. Social and ethical 

considerations

D (= C)

5. Budget impact 

assessment

E (= A + B)
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Selected assessment criteria (illustration)

Assessment criterion Score

11.1. Based on the clinical evidence summarized in the product SmPC approved by EMA, the medicine is expected to 

provide important improvement in the primary clinical endpoint against the comparator.

P

11.2. Based on the clinical evidence summarized in the product SmPC approved by EMA, the medicine is expected to 

provide moderate improvement in the primary clinical endpoint against the comparator.

Q < P

22.1. The medicine has received an unrestricted positive recommendation from the Scottish Medicines Consortium (SMC) 

for use in its requested indication.

P

22.2. The medicine has received a restricted positive recommendation from SMC for use in its requested indication. Q < P

31. The medicine in the requested indication helps the implementation of national health policy priorities which have been 

officially declared by the government of Serbia and/or priorities set for the national health insurance system in the Plan for

Health Care Protection from Compulsory Health Insurance.

Q < P

44. The medicine is submitted for reimbursement in an indication group in which no previously not reimbursed INN’s have 

been granted public funding since DD/MM/YYYY.

Q < P

51.1. The net budget impact of the medicine in the requested indication, taking into consideration the financial mitigation 

effect of the pending managed entry agreement for the product, would be negative or zero (neutral).

R

51.2. The net budget impact of the medicine in the requested indication, taking into consideration the financial mitigation 

effect of the pending managed entry agreement for the product, would be positive but it would not exceed X% of the total 

net value of RFZO pharma expenditures.

S << R
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Process blueprint for value assessment and listing decisions in Serbia*

Reception and technical inspection of  

reimbursement dossier

Value assessment and scoring

1st discussion in the Central Committee for Drugs:             

decision on reimbursability with the originally submitted MEA 

or formulation of amendment requests to pharma company

2nd discussion in the Central Committee for Drugs:                 

hearing of pharma company, decision on reimbursement, 

finalization of MEA

Publication of decision
Inclusion in 

reimbursement list

RFZO Pharmaceutical Department

Value Assessment 

Report

Notification of the 

pharma company

Public Value 

Assessment 

Summary

RFZO Pharmaceutical 

Department

RFZO Value Assessment 

Department

Central Committee for Drugs

in the case of 

positive decision

Expert assessment of added clinical benefit
Competent Republic Expert 

Committee (RSK)

* Proposal in compliance with Law 

on health insurance; Rulebook on 

criteria, methods and procedures 

for placing the medicines on the List
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 Programmed re-assessment of the product at 24 months after 

the listing decision, based on accumulated new evidence

 Reimbursement may be restricted in clinically justified cases or 

the managed entry agreement can be re-negotiated

On the basis of value assessment, 
medicines will be assigned to three categories

Total score granted in 

the Value 

Assessment Report

based on the 

originally submitted 

managed entry 

agreement (MEA)

Total amended score 

after pharma

company hearing 

based modified MEA 

following amendment 

requests from CCD

< F

F – G

≥ G

The medicine is not eligible 

for reimbursement in the 

requested indication

The medicine is eligible for 

conditional reimbursement in 

the requested indication

The medicine is eligible for 

unconditional reimbursement 

in the requested indication
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Aspects of transparency along the decision process

FULL PROCESS TRANSPARENCY

REASONABLE DATA TRANSPARENCY

Confidential treatment of reimbursement 

submissions 

 Full confidentiality for MEA proposals and MEA-

related communication

 Public Value Assessment Summary should sum 

up and contain public information

TRANSPARENCY
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Proposed template of the Public Value Assessment Summary

 Easy-to-

understand 

structure

 Plain language 

 No trade secret 

disclosed

 Published only in 

electronic format 

on RFZO website 


