
The applicant submits
an application to the

SMCA

Stage 1. Health technology assessment (HTA) (90 days)

SMCA conducts an
initial assessment of the

application

The application and its
attachments are sent to 

the NHIF

HTA is concluded
SMCA initiates a 

detailed HTA

NHIF submits the price
of the medicinal

product (average of the
three lowest wholesale
prices ) to SMCA and

the applicant

NHIF submits its
conclusions on the

impact on the CHIF 
budget over a five-year

period

Information from the 
application is 

forwarded to healthcare
professionals ' and

patients ' organisations

Completed
questionnaires from

healthcare
professionals ’ and

patient s’ organisations
are submitted

SMCA prepares its
assessment conclusions 
and recommendations

Yes

No , clarify
the

information 
provided

No , 
substantially
change the
information

in the
application

The information
provided by healthcare

professionals and
patient organisations is
included in the summary

The applicant responds
to SMCA's questions

once . If refused to 
provide the necessary

information , the
assessment is

terminated

Is there
sufficient

information to 
prepare a 

conclusion ?

Conclusions , 
recommendations and

proposals are submitted
to the Reimbursement
Commission and the

applicant

Reimbursement  
C ommission  examines

the application

Stage 2. Reimbursement decision -making (50 days )

Yes

No

SMCA and NHIF submit
updated PAS and

budget assessment

Can the 
Commission 

make  a 
decision ?

Yes
A decision on

reimbursement is taken

The matter is referred to 
the Negotiation

Commission , and the
applicant is informed

The Negotiation
Commission initiates

negotiations and
submits proposals

No consensus is
reached , negotiations 

are considered 
unsuccessful

An agreement is 
reached and signed by 

the commission and 
the applicant  

The Negotiation
Commission provides

the initiator with
information on the

negotiation outcome

Propose not to include
in the list (do not

reimburse )

Propose to include in
the list (reimburse )

Add to list A or centrally
reimbursed list

Add to the reserve list of 
medicines

The Reimbursement
Commi ssion, 

considering the PAS 
submitted by the

applicant , submits a 
proposal to the NHIF 

for a contractual 
agreement

NHIF submits a draft
contract

Does the
applicant

agree with
NHIF's

proposal ?

No

Yes
The contract is signed
between NHIF and the

applicant

Conditional stage  4. Transferring a medicine from the reserve list to the list  A or centrally reimbursed medicines list

The Appeals Commission
examines the appeal and 

makes a decision

Reject the complaint

Stage 3. Negotiations

Applicant
submits an
appeal to 
Appeals

Commission ?

No

Stage 5. Signing of the contract

Yes

Is the CHIF budget 
sufficient to reimburse

all medicines on the 
Reserve list?

Remain on the reserve
list and await the next

review

Propose to include in
the list A or centrally

reimbursed medicines
list

Reviewed at least once
in the first and third

quarters of each year

Order of the Minister
of Health on changing

the list by adding a 
medicine

Applicant SMCA

Healthcare
professional ' 
and patients ' 
organisations

NHIF

Ministry of 
Health 

Reimbursement
Commission

NHIF 
Negotiation
Commission

Yes

No

Medicine is not 
included into the 

reimbursed medicines
list

The medicine does not meet
the conditions regarding the
reference cost -effectiveness
threshold or CHIF costs .

Order of the Minister
of Health on the non-

inclusion of a 
medicinal product in

the list

The applicant corrects 
errors, if necessary

Has the
applicant
submitted

comments or
an (updated ) 

PAS?

Assessed according to criteria 
(additional quality -adjusted life 
years, costs, time spent on the
reserve list)

Has the
applicant
provided

information
and

negotiation
proposals ?

Yes

No

No

In accordance with 
Chapter  IV, Section  30 1 , 
and Chapter VII , Section  
54 of Order  No. 159 of 
the Ministry of Health.

End.

Start .

End.

End.

Reconsider the 
application

Legend

Comments or 
conditions

Standard process step

Process step dependent on certain conditions
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