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National Institute for Health and Disability Insurance (NIHDI)

FLOW CHART PHARMACEUTICAL SYSTEM (IN- & OUT-PATIENT SECTOR)

new pharmaceutical

Minister of Public Health or EMA

Task: decision on marketing authorization and registration .
Advisory board (Federal Agency FAMHP):

Criteria: quality-safety-efficacy Medicines Committee

Minister of Economic Affairs !

Task: maximum price setting

MARKETING

Advisory boards (Federal Agericy for Economic Affairs):

Ex-factory level

Price Committee for General Committee for
% Criteria: statutory pricing (external and internal price referencing) Pharmaceuticals Price Setting
o (reimbursable) (non-reimbursable)
e ko)
= §§ Maximum percentage wholesale mark up scheme
R (set by Minister of Economic Affairs)
2
§ T Fixed pharmacy mark up scheme DVIVSPISE usg?:,\ga Pharmaceutical D'L%cst T;:F:-Iy =
g2 (set by Minister of Economic Affairs + Minister of Social Affairs) . < company P
5 public pharmacy wholesaler
Minister of Social Affairs
Task: decision on reimbursement & reimbursement level Advisory boards (NIHDI):
Criteria: therapeutic value, price, medical practice related to Committee on Reimbursement Medicines (CRM)

therapeutic & social needs, budget impact, pharmaco-economics | Technical Board for radioisotopes

Reimbursement list (pharmaceuticals)
(in- & out-patient sector)

Managed Entry Agreements

Chapter |
Reimbursement if prescribed within authorized indications (SPC)
No additional restrictions on reimbursement

General Principles

« Agreements between NIDHI and a industry to
achieve temporarily reimbursement

« To set a justifiable cost related to the expected
added value and risk linked to uncertainty -

« Based on budgetary & clinical conditions to gather
of new or additional clinical evidence on the I
balance price/cost versus (therapeutic) value

Win-win-win

Chapter Il

Reimbursement for all common indications (based on generally applied
recommendations for good practice)

Reimbursement does not depend of a prior authorization delivered by the
sickness fund

Prescribing HP must respect the recommendations and keep certain documents o + Patients: (early) access to promising therapies I
in the patient file (“a posteriori” control) 2 * Industry: access to the ‘market’

3 « Payer: manage clinical uncertainties + budget -
Chapter 1l 5 |
Solutions for perfusion / parenteral nutrition =1 Key sources of Uncertainties
Reimbursement if prescribed within authorized indications (SPC) g .
No additional restrictions on reimbursement 3 - Clnical

3 population, evidence / I
Chapter IV 2 often through Managed Entry Agreements (MEA) 3 . __—— Qutcomes
Reimbursement is subject to particular reimbursement conditions and depends o .
of a prior authorization delivered by the sickness fund (“a priori” control) I

Price / Cost_ Cost-
Chapter V Letecaness | @
Reimbursement imposed by the Minister of Social Affairs
Chapter VIl Budget impact l
Reimbursement is subject to particular reimbursement conditions and depends Types of agreements -
of a prior authorization delivered by the sickness fund (“a priori” control) - after « Financial MEA
execution of an associated predictive test and linked to CIVARS (and PITTER « Performance / Value / Outcome based MEA I
register) = In Belgium all MEAs are coverage with =
. = evidence development
Chapter IVbis g' = Behind financial deal often P4P-rationale I
Pharmaceuticals not authorized in Belgium — imported by pharmacist o (eg compensation for non-responders)
Reimbursement is subject to particular reimbursement conditions and depends | @ . . . . -
5 Direction for innovation

of a prior authorization delivered by the sickness fund (“a priori” control)

* New forms of MEAs (per therapeutic class or I

- indication) .
. * New methods of negotiations (Horizon Scan,
Reimbursement list (radioisotopes) El = international collaboration) l
(in-patient sector) T2 * New approaches of payment models
i * Evolution towards a demand-driven system with *

prioritization
No reimbursement



