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Pharmaceutical pricing and reimbursement policies in the in- and out-patient sector

‘ Applied only to Public hospitals ‘
POM (except HOM) + OTC not POM to be purchased by hospitals + OTC
OTC reimbursed reimbursed
| | | |
National medicines agency (NFARMED) ‘ Pharmaceutical Shared Services of Ministry of INFARMED ‘
companies Health (SPMS)
Task: Retail price of medicines; annual review of prices; Task: Establish OTC price Task: Public Procurement Task: Setting a maximum price
exceptional revision of prices Criteria: European Directives Criteria: Decree-Law n.2 97/2015, 1%t
Criteria: Decree-Law n.2 97/2015, 1%t June; Ordinance n.2 Criteria: Decree-Law n.2 2004/17/CE and 2004/18/CE June; Ordinance n.2 195-C/2015, 30t
195-C/2015, 30t June 134/2005, 16t August Price is an important decision June
External Price Referencing (medium prices SP, FR,SI) l factor
4
o o
o GENERICS PARALLEL I
'i?tema'. Reference Pricing TRADE Hospital purchasing body (individual hospital or group of hospitals)
Lz <5% PRP of the
*<=50% reference medicine price; If ex-factory tErsEEE Task: Price negotiations
z:flfc:renife arefﬁ;zr}zezs‘;nedmme <lEs, e medicines’ and Criteria: Price must be lower or equal to the one established by INFARMED or
1 : essential similar SPMS (public procurement).
Other generics: arcafeines
oPrice of the reference medicine 2 years
before the request of price for the 1%t generic i Negotiations
Public Retail Price (PRP) = ex-factory price + Wholesaler and In general: Hospital price = ex-factory price + VAT (6%)
Regressive Wholesaler and Pharmacy margins (fixed and %) by | | pharmacy margins (Margins are not relevant, unless products are bought from wholesaler or
price ranges + are not regulated community pharmacy)
Special Tax earmarketed for INFARMED + VAT (6%)
VAT (6%)
NATIONAL HEALTH TECHNOLOGY ASSESSMENT SYSTEM (SiNATS)
-Technology: Medicines + Medical Devices + Other Technologies EVALUATION EX-ANTE ¥ DECISION/CONTRACT EVALUATION EX-POST
-Assessment:
a) Relative Effectiveness (Added Therapeutic Value) o~
b) Cost-Effectiveness (Economic Value) S = [rv—
= c) Other dimensions of the technology value (including affordability) e
|J\|7\TS P R e
a) Price ) ﬂ couminon erstneno
b) Financing/reimbursement Aaaiona Vonttoing
c) Control and cost limitation weDIcaL pEvices Commitee (cATS)
d) Risk sharing = B [ [ o= ]
e) Additional monitoring of use e,
-Re-assessment of technologies on the market (ex-post evaluation) — New paradigm L@—/\ ~/
-Participation in the European HTA system Mmmu:“‘:"i"isma“ Figure 1 — SiNATS — A System of Health Technology Assessment to Portugal (1!
Ministry of Health or INFARMED (currently power delegation on generics, biosimilars Ministry of Health through ACSS (Central Administration of the Health System)
and reimbursement delist) and Regional Health Administrations
Task: Reimbursement of medicines; reassessment; exclusion and sunset clause
L . N Task: Financing hospital level of activity , including use of medicines, through
Criteria: Decree-Law n.2 97/2015, 1* June; Ordinance n.2 195-A/2015, 30" June Diagnosis-related Groups (DRG). There’s a National Formulary with guidelines for the
rational use of medicines taking HTA into account and covering both outpatient and
inpatient
e Special financing of medicines to HIV/ HCV treatment.
[ General Scheme SPECIfIC Scheme o | Criteria: Medicines and medical procedures to HIV patients
. . " | are subsidized according to the predicted the number of
Z 4 levels reimbursement : new HIV patients/ Central financing for HCV treatment
L A(90%); B (69%);
E C(37%); D (15%) Medicines for specific conditions and dispensed in hospitals
A amn | toout-patient with no co-payment
# Population Dlvsease SpemﬁF »| Criteria: medicines reimbursed at 100% for hospital only
o Group Specific Defined patholf)gles dispensing
S Sl e.g. HI\(, Alzheimer
o reimbursement disease -
Product Specific (15%)for — - —
E d h . ! Chronic Kidney disease (comprehensive price)
Based on therapeutic pensioners
I.I_.I classification
o
Generics Internal Pricing Referencing Biosimilars ‘ USEINHOSEHALS ‘
From the 5" generic reimbursed, Reference price — average of 5 lowest Price <=80% — = [ National Formulary ]
price <5% of the PRP whose PRP at the market (including non- biologic medicine
generic application is valid, generics) in each Homogeneous reference price
regardless its decision Group (HG); in consultation with
Reimbursement —
<5% of the lowest generic price, with Hospital/ Hospital Pharmacy/ Pharmaceutical and Therapeutic
at least 5% of market share, in each Committee
HG
O U T I N - Task: Decision on use of medicines in the hospital
Criteria: Ministerial Dispatch n.2 1083/2004
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