Topics covered in Directive Requirements
89/105/EEC:

Price decisions (article 2 and 3) Timeframe:

- Decisions on initial price - Rule =90 days from receipt of application (90 for pricing and

.. . 90 for reimbursement, or 180 days P&R combined)
- Decisions on price

increase - Report in appropriate publication and report to the
Commission at least once a year

Transparency:
- Objective and verifiable criteria must be defined and published

- Individual decisions must be motivated, i.e. in the form of
statement of reasons

Legal aspects:

- Applicants must be informed of the legal remedies available
and timeframe to appeal (independent legal body)

Price freeze (article 4) Regular assessment:

- Imposed on all medicinal - Once a year, Member States are obliged to review whether
products the economic conditions justify maintaining the freeze

- Imposed on certain Derogations:

medicinal products ) o .
- There is a possibility to request a derogation from the freeze

Profit control (article 5) Information on the system:

-  Systems of indirect and - This information must be published in relevant publication
direct controls on

o - This information must be communicated to the Commission
profitability

Reimbursement decisions Timeframe:

(articles 6 and 7) . o o
- Rule =90 days from receipt of application (90 for pricing and

Decisions on in/exclusion 90 for reimbursement, or 180 days P&R combined)
from reimbursed

products list (positive UELEEI TS .

list) - Objective and verifiable criteria must be defined and published

Decisions on in/exclusion - Individual decisions must be motivated, i.e. in the form of
from non-reimbursed statement of reasons

products list (negative
list) - Report amendments and modifications of relevant laws to the

Commission
Legal aspects:

- Applicants must be informed of the legal remedies available
and timeframe to appeal

Official source: https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A31989L0105
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