Patients’ rights to be

informed and to co-operate
- the Swedish example

The Swedish self-regulatory system

Complaint procedure to Code panel (NBL)
Ombudsman (IGM)

Prevention through Compliance Officers (CO)
- decisions on congresses and venues

Ethics agreement with health care providers and
the profession

Ethics agreement with patient
organisations

Databases for all projects
- with HCPs
- with patient organisations




FASS: background

1966
1983

1973

FASS.se

2. Company
name Link to
contact
information.

3. Dosage form
and strength.

4. Apperance,
taste.

5. Picture
(tablets and
capsules).

6.
Pharmacodyna-
mic description.

7. Active
ingredient

Link to other
products with the
same active
ingredient.

FOR THE GENERAL PUBLIC

14. Links to the different types of documents, PIL (“Bipacksedel”), Patient-FASS, SPC,
FASS and facts about the product (packages, prices). PIL and Patient-FASS are for the
general public. 4 4 4 4 v

13. Information
about

<«— | environmental
information, link to
more details.
Within the benefits
scheme or not,
prescription status,
narcotic
classification and
indicator for

12. Information
about narcotic
classification.

11. Information
concerning special
prescription form.
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10. ATC code, link
to similar products.
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8. Links to send 9. Link to more information
questions/comments to the on the company website.
company by e-mail or chat.
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e-prescriptions
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Fass Database
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Medical
Products
Agency

FASS
Patient-FASS
FASS Vet.
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The inspired patient

Environmental information

Accessibility
Lexicon

Text to speech
Braille

Research and Development

Clinical trials
Tablet identification
Interactions

My Fass

Overdose

Pregnancy and lactation

Rapid Alert

pharmaceatical indusiry




Key to success

Strong self-regulatory system
Transparency and accountability

} PPP

Text management by companies

Stakeholder involvement
Government supervision
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