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Ordinary Revision of the Therapeutic Products Act (Stage 2) & 
Therapeutic Products Ordinance Package IV 
 
● Facilitating market access: 

Creating new and simpler access opportunities for certain medicinal 
product categories (especially medicinal products approved in an EU 
or EFTA country, medicinal products with traditional uses and 
medicinal products already approved in a canton, as well as various 
medicinal products used in complementary medicine); 
simplifying self-medication by modified allocation of the 
medicinal products to the different supply categories, and an 
easing of the supply requirements. 
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Reclassification 
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Process 
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Rollout C > D/B 

7 

WP 1 WP 2 WP X 

WP 1 WP 2 WP X 

WP 1 WP 2 WP X 

2017 2018 

Swissmedic 

External Committee 

Swissmedic 

2019 

Prepare 

Recommend 

Decide 



To be considered 
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Dispensing point: 
requirements, 
qualifications,  

 

Safety signals 
 

Therapeutic index, critical dose? 
Drug monitoring 

DDI? 

Clinical practice experience 
 

Existing documentation 
(safety, efficacy, quality - B:R:U)  
 

 
Patient 
 

Formulation / Application 
 

Consideration of similar 
medicinal products (known 

active substances) 
 

Indication / Dose 
strength / Package 

 

Pictures: Shutterstock:540895525 

Abuse Potential 
 

Age  
 Risk mitigation (labelling, 

counseling) 
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Criteria (CH) 

a) Pharmacological action (MoA) 

b) Acute & chronic toxicity 

c) Clinical experience (ADR, tolerability) 

d) Indication 

e) Abuse potential 

f) Need for diagnosis & monitoring 

Switch Decision 
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Network(ed) 

http://www.ich.org/
http://www.oecd.org/
https://www.i-p-r-f.org/en/
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ICH 







Patients 
● Self-diagnose 
● Self-treat 
● Self-manage Regulator 

- B:R:U 
- Label / PI 
- Communication 
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Applicant 
ØPBRER 
ØQuality 
ØDistribution 

 
 

Stakeholders 
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Patient Regulator Applicant 

Benefit • Empowered 
• Preference 
• Improved access 

 

n/a Distribution 
channel 

Risk • Unintended & 
intended misuse 

Mandate Liability 

Un-
certainty 

• Correct diagnosis 
(delay)? 

• Application? 
• Co-medication 

Communication  
(patient 
information) 
 
Consumer 
literacy 
 

Guidelines 

Special cases: 
§ St. John’s wort 
§ Corticosteroids 
§ PDE-5 inhibitors 
§ Antimicrobials 
 

 
 

‘Stakes’ 
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