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Switzerland’s Current Reclassification
Experience and How to Mitigate Inherent Risks
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Ordinary Revision of the Therapeutic Products Act (Stage 2) &
Therapeutic Products Ordinance Package IV

e 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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Pharmaceutical market by reimbursability

according to value

Market volume 2016: CHF 5,594.8 million (at ex-factory prices, 100%)

M Reimbursable products
83.8% (CHF 4,689.0 million)

W Prescription only
79.3% (CHF 4,439.6 million)

B Over the counter
4.5% (CHF 249.4 million)

- Non-reimbursable products
16.2% (CHF 905.8 million)

M Prescription only
6.9% (CHF 386.7 million)

= Over the counter
9.3% (CHF 519.1 million)

Source: Interpharma with database QuintilesIMS Switzerland, 2017.
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Dispensing categories over time

Medicines by dispensing category’ (in %)
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Source

A: Dispensed once on medical or veterinary prescription

B: Dispensed on medical or veterinary prescription

C: Dispensed after consultation with medical professional (pharmacies)?
D: Dispensed after specialist consultation (pharmacies and drugstores)?
E: Dispensed without specialist consultation?

: Annual reports, various years, Swissmedic.
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Reclassification

Switch
C>B=(Rx)/BTC

(Pharmacist)

Switch C>D

A RXx
no refill
RX
(& BTC)
d

t



/ ] "
swissmedic - | Process

Principles:
Scientifc (clin pharmacology),
clinical

Swissmedic Project Team

Define: Evaluate /
Criteria valuate Decision

Work packages Allocate

Validate

External Comittee
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Swgsmedic '_ __ To be considered

Formulation / Application

Dispensing point: Therapeutic index, critical dose? =
requirements, Drug monitoring
qualifications, DDI? |

\ Indication / Dose
/ strength / Package
Patient
—— . / Age

< Abuse Potential

_ _*_ -

Risk mitigation (labelling,
counseling) ey

Existing documentation

. : Clinical practice experience
(safety, efficacy, quality - B:R:U)

Safety signals

Consideration of similar
medicinal products (known
active substances)

Pictures: Shutterstock:540895525
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= Acne = Hayfever prevention Self-diagnosis &

+ Allergic conjunctivitis = Headache self managment

+ Cold # Indigestion/heartburn 4

+ Cold sores * Insomnia [temporary)

» Constipation » Mild/moderate pain

* Cough * Minor cuts and bruises

+ Diarrhoea * Mouth uicers

* Emergency * Nausea from known causes
contraception * Smoking cessation

» Erectil dysfunction » Sore throat

= Fever = Symptoms of PMS

* Fu prevention » Topical bacterial injections

#* Fu treatement * Weight management

* Haemorrhoids

Shart-term use/ _ Recurrent/ Long-term use/
acute condition semi-chronic condition g B chronic condition

= Anxiety * [ncontinence

= Asthma * [nflammatory bowel

+ Benign prostatic disease

hypertrophy * [rritable bowel syndrome

= Bacteria conjuctivitis = Chronic insomnia * Malaria prevention
= Cystisis = Depression * Menopause syndrome
= Exercise-induced angina E L::Lde::s"mm:g" = * Migraine
= Helminth infections [peven * Dhesity

complications and :
= Lower urinary tract infection tmnn with oral * Oral contraception

= Vaginal thrush agents) » Osteoporosis prophylaxis
o Einit » Psoriasis (mild)
= Heart disease prevention e
. H gentialis * Venous leg ulcers

| = Hyperiension

» Arthritic pain

» (aries prevention

» Cholesterol lowering/lipid control
» Dermatisisfeczema

= Hayfever treatment

= Male pattern baldness

* Meural tube defect prevention

Doctor consulation & other health professional advice &
patient self-management {with or without medical device]

SWITCH — Prescription to X :
!'IU'I'IFIF'EEI'_"I'IPﬁﬂI'I- medicines switch = WS5MI 2009. All flghE reserved.

—

Switch Decision

a) Pharmacological action (MoA)
b) Acute & chronic toxicity

c) Clinical experience (ADR, tolerability)

d) Indication
e) Abuse potential
f) Need for diagnosis & monitoring

Review

The journal of Clinical Pharmacology

A Decision-Analysis Tool for Benefit-Risk 59 4561

& The Autors) 2013

Assessment of Nonprescription Drugs 00t 0 g2

Eric P. Brass, MD, PhD', Ragnar Lofstedt, PhD*, and Ortwin Renn, PhD’
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ICH I=p=r-1.0rg  |GDRP

International Pharmaceutic-al International Generic Drug Regulators Pilot
Regulators Forum

harmeonisation for better health

ACSS Consortium

Australia-Canadoa-Singopore-Switzerland Consortium

{@} World Health
o Organization

il

Council of Europe

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

PERIODIC BENEFIT-RISK EVALUATION REPORT (PBRER)

ECRY)

Current Step 4 version
dated 17 December 2012

For PBRERs for produets with Several mdications, formulations, or routes of adminisiration, where
there may e stonificant differences i the 1dentified and potential isks, 1t may be appropriate to

present nsks by indieation, formulatton, or route of admumsstration. Headings that could be considered
mclude:

»  Rusks relafing fo the acfive substance;

¢ Rusks related fo a spectfic formulation or roufe of admumstration (mcludimg oceupational
eXposure);

¢ Rusks relafing to a specific population; and

¢ Rusks associated with non-preseription use (for substances that are avatlable as both prescription
and non-prescripiton products).

Provide a clear explanation of the methodology and reasoning used to develop the benefit-nsk

evaluation:

¢ The assumptions, considerations, and judgement or weighting that support the conclusions of the
Denefit-risk evaluation should be clear.

o I a formal quanfitative or semi-quanitative assessment of benefi-tisk 15 provided, a summary of
the mefhods should be mcluded.

Economuc considerations (e.g., cost-effectiveness) should not be mcluded in the benefit-risk evaluation.

11



REVISION OF M4E GUIDELINE ON ENHANCING THE FORMAT AND

STRUCTURE OF BENEFIT-RISK INFORMATION IN ICH 2.5.6.4 Benefit-Risk Assessment

]

EFFICACY - M4E(R2) ) @

When describing the benefit-risk assessment. the following additional aspects should be
considered:

The mmpact of the therapeutic context on the assessment. which may include
information on the patient perspective if available. This discussion should consist of
the following:

< how the severity of disease and expected benefit influence the acceptability of

the risks of the therapy.

< how the medicinal product addresses a medical need.
Key aspects of risk management that are important in reaching a favourable benefit-
risk assessment. such as:

= the proposed labeling.

o whether non-responders can be readily identified allowing them to discontinue
treatment.

o other risk management activities, such as registries or restricted distribution
systems.

There are many approaches awvailable for conducting the benefit-risk assessment. This
guideline does not prescribe a specific approach. A descriptive approach that explicitly
communicates the interpretation of the data and the benefit-risk assessment will generally be
adequate. An applicant may choose to use methods that quantitatively express the underlying
judgments and uncertainties in the assessment. Analyses that compare and/or weigh benefits
and risks using the submitted evidence may be presented. However. before using any method,



AW-Working instructions
i Standard Qperating Procedure (SOP)
mEd]c for Preparation of Clinical Assessment Reports

23 Ifapplicable: Paediatric Investigation Plan (PIF)
26 Assessment 1

261 Preliminary Benefit-Risk Assessment

Not all submitted data have equal importance to the criical assessment of benefits and sk [tis

acceptable to give preferential attention to the key elements and summarize other data by means of a

short description.

The tabular Benefit-Risk Framework below is meant as a tool in the dec:'sr'on making process, i 5 not

meant to replace free fext descriptions of the baneiit sk assessme

v The ity of the Framework needs to be determined from case to case.

v The Framework is meant as an aid and mental map to make the assessments more structured
and more systamatic, the tool cannot replace Judgmen

v The Framework should aid the reader of the report oge tan efficient overview and summery what
Wwere the key data, uncertainties, their interpretation and conclusions from all five dimensions
Which are dlving the benefit-isk assessment

Refer also to Appendlx 3 for further explanations about this Benefit-Risk Framework

Decision Factor | Evidence and Uncertainties

Analysis of
Condtion

Current Treafment
Options

Bengfi

Risk

Risk Management

Benefit Rk Summary Assessment

Conclusions and Reasons
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swissmedic R ° Stakeholders

Patients

e Self-diagnose

o Self-treat
Regulator e Self-manage
- B:R:U
- Label / Pl

- Communication

?

Applicant
@ PBRER
@ Quality
@ Distribution

14
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Facal points of the cellaboration I-

Provislon of Infarmation (active, passive, reactive) — Physlclans ['Veterraras
Exchange of Infarmation, mutual asslstance - Phamadsts
Co-ordination, collaboration - Druggists
— (khes
I National Patient and
I International IS (2 ]
organisations — Inttial  further training institutions
- Contract ressardh oiganisations
Patients, users,
CONSUMErs _
= Bssociatlons
~ Finres
. - Pallamentary commlsslons Fdelegatians, ete,
Medical / healthcara - National authortties (Federal (ffice of Public Health,
professionals Fedaral Food Safiety and Veterinary Office, State
Foreign Secretarlat for Economic Affalrs, etc)
authorities =8 B
’ . — Camtond offices (2.9 Cantend Inspectorates)
swissmedic ~ Cantonal Phamadsts
Service providers, = ':E': "'I'"F = M?iﬁﬁmalw"m“
therapeutic products
International industry [ 6
organisations L8 ~ Wiorkd Heafth Dngantzation (WHO)
= [ntemational Conference on Hamonlsation 1CH)
— Europssan Commiksion
— Coundl of Eurcps
~ Drganisation for Economic Conperation and Devd-
opment {EDC)
Therapertic - Pharmaceutk-a Inspection Co-operation Schems
products [PICIS)
indl.lﬂ-l]"j' - Buropean Free Trade Assodation (EFTA)
Cantonal Federal — Dehers
autharities ©5 authoritias,
Parliament B
- Bustralla — Canada
— Brazl — Uledhterstein
- Chinese Talpd~ — Heve Tealand
- Germery — Sngapore
= Iredand — South Karea
— lerael — 54
- lapan — (rthers

Stakes buly 514
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Benefit + Empowered Distribution
» Preference channel
* Improved access
Special cases:
Risk Unintended & Mandat Liabilit 5 St. John's wort
is + Unintende andate iability i )
intended misuse 8 Corticosteroids
S PDE-5 inhibitors
S Antimicrobials
uUn- » Correctdiagnosis Communication  Guidelines
certainty (delay)? (patient
* Application? information)

* Co-medication
Consumer
literacy

16
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Check for
updates |
|

How new fact boxes are explaining medical risk to
millions

Smart ‘fact boxes” that communicate evidence based information on the benefits and harms of
drugs and health screening are being rolled out to millions of people in Europe. Gerd Gigerenzer

and Kai Kolpatzik report

Gerd Gigerenzer director’, Kai Kolpatzk head”

*Harding Center for Risk Lteracy and Center for Adaptive Behavior and Cognition, Max Planck Instfute for Human Development, Beriin, Gemany;
"Department of Prevention, General Local Health Insurance Fund (ACK-Bundesverband), Berlin, Gemnany; Correspondence fo: G Gigerenzer
gigerenzer@mpib-berlin.mpg.de
An alien investigating healthcare on Earth would be quite
puzzled. We spend billions on dinical studies but fail to ensure
that patients and physicians are commumcated the results
transparently.’ Instead they get persuasion, marketing, and, in
some countries, misleading direct-to-consumer advertising,**
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Assembling the da

In general, fact boxes report the resulis from a randomised trial
or, if available, a systematic review; provide quantitative,
evidence based information about benefits and harms; use
absolute numbers rather than relative nisk reductions or other
formats that are known to confuse patients and physicians; and
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