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1 Abbreviations
ADR Adverse Drug Reaction
DHPC Direct Healthcare Professional Communication
HMP Human Medicinal Products
TPA Federal Act of 15 December 2000 on Medicinal Products and Medical Devices (TPA,
SR 812.21)
TPO Ordinance of 21 September 2018 on Therapeutic Products (Therapeutic Products

Ordinance, SR 812.212.21)
2 Introduction and objective

This Guidance document is intended for administrative entities and therefore does not establish
immediate rights and obligations on the part of individuals. Through this Guidance document for HMP,
Swissmedic is ensuring transparency for applicants and other interested parties regarding the rules
and processes with applicants. The conditions referred to in this Guidance document ensure
consistency, transparency and efficiency.

The obligation to provide information for the public is enshrined in Art. 67 of the TPA and affects both
Swissmedic and marketing authorisation holders. This guidance document for human medicinal
products (HMP) describes the content and communication channels to be used for a Direct
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Healthcare Professional Communication (DHPC) (letter to healthcare professionals) issued by the
authorisation holder.

3 Scope

This guidance document is applicable to the drafting and publication of information about medicinal
product risks of HMP by the authorisation holder.

4 Legal basis

TPA
Art. 58 Official market surveillance
Art. 67 Informing the general public

TPO
Art. 68 Informing the general public
(Findings from market surveillance that are relevant to therapeutic product safety)

Guideline on good pharmacovigilance practices
Module XV — Safety communication (Rev 1)

5 DHPC

The publication and sending of a DHPC should always be considered if there is an acute and relevant
need for professionals to be informed, whether as a result of a necessary and relevant change in
behaviour or in response to questions from patients. A DHPC can also be sent as an interim measure
if all the data have not yet been evaluated.

Each DHPC is approved by Swissmedic.

A DHPC is mandatory in the following situations:

= Suspension or deletion of the authorisation for safety reasons

= Restriction of the indication, new contraindication, modification of the dosage for safety reasons
= Safety-relevant quality defects

= Supply bottlenecks for vital medicinal products.

A DHPC may also be necessary in the following situations:
= New major warnings or safety precautions
= New recommendations for preventing or treating ADR or to prevent misuse or medication errors.

5.1 Content

The following chapter provides an overview of the most important content of a DHPC:

The DHPC should be short and to the point. It must not contain any marketing elements such as

information regarding a new indication to be introduced shortly or similar.

» The text contains the relevant facts and focuses on the safety signal (description and — stated
separately — an interpretation thereof, including consideration of the benefit-risk balance).
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= Statement indicating that the DHPC is being issued in agreement with Swissmedic.

= |n the case of suspension/batch withdrawal: Recall to what level, and schedule.

= Short note on measures taken on an international level (in the EU, FDA) (where appropriate)

= |nstructions to healthcare professionals on procedure to follow / instructions to patients

= Reference to revised product information (information for healthcare professionals and patient
information)

= Information on follow-up measures/actions and the corresponding schedule (where appropriate).

= Call for reporting of ADR.

= Other relevant information: links/contact details

= Reference to literature (where relevant).

= |nformation on obtaining information materials from the authorisation holder in connection with the
DHPC (e.g. checklist for prescribing physicians, patient brochures, etc.).

5.2 Identification

In order to make a clear distinction for the target readership of DHPCs between advertising materials
and important safety information, with effect from 1 July 2025 DHPCs approved by Swissmedic will
have to be identified by the "Red safety information" symbol.

This mandatory identification should ensure that the target readership is reached more reliably,
thereby further improving drug safety.

Wichtige Sicherheitsinformation

in Absprache mit % smedic

Figure 1: "Red safety information" symbol (German)

The corresponding symbol must be displayed both on the envelope, on the DHPC itself and, if
applicable, on the announcement. The "Red safety information" symbol may only be used to identify
officially approved DHPCs. Communications that are not officially approved may not show this
symbol.

The "Red safety information" symbol is available in the official Swiss languages and should be used in
accordance with the language of the DHPC.

The symbols can be downloaded from www.swissmedic.ch > Human medicines > Market surveillance
> Healthcare Professional Communications > "Red safety information" identification.

5.21 Placing and size of the symbol

The "Red safety information" symbol in the Swiss language specific to the target readership should be
placed right-aligned on the first page of the DHPC. This applies both to the mailed versions of the
DHPC, the electronic versions of the DHPC published on the Swissmedic website, and to any DHPC
announcements published in specialist journals. For the DHPC envelopes, the authorisation holder
should place the "Red safety information" symbol so that it is clearly visible on the front of the
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envelope. On the envelopes, the "Red safety information" symbol can be used in the Swiss language

specific to the target readership or, alternatively, in its multilingual form.
The minimum size of the "Red safety information" symbol as shown in Figures 2 and 3 should be

observed.
T
: @
£
4 Wichtige Sicherheitsinformation
I .
‘I in Absprache mit fsmedic

60 mm ———

Figure 2: Minimum size of the "Red safety information" symbol (monolingual)

MU101_20_002_WL - Wegleitung | 4.0 | 01.07.2025

5/10



/ )
medic

Wichtige Sicherheitsinformation in Absprache mit:

Informations importantes relatives a la sécurité d’entente avec :

Importanti informazioni sulla sicurezza in accordo con:

—31.91mm —

[ .
medic

— 80 mm ———

Figure 3: Minimum size of the "Red safety information" symbol (multilingual)

If the DHPC and/or the envelope enclosing the DHPC is also provided with the company logo, the
size of the company logo must not exceed 2/3 of the "Red safety information" symbol.

5.3 Mailing

5.3.1 Recipients

= Practising physicians/specialists prescribing the medicinal product concerned

» Practising physicians/specialists who may be confronted with the complications
= Senior physicians, head physicians in hospitals

= Hospital pharmacies

= Dispensing pharmacies

Any restriction of the above categories of recipients must be fully justified by the authorisation holder.
If a DHPC concerns medicinal products that do not have to be sold in pharmacies (for example St.
John’s wort). the categories of recipients must be expanded correspondingly and an additional press
release must always be discussed. Other possible recipients: institutions such as homes and prisons,
drug stores, health food shops, etc.
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5.4 Publication

5.4.1 Tasks of the marketing authorisation holder

The final DHPC should be identified with the "Red safety information" symbol as stipulated in section
5.2 and submitted to Swissmedic as a PDF file (without a signature, one copy each in German,
French and ltalian). As a rule, the marketing authorisation holder must also publish the DHPC as an
announcement in the journals Schweizerische Arztezeitung and pharmaJournal (in each case
determined in consultation with Swissmedic). The content of the announcement is based on the
DHPC but can be in shortened form. The announcement text and the DHPC must be approved by
Swissmedic before the announcement is published.

5.4.2 Tasks of Swissmedic

Swissmedic simultaneously publishes the DHPC that the authorisation holder will send on the
Swissmedic website.

6 DHPC concerning several marketing authorisation holders

If a DHPC concerns several marketing authorisation holders, the general rule is to encourage the
mailing/publication of a single, joint DHPC/announcement. The authorisation holders are strongly
encouraged to collaborate in the interest of providing focused information for healthcare professionals
and avoiding redundancy. If the authorisation holders are not prepared to cooperate, the authorisation
holders concerned must mail and publish the approved text of the DHPC alone.

7 Structure of DHPCs

"Red safety information" symbol (see section 5.2)

The following standard title should be used:

DE: Wichtige Mitteilung zur Arzneimittelsicherheit

FR: Communication importante relative a la sécurité des médicaments

IT: Comunicazione importante sulla sicurezza dei medicamenti

Medicinal products concerned

Active substance or active substance group: Risk and/or measures

Examples:
Novalgin®, Metamizol Spirig HC®, Minalgin®, Novaminsulfon Sintetica®, Metamizol-Mepha®

Metamizole-containing medicinal products: Risk-minimisation measures for the early detection of
agranulocytosis, for reducing off-label use and for preventing the simultaneous use of methotrexate

If numerous medicinal products are concerned, the individual products do not need to be named in
the title (in each case determined in consultation with Swissmedic).
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Combined hormonal contraceptives (CHCs): Increased risk of venous thromboembolism associated
with CHCs containing chlormadinone acetate/ethinylestradiol compared to levonorgestrel-containing
CHCs

Title

Statement indicating that the information/measure has been endorsed by Swissmedic.

Summary

(Guidance: The summary should be formatted as bullet points in bold type)

= Brief description of the safety signal, instructions for risk mitigation (e.g. new contraindications,
warnings, etc.), alternative therapies (where applicable).

= Recall information (where applicable): to what level, date.

Background information

= Brief description of the indication for the medicinal product.

= Key facts about the risk: ADR, degree of severity and progression, onset latency, risk factors,
dose-dependence, evidence, positive rechallenge or dechallenge.

= Assessment of incidence (for spontaneous reports: number of cases, size of exposed population).

= Conclusions: benefit-risk considerations, information on risk identification, risk populations,
statement on off-label use (where applicable).

= Reference to prior DHPC concerning the present risk (where applicable).

Measures and instructions/recommendations for professionals

= Clear instructions for physicians or pharmacists (dangers, e.g. in case of abrupt or uncontrolled
discontinuation, must always be taken into consideration)

» Information on instructions to be provided for patients (if necessary)

= Reference to revised product information (information for healthcare professionals and patient
information) including the following standard wording: “The updated medicinal product information
will be published on www.swissmedicinfo.ch.”

= Timeframe for follow-up measures/activities taken by the company/Agency (where applicable).

»  Whether and when the authorisation holder will provide more information (where applicable).

Reporting adverse reactions
A reminder to report ADR with the following standard wording:

DE: Fir Meldungen Uber unerwiinschte Arzneimittelwirkungen (UAW) empfiehlt Swissmedic, das
dafur entwickelte Meldeportal Electronic Vigilance System (EIViS) zu verwenden. Alle erforderlichen
Informationen hierzu sind unter www.swissmedic.ch zu finden.

FR : Pour le signalement de tout effet indésirable d’'un médicament (El), Swissmedic recommande
aux personnes concernées d'utiliser I'Electronic Vigilance System (EIViS), I'outil de déclaration
d’effets indésirables. Toutes les informations nécessaires sont disponibles sous www.swissmedic.ch.

IT: Per la notifica di effetti indesiderati di medicamenti (El), Swissmedic raccomanda di utilizzare la
piattaforma di notifica Electronic Vigilance System (EIViS) appositamente sviluppata. Tutte le
informazioni necessarie si trovano su www.swissmedic.ch

MU101_20_002_WL - Wegleitung | 4.0 | 01.07.2025 8/10


http://www.swissmedicinfo.ch/
http://www.swissmedic.ch/
http://www.swissmedic.ch/
https://www.swissmedic.ch/swissmedic/it/home.html

/’ g
medic

Contact details

A contact, company name, phone number and possibly a website (where applicable) should be
provided for further questions and information on the subject.

If the DHPC concerns several marketing authorisation holders, the information should be stated in
tabular form (Medicinal product, Authorisation holder, Contact details).

Appendices

= Text of the revised medicinal product information with changes highlighted (where applicable).

= List of literature references / links (where applicable).

» Links/addresses for obtaining information materials from the authorisation holder in connection
with the DHPC (e.g. checklist for prescribing physicians, patient brochures, etc.), if applicable.
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Section 3: Scope adapted
Section 4: Section renamed and legal basis specified
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regulation 281.2 of the Pharma Code (www.scienceindustries.ch) is omitted and replaced

by the new mandatory identification as described in section 5.2.

Section 7: Additions designed to standardise the structure of the DHPC, including the
standard phrase on ADR reporting in Italian. Other editorial changes, and the term
educational materials renamed information materials

New layout, no changes in content compared to the previous version
Various adaptations

Document renamed from “Guidance document DHPC content, recipients, publication
HMV4” to “Guidance document DHPC HMP”

Sections 5.1 and 7: new information on obtaining supporting/educational materials
Implementation of TPO4

MU101_20_002_WL - Wegleitung | 4.0 | 01.07.2025

dei
col

pad

pad

10/10

b o sl



