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What are DHPCs?

COVID-19 mRNA Vaccines Comirnaty and Spikevax: risk of
myocarditis and pericarditis

. A. K.A. \dea r doctorl |etterS Dear Healthcare professional,

BIONTECH/PFIZER and MODERNA BIOTECH SPAIN, S.L. in agreement with the
European Medicines Agency and <National competent authority> would like to

- Intended for healthcare professionals iform you of the folloving:
. Summary
(doctors, pharmacists, nurses etc.)

« Cases of myocarditis and pericarditis have been reported very
rarely following vaccination with the COVID-19 mRNA Vaccines

« Sent directly to their workplaces Comirnaty and Spikevax.
. +« The cases primarily occurred within 14 days after vaccination,
(Usua I Iy by com pa N |eS) more often after the second dose and in younger men.
. . . . « Available data suggest that the course of myocarditis and
® Contain im pO rta nt/u rgent InfO rmation pericarditis following vaccination is similar to the course of

myocarditis and pericarditis in general.

about medicines

* Healthcare professionals should be alert to the signs and
symptoms of myocarditis and pericarditis.

* InC| Ude commu nication pla n Wlth dates + Healthcare professionals should advise vaccinated individuals to

seek immediate medical attention should they experience chest

d nd ta rg et I‘eCi plentS pain, shortness of breath, or palpitations.

® Reference dOC: GVP MOdU Ie XV ReV. 1 Background on the safety concern

T ~OVIO.1Q DRLA . ~ . Cni
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When DHPCs are necessary (GVP Module XV Rev.1) E@%

Suspensions, withdrawals of a marketing authorisation
for safety reasons

Important restrictions of indication, new

contraindications, or changes in the recommended
dosing due to safety reasons

Restrictions in the availability with potential
detrimental effects on patient care (shortages)
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Other situations where DHPCs may be necessary D

New major warnings or precautions

New data identifying previously known risk or change in
severity/frequency of known risk

New evidence that medicine is not as effective as previously
considered

New recommendations for preventing/treating side effect or
avoid misuse or medication errors

Ongoing assessment of an important potential risk for which
is too early to take regulatory action

Classified as public by the European Medicines Agency
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Deciding on DHPCs at EU level

Collaborative approach — DHPCs are agreed between MAH and EMA

« Ongoing procedure at EU level affecting more than one member state (MS)
« PRAC/CHMP rapporteurs or MAH may request/propose a DHPC

« ‘EMA lead’ (e.g. PL, PM, SML, RMS) and S-PH-MHI provide guidance and lead the
drafting and review process

« DHPCs and communication plans are adopted by PRAC/CHMP/CMDh
« DHPCs are disseminated by MAH to target HCPs in EU MS (in line with comms plan)
« DHPCs are published on EMA and NCAs websites

Classified as public by the European Medicines Agency
D EEEEERERERERREB



EUROPEAN MEDICINES AGENCY

Useful links

« https://www.ema.europa.eu/en/human-requlatory/post-
authorisation/pharmacovigilance/direct-healthcare-professional-
communications

« https://www.ema.europa.eu/en/medicines/field ema web categories%253An
ame field/Human/ema group types/ema dhpc document

« https://www.ema.europa.eu/en/human-regulatory/post-
authorisation/pharmacovigilance/direct-healthcare-professional-
communications#national-reqgisters-section

 https://www.ema.europa.eu/en/documents/scientific-quideline/quideline-
good-pharmacovigilance-practices-module-xv-safety-communication-rev-

1 en.pdf

5
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https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/direct-healthcare-professional-communications
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Any questions?

Further information

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact
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Medicines v Human reg

tory

EU DHPCs are published on EMA website (since Jan. 2020)

Veterinary regulatory v Committees v News & events v Partners & networks v About us v

Human regulatory

Overview

Post-authorisation

Advanced therapies
Awailability of medicines

Certifying medicinal
products

Changing the (invented)
name of a medicinal
product

Changing the labelling and
package leaflet (Article
61(3) notifications)

Classifying post-
authorisation changes

Compliance

Contacting EMA: post-
authorisation

Data on medicines (150
IDMP standards)

Research and development Marketing authorisation

Herbal products

Direct healthcare professional communications

Table of contents

+ DHPCs published by EMA
= Mational registers

A marketing authorisation holder may send a direct healthcare professional
communication (DHPC) to healthcare professionals to inform them of important new safety
information about a medicine and any actions they should take. The European Medicines
Agency (EMA) publishes DHPCs agreed at European Union (EU) level and links to national
registers of DHPCs, as of February 2020.

DHPCs serve to inform healthcare professionals of, for example:

* asuspension, withdrawal or revocation of a marketing authorisation for safety reasons;

= an important change, for example a restriction of indication, a new contraindication or a change in
the recommended dose;

= a medicine supply shortage;

= quality problems with a medicine.

DHPCs agreed at EU level include a communication plan specifying the intended recipients and the
dissemination date.

Classified as public by the European Medicines Agency
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Medicines Human regulatory v Veterinary regulatory Committees v & About us v

Medicines

Search Download What we publish and when

Medicines under evaluation Mational registers

For help on how to get the results you want, see our search tips.

Cat: i
ategories 50 results Sort by | Last updated date (new fo old) ¥
Human (50)

Remove all filters &)

Medicine name MEDICINE  Direct heshthears professional communication (2

- Select -

Active substance / international

non-proprietary name (INN) / Direct healthcare professional communication (DHPC): RoActemra (tocilizumab): Temporary supply
common name shortage for 162 mg solution for subcutaneous injection and RoActemra 20 mg/mL concentrate for
w——— solution for infusion (IV) & recommendations to manage potential risk of disease flare in patient (new)
Active substance: tocilizumab, DHPC type: Medicine shortage, Last updated: 02/09/2021
Medicine
Direct healthcare
professional Direct healthcare professional communication {(DHPC): COVID-19 Vaccine Janssen: Contraindication in
communication individuals with previous capillary leak syndrome and update on thrombosis with thrombocytopenia
- syndrome
European public
assessment reports Active substance: adenovirus type 26 encoding the SARS-CoV-2 spike alycoprotein (Ad26.C0V2-5), DHPC type:
(EPAR) (1842) Safety signal, Last updated: 19/07/2021
Summaries of opinion
(62)
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National competent authorities publish DHPCs in their official languages.

Please note that the information in these national registers may not be available in English.

EU Member
State

Medicine register

— )
— Austria

https://www.basa.gv.at/gesundheitsberufe/sicherheitsinformationen-dhpc [2

I I Belgium

https://www.afmps.be/fr/humain/medicaments/medicaments/pharmacovigilance/dhpc_s_-
_direct_healtcare_professional_commumications 2 (FR)

https://www.faga.be/nl/MENSELLIK_gebruik/gensesmiddelen/genessmiddelen/geneesmiddelenbewaking/dhpc_s
_direct_healtcare_professional_communications 2 (ML)

I Eulgaria

https://www.bda.bg/bo/ nexapcTeesa-tesonacHocT-cboBWEH A/ NPEXK-CHODWEH M B- A0- ME QM LM HCKMTE-
CHELUMANWCTH [2

—— .
mm Croatia

http:/fwww.halmed.hr/Farmakowvigilanciya/Pisma-zdravstvenim-radnicima, 2
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