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What are DHPCs?

• A.K.A. ‘dear doctor’ letters

• Intended for healthcare professionals 

(doctors, pharmacists, nurses etc.)

• Sent directly to their workplaces 

(usually by companies)

• Contain important/urgent information 

about medicines

• Include communication plan with dates 

and target recipients

• Reference doc: GVP Module XV Rev.1
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When DHPCs are necessary (GVP Module XV Rev.1)
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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
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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
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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
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Useful links
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• https://www.ema.europa.eu/en/human-regulatory/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-registers-section

• https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-

good-pharmacovigilance-practices-module-xv-safety-communication-rev-

1_en.pdf

https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/direct-healthcare-professional-communications
https://www.ema.europa.eu/en/medicines/field_ema_web_categories%253Aname_field/Human/ema_group_types/ema_dhpc_document
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/direct-healthcare-professional-communications#national-registers-section
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-xv-safety-communication-rev-1_en.pdf
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Any questions?

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

Further information
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Back up slides
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EU DHPCs are published on EMA website (since Jan. 2020) 
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