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Streamline and improve (shortages) communication to HCPs in EU

Recent challenges (with shortage DHPCs): 
• The processes at national level of a DHPC are based 

mainly on what is needed for pharmacovigilance 
activities 

• Concerns on endorsing wording, e.g. market 
withdrawals linked to commercial decisions

Root cause

Decision-
making

Tool 
(template)

New process

Proposal (principles of the new process): 
1. Communications that only concern supply or 

shortages, without an associated Q/S/E issue, would be 
endorsed by MSSG (new: MSC template). 

2. All other communications (including Q/S/E-related DHPCs 
that also impact supply or availability) would continue 
through the existing DHPC process without change 
(under remit CHMP/CMDh).
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“To be” MSC approval process (by EMA MSSG)

Mirrors current approval process for DHCPs review (by CHMP/CMDh)

1. Medicine 
Shortages 

(SPOC 
WP)/EMA 

requests MAH 
create an MSC 

2. MAH 
submits draft 

MSC and 
communication 

plan

3. SPOC 
WP/EMA 
provides 

comments on 
MSC and 

communication 
plan

4. EMA 
finalises MSC 

scientific 
review and 

informs 
Rapporteurs for 

CAPs (and 
CMDh for 

NAPs)

5. EMA agrees 
final MSC text 

with MAH

6. MSSG 
endorses the 

final MSC 
(notifies 

CHMP/CMDh)

7. EMA 
publishes MSC, 
communication 

plan and 
shortage 

catalogue entry

Of note: HCP 
review done in 

parallel (process 
step is the same as 

for DHPCs)
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Proposed MSC template
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Duration: to allow MAHs and NCAs to get familiar with the new template, it is 
proposed that the MSC pilot phase will take 6 months (October 2024 and March 2025).

Scope: all critical shortages not related to Q/S/E, following a SPOC WP request

Benefits: This will allow the Regulatory Network to:

1. Identify potential issues with implementation/dissemination of MSC at national level 

2. Further adjust involvement of Rapporteurs/CHMP/CMDh in case of clinical 
recommendations 

3. Adjust the template and/or process based on experience.

Pilot phase
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Delivery plan (Q4 2024)

September:
• MSSG agreed to the pilot phase to 

implement the MSC template and process. 
• Update to Industry Standing Group (ISG)

October:
• Launch of pilot phase

November:
• Update to HCP/PCWP

Summary and next steps

Summary:

• Implement MSC through a pilot for 
critical shortages unrelated to quality, 
safety, or efficacy issues, under MSSG 
governance. 

• Consultation with the HCPs remains 
unchanged (same process as for 
DHPCs).

• Anticipated numbers of MSCs (same 
criteria as for DHPCs, i.e. SPOC WP 
request) 

• MSCs are published on the EMA website Adjust template if needed and “Go–live” in 
April-May 2025
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Any questions?

joao.ferreira2@ema.europa.eu

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

mailto:joao.ferreira2@ema.europa.eu
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