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DISTRIBUTION ISSUES

Distribution channel structures, parallel trade
(also includes export to outside of the EU), quotas,

supply chain policy (e.g. DTO), logistic issues.

COMMERCIAL REASONS

Company-driven decisions linked to business

aspects such as pricing negotiations;
discontinuation; change in reimbursement status;

low sales (i.e. low number of patients); business
strategies prioritising other markets.

REFERENCE
HMA/EMA. (2020). Reader's guidance: SPOC system - Pilot phase.
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REGULATORY ISSUES

When requirements or obligations relating to the
grant of the authorisation have not been fulfilled
after authorisation and ‘placing on the market’, e.g.
Brexit. Failure to implement safety features, i.e. MAH
failure to implement the unique identifier and the
tamper evident features on the pack are also
considered regulatory issues.

REFERENCE
HMA/EMA. (2020). Reader's guidance: SPOC system - Pilot phase.
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UNPREDICTED MAJOR
EVENTS OR NATURAL
DISASTERS

May indirectly lead to shortages of medical products,
e.g. the ongoing swine fever in China or the earthquake
In Japan in 2011.

REFERENCE
HMA/EMA. (2020). Reader's guidance: SPOC system - Pilot phase.




