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Introduction.

This guide provides a comprehensive review European member states. This guide highlights
of the European Medicines Agency (EMA)'s key changes, clarifications, and assesses whether
updated document titled “Information on the the changes are new requirements or merely align

Member States requirement for the nomination existing practices with local legislation.

of a pharmacovigilance contact person at

national level,” which outlines the different We believe it is especially important to read
requirements for nominating a pharmacovigilance recommendations for Iceland, Italy and
contact person at the national level (LPPV) across = Luxembourg on pages 5 and 6.
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1. Belgium — Update of Local
Legislation Reference for
LPPV Requirement.

In the revised version (Rev. 2), the EMA corrected
the legal reference for the requirement of a

local contact person in Belgium. The previous
version incorrectly cited Article 66§2 of

the Royal Decree 14/12/2066, whereas the
correct reference is Article 6682 of the Royal
Decree 14/12/2006, published on December
14,2006, and amended on June 10, 2013.

> Assessment: No new requirement
introduced.

2. Croatia, Hungary, and
Portugal — Minor
Administrative Update
on Requirements for LPPV.

Rev. 2 introduced administrative updates with
no impact on the requirements for nominating
an LPPV in these countries.

> Croatia: Wording updated from "MAH has to
appoint” to "must appoint,' simplifying the
reference to the ordinance.

> Hungary: Changed “the contact has to report”

to “must report” and “has to be trained” to
“must be trained”.

> Portugal: Wording updated from “Portugal
has to identify” to “must identify”.

> Assessment: Administrative updates. No new

requirements introduced.

3. Cyprus — Updated
Requirement for LPPV.

In the revised version (Rev. 2), the expectation
has been placed that a LPPV must be appointed
in Cyprus if the EU-QPPV is not located in
Cyprus. Previously, it was simply stated that

a LPPV is required. This update aligns with
local pharmacovigilance requirements as
outlined in the Cypriot legislation. The updated
EMA guidance specifies additional criteria for
this role, including residency in Cyprus and
fluency in both written and spoken Greek.

> Assessment: Clarification and alignment
with local legislation. No new requirement
introduced.



4. Czech Republic -
Mandatory Requirement
for LPPV.

Rev. 2 includes a major update to align
with Guideline PHV-6 SUKL requirements,
effective from August 4, 2022. The update
mandates the appointment of an LPPV
regardless of the marketing status of their
products or any decisions made during the
marketing authorization assessment.

> Assessment: Alignment with local health
authority requirements. No new requirement
introduced.

5. Denmark — Change
fromm Mandatory to
Non-Mandatory
Requirement for LPPV.

In Rev. 2, the requirement for an LPPV has been
changed to “Not mandatory.” This adjustment
aligns with regulatory expectations and the
comment field in the EMA document. Danish
regulatory authority reserves the right to request
the nomination of a LPPV.

> Assessment: Alignment with local legislation.

Requirement changed from mandatory to
non-mandatory. No new requirement
introduced.

6. Estonia — Requirement
for Estonian-Speaking
Contact Person in Relation
to Risk Minimization
Measures (RMM) only.

In the revised version (Rev. 2), requirements were
updated to outline the expectation of mandatory
appointment of an Estonian-speaking contact
person for products only with Additional Risk
Minimization Measures (RMM). This aligns with
regulation of the Minister of Social Affairs no.

26 (8§ 4 section 4), which outlines the provision
of safety information and the calculation of

fees for surveillance of medicinal products.

> Assessment: Alignment with local legislation.
No new requirement introduced.



7. Germany — Detailed
Specification for LPPV
Notification.

The revised version (Rev. 2) includes detailed
specifications for notifying the appointment
of an LPPV and highlights additional
responsibilities outside of pharmacovigilance,
termed as “pharmaceutical responsibilities”.

> Assessment: Clarification and detailed

guidance. No new requirement introduced.

8. Iceland — Change from
Non-Mandatory to
Mandatory Requirement
for LPPV.

In Revision 2, the EMA document now mandates
the appointment of an LPPV. However, local
regulations, specifically the Medicinal Products
Act no. 100/2020, grant the Icelandic Medicines
Agency (IMA) the authority to request the
nomination of a contact person instead.

This role is not obligatory unless specifically
requested by the IMA.

> Assessment: Potential discrepancy/gap
between the requirements outlined in the
EMA document and those expected locally in
Iceland.

> Recommendation: It is crucial for MAH to
acknowledge this inconsistency and closely
monitor updates from both the EMA and the
IMA about any further clarifications or
changes regarding the requirement for an
LPPV in Iceland. Arriello is actively engaging
with IMA to clarify legislative LPPV
requirements.

9. Italy — Potential
discrepancy in LPPV
Requirements.

In both the previous and current versions of the
EMA document, the requirement for a LPPV is
explicitly stated as “No”. According to the EMA's
comment, “AIFA may request the appointment
of a pharmacovigilance contact person at
national level who shall refer to the QPPV”.

Practically, MAHs are obligated to appoint a
European Union QPPV. If the designated QPPV
does not speak or write Italian, it becomes
essential to appoint a national contact

person. This is due to the requirement that all
communications with Italian regulatory authority
should be conducted in Italian. The appointed
LPPV must be registered on the AIFA portal.

> Assessment: There appears to be a potential
discrepancy or gap between the requirements
specified in the EMA document and those
expected locally in Italy.

> Recommendation: It is crucial for MAHs to
acknowledge this inconsistency and diligently
monitor updates from both regulatory
authorities for any further clarifications or
changes regarding the requirement for an
LPPV in Italy. Arriello is actively engaging
with the Italian regulatory authority to clarify
legislative LPPV requirements.



10. Luxembourg —
Legislative References for
LPPV Requirement.

Both the previous and updated EMA
documents, along with the LPPV registration
form (local regulatory authority form),

refer to the Grand-Ducal Regulation of
December 15, 1992, specifically citing Article
45.-3 for the LPPV requirement. However, it's
important to note that this article does not
explicitly mention the LPPV requirement.

> Assessment: There appears to be an
inconsistency in the legislative reference
regarding the LPPV requirement.

> Recommendation: It is crucial for MAHSs to
acknowledge this inconsistency and remain
vigilant for any updates or clarifications from
the regulatory authorities. At present, there
are no changes to the LPPV requirements.

11. Netherlands — Timing of
LPPV Appointment.

Rev. 2 specifies that the LPPV should be
appointed when a marketing authorization holder
plans to market a product in the Netherlands,
aligning with Dutch regulatory authority
guidelines.

> Assessment: Clarification of timing. No new
requirement introduced.

12. Norway — Clarification
of Non-Mandatory
Requirement for LPPV.

Romania serves as another example where the
initial version of the EMA document appeared
misaligned with national expectations.

In the revised version (Rev. 2), the requirement
for a LPPV has been updated to “Not mandatory”.
This adjustment now aligns with regulatory
expectations. According to local regulations,

the local regulatory authority reserves the right

to request the appointment of a LPPV, with
reporting responsibilities up to the EU QPPV level.

Furthermore, there has been a correction in the
legal reference. The previous EMA document
erroneously cited Article 815, which pertains to
the advertising of medicinal products, whereas
the correct legal basis for the LPPV requirement
in Romania is Article 830 of national legislation.

> Assessment: Clarification and alignment with
local legislation. Requirement changed from
mandatory to non-mandatory.



13. Romania — Detailed
Specification for LPPV
Notification.

The revised version (Rev. 2) includes detailed
specifications for notifying the appointment
of an LPPV and highlights additional
responsibilities outside of pharmacovigilance,
termed as “pharmaceutical responsibilities”.

> Assessment: Clarification and detailed

guidance. No new requirement introduced.

14. Slovakia — Update of
Legislative Reference
for LPPV.

Rev. 2 corrects the legislative reference

from Article 13 to 362/2011, §68, art.14, and
provides additional guidance for notifying the
appointment of an LPPV.

> Assessment: Correction and alignment
with local legislation. No new requirement
introduced.

15. Spain — Additional
Guidance for LPPV
Appointment.

Rev. 2 includes additional specifications for
the appointment of an LPPV, stating that the
LPPV should support the EU QPPV regarding
national pharmacovigilance aspects.

> Assessment: Additional guidance provided.
No new requirement introduced.



Conclusion.

The EMA's revised document (Rev. 2) introduces significant
updates and clarifications regarding the nomination of LPPV
at the national level across European Member States.

Most changes involve corrections to legal references,
administrative updates, and new specifications for local
pharmacovigilance roles, primarily aligning with local legislation.

MAHSs should carefully review these updates to ensure
compliance with the latest regulatory expectations in
each Member State. Continuous monitoring of both
EMA and local health authority communications is
essential to stay informed about any further changes
or clarifications regarding LPPV requirements.

At Arriello, we proactively seek clarification directly from
local regulatory authorities whenever discrepancies
between the EMA updated document and local expected
requirements are identified.

If you would like to receive updates on this

matter, reach out to our PV experts - click here.
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