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“…national competentauthoritiesmayrequestthe
nominationofacontactpersonforpharmacovigilance issues
atnationallevel reporting to thequalifiedpersonresponsible
forpharmacovigilanceactivities."

Ourthoughts

Somecountriesdonot havethisrequirement atall,and
it isa sensiblething todo.TheLCPPV roleisa relic from
the timebefore thecentralizedcomputerizeddatabase
systemsthatmakethe LCPPV role practically obsolete.
It is, however, still a legal requirement necessary to
meet tobe compliantwith the law.

For marketing authorization holders and companies
entering the European market, this requirement
is one of those boxes to tick that makes very little
common sense, brings no additional value to the
monitoring of the safety profile of the product and,
unfortunately, very frequently can be a big cost.
Ticking thisbox is easyand that̓ swhy it is alsoone of
the favoritepoints tocheckforinspectorsandauditors.

Without doubt, your best shot at meeting these
legal requirements with the most sensible approach
at the lowest cost possible is Tepsivo andour unique
Tepsivo Platform, removing all admin overhead
and easily managing all EEA countries in one place.

EMA publishes regularly a document called
“InformationontheMemberStatesrequirement forthe
nomination of a pharmacovigilance (PhV) contact
person at national level" which is based on
Pharmacovigilance Inspectors Working group
survey and captures the different requirements in
each Member State. This document works as a good
quick guide for those who are completely new
to the topic. However, the document contains
several inconsistencies, errors and is missing
information. Also, in couple cases, the document
does not reflect the practice in the country..

We have supplemented the information
provided by EMA with details of the exact legal
requirements from the national legislation and
national competent authority websites and included
instructions for nominating the LCPPV in
those countries that require it. We have also
included our own comments based on years
of experience managing LCPPVs around EEA.

LegislativeBackground

Article 104(4.)ofDirective 2001/83/ECstatesthat:

Thereareseveral EEAcountriesthat indeed enforce thisrequirementwith someother countries
retaining the rightto requestanLCPPVbut inpractice never do.

NCAsprobablywon t̓ request anLCPPVappointment, if it̓ soptional

If there isno requirementto appoint an LCPPV,younever shouldGeneral
comments

Thisinformationhere isvalid for humanmedicinal products only

Page 3

Thisdocument isthe intellectual property ofTepsivoOy,aFinnish-basedvalue-basedhealthcare company transformingthe
worldof pharmacovigilance into amodern-dayindustry.For anyqueries,reachout at contact@tepsivo.com

mailto:contact@tepsivo.com


Belgium
Bulgaria
Croatia
Cyprus
CzechRepublic
France
Germany
Greece
Hungary
Italy
Latvia
Luxembourg
Netherlands
Poland
Portugal
Slovakia
Spain
+Switzerland
+United Kingdom

Overview

LCPPVrequired in:
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LCPPVrequired?

NO

§ 75i. (6) Unbeschadet des Abs. 5 kann das Bundesamt für Sicherheit im Gesundheitswesen die
Benennung einer Kontaktperson für Pharmakovigilanzfragen in Österreich verlangen, die dem
PharmakovigilanzverantwortlichenBericht erstattet.

» Thereisno legal requirement toappoint an LCPPVinAustria,however theAustrian
competent authority (AGES) canrequirethe nominationofLCPPVfromtheMAH.

» TheEMAdocument saysthat “this hasnotbeenexecuted sofar sincemostMAHs
nominatecontact personsonnationallevel anyway”.

Comments

Austria

» Thisishighly unlikely tobe requested andmostsensiblething todo isnot to
appoint an LCPPV.

LegislationandGuidelines
TheThe local law §75i(6)AMGlocal law§75i(6)AMGstates:states:

Translation:Translation:

Without prejudiceto Paragraph5,the FederalOfficeforSafety inHealthCarecanrequestthe designation
of a contact person for pharmacovigilance issues in Austria who will report to the pharmacovigilance
officer.

Registration
Not applicable
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LCPPVrequired?

YES

Dansle cadrede cesystèmedepharmacovigilance, il prendnotamment lesmesuressuivantes :

a) il a de façon permanente et continue à sa disposition une personne possédant les qualifications
appropriées qui est responsablepour la pharmacovigilance, ainsi que, le cas échéant, une personne de
contact enmatièrede pharmacovigilanceauniveaubelge quiestrattachée à cette personnequalifiée,et
cepour chaquedossierpermanentdusystèmedepharmacovigilance;le Roifixelesconditions auxquelles
la personnequalifiée et lapersonnede contact doivent répondrepour exercerleursactivités;

» NominationofLCPPVislegally required in Belgium.

» TheEMAdocument statesthat the requirement isbasedonarticle 66§2of theRoyal
Decree 14/12/2066,howeverthecorrect legal reference isarticle 66§2of theRoyal
Decree 14/12/2006(publishedon14thofDecember 2006)andamended on10thof
June 2013.

Comments

Belgium

LegislationandGuidelines
AccordingtoAccording toarticle 12sexies§2of theLaw of25March1964article 12sexies§2of theLaw of25March1964concerning themedicinal products:concerningthemedicinal products:

Translation:Translation:

Aspart of thispharmacovigilance system,it takesthe followingmeasuresinparticular:

(a)hehaspermanently andcontinuouslyathisdisposalapersonwith theappropriatequalificationswho is
responsibleforpharmacovigilance,aswell as,if applicable, acontact person forpharmacovigilance at the
Belgian levelwhichisattached tothisqualifiedperson,andthisforeachfilepermanentpharmacovigilance
system;theKingsetsthe conditions underwhich thequalifiedpersonand the contact personmustmeet
to carryout theiractivities.

continues onthe nextpage ->continues onthe nextpage ->

The information about LCPPV requirements is described on the national competent authorityThe information about LCPPV requirements is described on the national competent authority FAMHP websiteFAMHP website. The. The
information isbased oninformation is based on Circular 600Circular 600,, annex Iannex I,, annex IIannex II andand QA documentQAdocument that give more regarding the LCPPVand thethat give more regarding the LCPPVand the
nominationprocess.nominationprocess.
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• mustbecontactable 24hoursaday,7daysaweek

• mustcarry out activities in pharmacovigilance in Belgium

• must have adequate qualifications to carry out his/heractivities in pharmacovigilance, particularly
the necessary language skills to talk to partners in the national language of their choice and to
communicatewith thequalifiedperson responsibleforpharmacovigilance.

Accordingto the circular,the local contact personshouldmeet the following requirements:

The format for the nomination letter to FAMHP is provided in the Circular 600, in annex I and annex II, which
constitutethe notification letter form.

According to the Circular 600,the formcan be submitted as PDF to phvinsp@fagg-afmps.beand it needs to be
signedby arepresentative oftheMAH.

Registration
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LCPPVrequired?

YES
» LCPPVisrequired,unlessthe EUQPPV islocated in Bulgaria.

Comments

Bulgaria

LegislationandGuidelines
TheLCPPVrequirement isdescribed in theTheLCPPV requirementisdescribed in the law formedicinal products inhumanmedicine,Article191law formedicinalproducts inhumanmedicine,Article191..

Registration
AnLCPPVnominationletter shouldbesentviaemailtoBDAordelivered asapapercopyinordertoreceiveaconfirmation
number.

Art. 191.(amend. – SG, 102/2012,inforce from 21.12.2012)

• Themarketingauthorisationholder shall select a qualified personwith anappropriate qualification,
responsibleforvigilance of themedicinalsafety.

• The person under Para. 1 shall be established on the territory of a Member State and shall be
permanently at disposalof themarketingauthorisationholder.

• In order to assistthe activity of thequalified person, themarketing authorisationholder shall select
a person,establishedon the territory of theRepublic of Bulgaria. Theappointment of such aperson
shallnot liberate the qualifiedpersonunder Para.1fromhis/herresponsibilities underthisChapter
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LCPPVrequired?

YES

OrdinanceonPharmacovigilance (Official Gazette83/13)p.7

“proof that the future authorisationholder hasaperson approvedby theAgency for pharmacovigilance
with residence intheRepublic of Croatia,or proofof asubmitted requestto theAgency forauthorisation
of apersonresponsibleforpharmacovigilancewith residence intheRepublic of Croatia”

OrdinanceonPharmacovigilance (OfficialGazette 83/13)Article32

Theauthorisationholder isobligedwithout delay tosubmitto theAgency the requestforthe approvalof
a change in the person responsiblefor pharmacovigilance seated in the Republic ofCroatia, pursuantto
Articles 26and27of thisOrdinance.

Medicinal Product Act (official gazette no.76/13)Article3Point 58

Personof the marketing authorisationholder qualified for pharmacovigilance in the Republic of Croatia
shallmeanadoctor ofmedicalsciencespecialisedinclinical pharmacology,oradoctor ofmedicalscience,
oradoctor ofdentalmedicine, oragraduatepharmacist,oramasterofmedicalbiochemistry,oradoctor
of veterinary medicinewith two years ofexperience in pharmacovigilanceor two years ofexperience in
his/herprofessionwith appropriately documented training inpharmacovigilance

» MAHhasto appoint an LCPPVresiding inCroatia.

» HALMEDʼsrequirements are someof the strictest in Europe.

Comments

Croatia

LegislationandGuidelines

continues onthe nextpage ->continues onthe nextpage ->
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Detailed list ofnational requirements:

Proofthat thefutureMAHhasresponsiblepersonforPharmacovigilance seatedinCroatiaauthorisedbytheAgency
orproof that application for their approval hasbeen submitted to HALMED.Thissubmissionshouldbe separate
fromthesubmissionformarketingauthorisation.

Documentsto be submittedin electronic form:

Registration

• Proof ofthe legal entity's seat,if thefuturemarketingauthorisationholderisanatural orlegal personthan the
applicant, proofthat the seatofthe futuremarketingauthorisationholder isin theEU,valid no longerthan six
months fromthesubmissiondate

• Written statement of themarketingauthorisationholder not having seatin theRepublic of Croatiaabout the
appointment ofa localrepresentativewith the seatin theRepublic ofCroatiawith hiscontacts

Request forapproval of LCPPVshouldcontain:

• original statement ofthequalifiedpersonof theMAHforappointing localQPPV

• signedCVof the local qualified person

• copy of diploma proving completed education, copy of specialist training completion certificate (clinical
pharmacology), or if the QPPV isn t̓ a clinical pharmacology specialist proof of two-yearwork experience in
Pharmacovigilance, i.e. proof that the person has undergone Pharmacovigilance terms, spontaneous and
solicited adversereactions reporting,adverse reaction reportingprocedure,adverse reaction report grading,
Individual CaseSafety Report (ICSR-a),PeriodicSafetyUpdate Report (PSUR),RiskManagementPlan (RMP)and
DevelopmentSafety Update Report (DSUR)training

• proofof residenceoftheQPPV

• 24-hourcontact information onQPPV

• proof of employment of the QPPVat theMAHor a contracted legal person that has a registered activity for
adversereaction tracking,i.e.Pharmacovigilance activities in theRepublic ofCroatia,withwhom theMAHhas
concluded anagreement onPharmacovigilance

• copyofthe agreement onappointing contractual localQPPV

• EVcode/codes(PSMF Location EVCode)

If the local QPPV is an employee of the MAH belonging to the same authorization holder group as the holder
submitting the request, insteadof copyof the agreement appointing contractual local QPPV/deputy,a statement
signedbyQPPV of the MAHstating that the company inwhich the local QPPV/deputyis employed is part of the
sameMAHgroupwill be accepted.

IfMAHhasauthorizedathird legal party to concludeagreementsforPharmacovigilancewith a legal entity that has
aregisteredactivity foradversereaction tracking,i.e.Pharmacovigilanceactivities in theRepublicofCroatia,instead
of a copyof the agreement of appointing contractual local QPPV/deputy,a copyof the authorizationgiven to the
third legalentity aswell asa copyof thecontract that thethird legalentity concluded onbehalf theMAHwith the
contractual legal entity forPharmacovigilanceinwhich localQPPV/deputyisemployed.

continues onthe nextpage ->continues onthe nextpage ->

Page10

Thisdocument isthe intellectual property ofTepsivoOy,aFinnish-basedvalue-basedhealthcare company transformingthe
worldof pharmacovigilance into amodern-dayindustry.For anyqueries,reachout at contact@tepsivo.com

Country-specific requirements forLCPPV|Tepsivo2024

mailto:contact@tepsivo.com


MAHappoints one local qualified person for each Pharmacovigilance system regardingmedicinal products that
havemarketingauthorization intheRepublic ofCroatia.

MAHcan submitarequestforapproval ofadditional localQPPV,asidefromthe already appointedonebyHALMED,
only if the request addressesanewpharmacovigilance systemoftheMAH. In the request for localQPPVapproval
anddeputy of localQPPV,aswell asinall thesubmitteddocumentscontaining signatures,by eachsignatureshould
beprintedname,last nameand functionofthe signatory.

Information on the approval procedure of local qualified person / deputy responsible for pharmacovigilance:
lqppv@halmed.hr
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LCPPVrequired?

YES

(3)(α) Το ειδικευμένο άτομο που αναφέρεται στην παράγραφο (α) του εδαφίου (2) διαμένει και
δραστηριοποιείταιστην ΕυρωπαϊκήΈνωσηκαιείναι υπεύθυνο γιατη δημιουργία καιτη διαχείριση του
συστήματοςφαρμακοεπαγρύπνησης.

(β) Ο κάτοχος τηςάδειας κυκλοφορίας υποβάλλει το ονοματεπώνυμο και ταστοιχεία επικοινωνίαςτου
ειδικευμένου ατόμουστηναρμόδιααρχήκαιστονΕυρωπαϊκόΟργανισμόΦαρμάκων.

(4) Με την επιφύλαξητωνδιατάξεωντου εδαφίου (3), το Συμβούλιο Φαρμάκων μπορεί να ζητήσει το
διορισμό αρμοδίου επικοινωνίαςγια θέματα φαρμακοεπαγρύπνησης ο οποίος θα αναφέρεται στο
ειδικευμένο άτομουπεύθυνογιαδραστηριότητεςφαρμακοεπαγρύπνησης.

» For the LCPPVinCyprusrequirement, the EMAdocument states“Yes”and the
commentsays“Thepharmaceutical servicesrequest the appointment ofa local
responsibleperson forpharmacovigilance residing inCyprus.Therequirements for
the local RPPV inCY:healthcareprofessionals,biologists or chemistsadequately
trained.”

Comments

Cyprus

LegislationandGuidelines
TheDrugsforHumanUse (Quality Control, Supply andPrices) Lawof2001(70(I) /2001)TheDrugsforHumanUse (Quality Control, Supply andPrices)Law of2001(70(I) /2001)states:states:

Translation:Translation:

(3) (a) The qualified person referred to in paragraph (a) of subsection (2) resides and operates in the
European Union and is responsible for the establishment and management of the pharmacovigilance
system.

(b) Themarketingauthorizationholder shallsubmitthenameandcontact details of thequalifiedperson
to thecompetent authority andto theEuropeanMedicinesAgency.

(4)Without prejudicetotheprovisionsof subsection(3),theMedicinesBoard mayrequesttheappointment
of apharmacovigilance liaisonofficerto report to thequalifiedpersonresponsibleforpharmacovigilance
activities.

continues onthe nextpage ->continues onthe nextpage ->
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TheCypriotMinistry ofHealth haspublisheda circular on requirements for local contact persons.Unfortunately,TheCypriotMinistry ofHealth haspublisheda circular on requirements for local contact persons.Unfortunately,
the older circularsareno longeravailable on thewebsiteof the pharmaceuticalservicesoftheministryofhealth.the older circularsareno longeravailable on thewebsiteof the pharmaceuticalservicesoftheministryofhealth.

Θέμα: Απαιτήσειςγιατο ΤοπικάΕιδικευμένο Άτομο γιαΦαρμακοεπαγρύπνηση (Local QPPV) /
ΥπεύθυνοΆτομογιαΦαρμακοεπαγρύπνηση(Local RPPV) -Υπενθύμισηκαιδιευκρινίσεις

Σε συνέχεια της εγκυκλίου των Φαρμακευτικών Υπηρεσιών ημερομηνίας 1 Σεπτεμβρίου
2008, το Συμβούλιο Φαρμάκων ενημερώνει τους ΚΑΚ γιατιςτοπικέςαπαιτήσειςσχετικά με το
τοπικάΕιδικευμένο Άτομο γιαΦαρμακοεπαγρύπνηση (QPPV) και το τοπικάΥπεύθυνο Άτομο
για Φαρμακοεπαγρύπνηση (RPPV). Υπενθυμίζονται οι ΚΑΚ για την υποχρέωση1 διορισμού
ενός τοπικάQPPV/RPPV για την Κυπριακή αγορά εάν ο EU/EEA QPPV δεν διαμένει και δεν
δραστηριοποιείταιστηνΚυπριακήΔημοκρατία. Σύμφωναμε τοΣυμβούλιο Φαρμάκων,ο τοπικά
QPPV/RPPV, ο οποίοςθαδιαμένει στην Κύπρο,πρέπεινα είναι επαγγελματίαςυγείας, βιολόγος
ή χημικός κατάλληλα εκπαιδευμένος στη φαρμακοεπαγρύπνηση.Πρέπει, επίσης, να κατέχει
άπταιστατηνελληνική γλώσσαπροκειμένουναεκτελέσει αποτελεσματικάτιςδραστηριότητεςτης
φαρμακοεπαγρύπνησηςπουέχουν ανατεθείσεαυτόν/αυτήναπότοEU/EEAQPPV τουΚΑΚ.Όσοι
ΚΑΚδεν έχουνακόμηορίσειένακατάλληλοτοπικάυπεύθυνοάτομογιατηφαρμακοεπαγρύπνηση,
θαπρέπεινατοπράξουνάμεσακαιναενημερώσουν τοΣυμβούλιο Φαρμάκωνωςπροςταστοιχεία
τουπροσώπουαυτούχρησιμοποιώνταςτοσυνημμένο έντυποκοινοποίησης.ΟιΚΑΚπουδεν έχουν
κοινοποιήσει στο Συμβούλιο Φάρμακων τααπαιτούμεναστοιχειά του νυν τοπικούυπεύθυνου
ατόμουγιατηνφαρμακοεπαγρύπνησηπρέπειεπίσηςναενημερώσουν τοΣυμβούλιο Φαρμάκων
με ταεπικαιροποιημένα στοιχεία χρησιμοποιώνταςεπίσηςτοσυνημμένο έντυπο. Θαπρέπεινα
σημειωθεί ότι δημόσιοι υπάλληλοιή άτοματαοποίαδεν μπορούν να είναι διαθέσιμοι συνεχώς
δεν είναι εφικτό ναοριστούν ωςτοπικοίQPPV/RPPV. Είναιόμωςεπιτρεπτόγιατον τοπικάQPPV/
RPPV ναδιοριστεί σαντοπικάQPPV/RPPV σε πέραντου ενός ΚΑΚ. Γιαοποιαδήποτεδιευκρίνιση
παρακαλείσθεόπωςεπικοινωνείτε με τη Μονάδα Φαρμακοεπαγρύπνησης τωνΦαρμακευτικών
Υπηρεσιών.

Thecircular states:Thecircular states:

Re:Requirements forlocalQPPV/RPPV–Reminder andClarification

Further to theCircular of September12008concerning the QPPVand local contact persons,the
DrugsCouncilwishestoremindMarketingAuthorisationHoldersoftherequirement2tonominate
a localQualified/Responsible Person for Pharmacovigilance for theCyprusmarket,should the EU
QPPVnot resideandoperate intheRepublic ofCyprus.

The Drugs Council requires this local QPPV/RPPV,who will reside in Cyprus, to be a qualified
healthcare professional or a biologist or chemist and to have been adequately trained in
pharmacovigilance. Additionally, they must be fluent in written and spokenGreek, in order to
effectively performthe pharmacovigilanceactivities delegated to him/herby the EUQPPVof the
MAH.

TheEnglishpart ofthe circular states:TheEnglishpart ofthe circular states:

continues onthe nextpage ->continues onthe nextpage ->
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Theabove-mentioned circular containsnotification form in Greekand in English. The form can be submitted by
email tophscentral@phs.moh.gov.cy

Theformcontainsthe following information:

Nameof thenominee (SURNAME,First name)

Contact Details:Address,24hourTelephoneNumber, FaxNumber,Email address
Back-upArrangements:NameofContact(deputy) shouldthe abovenomineenot be available, ContactDetails

Checklistof Enclosed/AttachedDocuments
• Curriculumvitae Evidence of adequate
• TrainingandExperience inPharmacovigilance
• Summary of Responsibilities as outlined in the Pharmacovigilance Agreement/Contract between the local

QPPV/RPPVand theEU/EEAQPPV
• List of Products forwhich theLocal QPPV/RPPVisresponsible
• Evidence/declarationofadequate knowledge ofModernGreek
• Other

I, the undersigned,declare that the above information and supportingdocumentsare accurateand correct to the
best ofmy knowledge. I will be continuously available to receive and respond to queries, reports and any other
safety related data from the general public, health care professionalsand the National Authorities. I undertake to
maintain a pharmacovigilancetraining portfolio thatwill bemade available to the Pharmaceutical Services of the
Ministry ofHealth forreview asandwhen requested.

Signture,Date,Print name

Additional details regardingthe encloseddocuments:
• Theaddressmustbewithin theRepublic ofCyprus
• General enquiry mailboxes(e.g.info@MAH.com)will notbeaccepted
• TrainingandExperience inPharmacovigilance shouldbeanalogousto thedelegated responsibilities

Registration

Any MAHs who have not yet nominated a suitable person, must do so immediately and will
notifythe Drugs Council as to the particulars of the nominated person using the attached
notification form.OtherMAHswhomaynot havenotified the changeof their local QPPV/RPPV
mustalsonotify theDrugsCouncilof the updateddetails usingthe attached form.

Itmustbe notedthat apersoncurrentlyemployed inthe publicservice,orapersonwho isunable
tobeavailable continuously,maynotbenominatedaslocalQPPV/RPPV.It ispossible,however,for
a localQPPV/RPPVtobeappointed asQPPV/RPPVformorethanoneMAH.

Please do not hesitate to contact the pharmacovigilance department of the Pharmaceutical
Services shouldyou requireany clarification.

2Article57ofTheMedicines forHumanUse(Control ofQuality, Supply andPrices)Actof2001(70(I)
/2001)andArticle 104of the Directive 2001/83/ECoftheEuropean Parliament andof the Council
of 6November 2001on the Community code relating to medicinal products forhuman use, as
amended.
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LCPPVrequired?

YES

Kvalifikovanáosobaodpovědná zafarmakovigilanci (§91a)

• Držitel rozhodnutí o registraci musí mít trvale a nepřetržitě k dispozici kvalifikovanou osobu
odpovědnouzafarmakovigilanci.

• Kvalifikovaná osoba odpovědná za farmakovigilanci odpovídá za vytvoření a správu
farmakovigilančního systémuamusímítbydliště aplnit svéúkolyvoblastifarmakovigilancenaúzemí
Evropskéunie. Držitel rozhodnutí o registraci sdělí jméno, příjmení a kontaktní údaje kvalifikované
osobyodpovědnézafarmakovigilanciÚstavu aagentuře.

• Ústav může požádat držitele rozhodnutí o registraci o jmenování kontaktní osoby pro otázky
farmakovigilance v České republice, která bude podřízena kvalifikované osobě odpovědné za
farmakovigilanci (upřesnění zde).

• Držitelrozhodnutíoregistracijepovinenneprodleně informovatÚstavvpřípadězměnykvalifikované
osobyodpovědné za farmakovigilanci nebo změny jejích kontaktních údajů; obdobně informujeo
změnáchtýkajících sekontaktní osoby.

» In practice,the national competent authority requestsallmarketingauthorization
holders to appoint an LCPPV,unlessthe EUQPPVspeaksCzechor Slovak

» TheLCPPV in theCzechRepublicmust:

Comments

CzechRepublic

• be able tocommunicateinCzechor Slovak
• be contactable ona telephone numberwith the Czechareacode
• be establishedin theterritory ofthe EU

» It isacceptable, andpractical, tousethe sameLCPPV forboth theCzechRepublic as
well asSlovakia

LegislationandGuidelines
TheTheNCAinstructsNCAinstructs that accordingto thethat accordingto the act onpharmaceuticalsactonpharmaceuticals, section 91a(3):,section 91a(3):

Translation:Translation:

Qualified person responsible forpharmacovigilance (§91a)

• TheMAHmustkeep thequalifiedperson responsiblefor pharmacovigilance available at all times.

continues onthe nextpage ->continues onthe nextpage ->
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• The qualified person responsible for pharmacovigilance is responsible for the establishment
and administration of the pharmacovigilance system and must be resident and perform his
pharmacovigilance tasks in the European Union. The marketing authorization holder shall
communicate the name, surname and contact details of the qualified person responsible for
pharmacovigilanceto the InstituteandtheAgency.

• The Institute may request the marketing authorization holder to appoint a contact person for
pharmacovigilance issuesin theCzechRepublic,whowill report to aqualifiedpersonresponsiblefor
pharmacovigilance (detailshere).

• Themarketing authorizationholder is obliged to immediately inform the Institute in the event of a
change in thequalified person responsiblefor pharmacovigilance or achange in his contact details;
similarlyinformsabout changesconcerning the contact person.

Guideline PHV-6SÚKL requirements for reporting changes in the PSMF, for appointing the qualified person forGuideline PHV-6SÚKL requirements for reporting changes in the PSMF, for appointing the qualified person for
pharmacovigilanceandforappointing the contact personforpharmacovigilance issuesin theCzechRepublicpharmacovigilanceandforappointing the contact personforpharmacovigilance issuesin theCzechRepublic

Themarketingauthorizationholder is obliged to immediately inform the Institute in the event of a change in the
qualified person responsible for pharmacovigilance or a change in his contact details; similarly informs about
changesconcerningthe contact person.

Ifthemarketingauthorizationholdermeetstherequirementssetoutabovefortheappointmentofacontact person
for pharmacovigilance issuesin the CzechRepublic, informs thepharmacovigilance department electronically by
email to theaddresspharmacovigilance@sukl.cz.

Registration

SÚKLhasrequestedthenominationofthe contact personby allMAHswhohavelegal PVobligationsintheSÚKLhasrequestedthenominationofthe contact personby allMAHswhohavelegal PVobligationsinthe
country:country: https://www.sukl.cz/leciva/phv-6-verze-3https://www.sukl.cz/leciva/phv-6-verze-3

TheQPPV and the contact person for pharmacovigilance issuesmaybe the sameperson. The contactTheQPPV and the contact person for pharmacovigilance issuesmaybe the sameperson. The contact
person for pharmacovigilance issuesis apart of the marketingauthorizationholder's pharmacovigilanceperson for pharmacovigilance issuesis apart of the marketingauthorizationholder's pharmacovigilance
system,whose responsibilitiesaresetout andlisted inthePSMF.Theminimumresponsibility ofthe contactsystem,whose responsibilitiesaresetout andlisted inthePSMF.Theminimumresponsibility ofthe contact
personforpharmacovigilanceissuesistoprovide the contact between SÚKLandtheQPPV.personforpharmacovigilanceissuesistoprovide the contact between SÚKLandtheQPPV.

Thecontact informationinthebodyofthee-mailmustinclude thee-mailaddressandtelephonenumberofThecontact informationinthebodyofthee-mailmustinclude thee-mailaddressandtelephonenumberof
the contactpersonforpharmacovigilance issuesandthenameofthe representedmarketingauthorizationthe contactpersonforpharmacovigilance issuesandthenameofthe representedmarketingauthorization
holder (all represented marketingauthorization holders). Themarketing authorization holder may alsoholder (all represented marketingauthorization holders). Themarketing authorization holder may also
informSÚKLofthe contact person'sdeputy if one isappointed.informSÚKLofthe contact person'sdeputy if one isappointed.
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LCPPVrequired?

NO
(not inpractice)

Bivirkningerved lægemidler
§53.Indehaverenaf enmarkedsføringstilladelsetil et lægemiddel skalrådeover ensagkyndig inden
forlægemiddelovervågningmedbopæl iEU.
Stk.2.Stk.1,nr.2,gælder ikke forlægemidler til dyr.
Stk.3.Sundhedsstyrelsenkan,når lægemiddelovervågning gør det påkrævet,pålægge indehaveren
afmarkedsføringstilladelsentil et lægemiddel til menneskerat udpegeenkontaktpersoniDanmark
forden i stk.1,nr.7,nævnte sagkyndige.

» TheDanishlawallowstheDanishnational competent authority to request anLCPPV
appointment butthe authority doesnot enforceit.

Comments

Denmark

» TheEMAdocument statesthatDKMAhasupuntil nownotrequiredofanyMAHthe
appointment of LCPPVinDenmark.

LegislationandGuidelines
According toAccording toMedicines Act§53MedicinesAct§53,theDanishHealth andMedicinesAuthority may require theMAHofamedicinal product,theDanishHealth andMedicinesAuthority may requiretheMAHof amedicinal product
forhumanusetonominateacontactperson inDenmarkto representthequalifiedperson referredto in subsection(1)(vii).forhumanusetonominateacontactperson inDenmarkto representthequalifiedperson referredto in subsection(1)(vii).

Translation:Translation:
Side effects ofdrugs
§53.Theholderof amarketingauthorization for amedicinal productmusthavea
pharmacovigilanceexpert residentin the EU.
PCS.2.Stk. 1,no.2,doesnot apply tomedicinal products for animals.
PCS. 3.TheDanishHealth andMedicinesAuthority may,whenpharmacovigilance sorequires,
require theholderof themarketingauthorizationforamedicinalproduct for humansto appoint a
contact person inDenmarkfor theperson referred to in subsection (1).1,no.7,mentioned experts.

Registration
Not applicable
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LCPPVrequired?

NO
» By default, LCPPV is not required, but an Estonian-speakingcontact point may be

required in caseswhere prescribers of the medicinal products are to be informed
about the safety risks associated with the use of medicines (direct healthcare
professional communicationandmaterialsfor additional riskminimisationmeasures)

Comments

Estonia

LegislationandGuidelines
According to regulation of theAccording to regulation of the Minister of Social Affairsno.26 (§4section 4)Minister of Social Affairs no. 26(§4section 4) forproviding safety information about afor providing safety informationabout a
medicinal product andthe calculationoffeepayable forsafety andquality surveillanceofamedicinalproduct, Estonianmedicinal product andthe calculationoffeepayable forsafety andquality surveillanceofamedicinalproduct, Estonian
speakingcontactperson isrequired.speakingcontactperson isrequired.

Registration
Not applicable
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LCPPVrequired?

NO
(not inpractice)

Lääkealanturvallisuus-jakehittämiskeskusvoitarvittaessapyytäämyyntiluvan,rinnakkaistuontimyyntiluvan
ja rekisteröinninhaltijaa nimeämäänkansallisentason lääketurvatoiminnasta vastaavan yhteyshenkilön,
jokaraportoi lääketurvatoiminnastavastaavalle henkilölle.

» Accordingtonational legislation (MedicinesAct 30c§),the FinnishMedicines
Agency (Fimea)mayrequestthe nominationofpharmacovigilance contact person
at nationallevel.

Comments

Finland

» Fimea recommendstheMAHtonominate acontact person forpharmacovigilance
issuesat national level. Thecontact persondoesnot need toholda specificmedical
degree,but agoodknowledgeofpharmacovigilancepractices andregulatory
requirementswouldbebeneficial. If theMAHdoesnot nominate LCPPV,all ICSR
related communicationwill be directed tothe EUQPPV.

» Fimeadoesnot requestallMAHstonominatea contact person.Seeing that all PV
communicationdirected centrally to theEUQPPVordelegates ismorepractical,
there isnogood reasonto appoint an LCPPV.

LegislationandGuidelines
TheThemedicines legislation 30c§(3.5.2013/330)medicines legislation 30c§(3.5.2013/330)states:states:

Translation:Translation:

Fimeacan requesttheMAHto appoint acontact personresponsiblefornational level
pharmacovigilanceactivitieswho reportsto theEUQPPV.

Registration
Thereisaspecificformavailable forthe contact informationofthe LCPPVandthe EUQPPV.Theformcanbe sentvia email
to phvigi.contact@fimea.fi, by mail to Finnish Medicines Agency, Pharmacovigilance unit, P.O.Box55,FI-00034Fimea,
Finland orby faxto+358295223006.
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LCPPVrequired?

YES

Afindʼassurerles obligations et les responsabilités qui lui incombent en matière de pharmacovigilance,
l̓ exploitant dispose, conformément aux dispositions de l̓ article R.5121-164duCSP, des services dʼune
personnede référenceenmatièredepharmacovigilancesurle territoire national.

Cette personne de référence,médecin ou pharmacien, réside et exerce ses activités en France et doit
justifier dʼune expérience en matière de pharmacovigilance. Elle peut être distincte (ou non) de la
personnequalifiée responsableenmatière depharmacovigilancedansl̓ unioneuropéenne (QPPV) et/ou
dupharmacienresponsable(PR).

La désignation dʼun RPV doit se faire dès qu'une entreprise exploite un médicament, conformément
auxdispositions de l̓ article R.5121-164ducodede la santé publique (CSP) : « toute entreprise ou tout
organismeexploitant unmédicament ouunproduitmentionné à l'article R.5121-150disposedesservices
d'unepersonnede référenceenmatièredepharmacovigilance.…».

» Accordingtonational law,nominationofLCPPV(physicianorpharmacist)who lives
andworksin France,isrequired foreach companythat promotesanddistributes
humanmedicinal product(s) (MAHornot). TheLCPPV isnominated toANSM.

» For France,it isimportant tomakethedifferencebetween the LCPPV (responsable
depharmacovigilance,RPV) andResponsiblePharmacist (PharmacienResponsible,
PR).Theycanbeoneand the sameperson,but they arenotthe samerole.

Comments

France

LegislationandGuidelines
TheANSMwebsiteprovidesaTheANSMwebsiteprovidesa comprehensiveQ&AcomprehensiveQ&Arelated to the FrenchGVPandtheLCPPVrequirements.related to the FrenchGVPandthe LCPPVrequirements.

Translation:Translation:

continues onthe nextpage ->continues onthe nextpage ->

Est-ilpossibledepréciserl'échéancededésignationd'unresponsabledepharmacovigilance (RPV)pourunEst-ilpossibledepréciserl'échéancededésignationd'unresponsabledepharmacovigilance (RPV)pourun
exploitantn'ayantpasencoredeproduits surlemarché?exploitantn'ayantpasencoredeproduits surlemarché?

Isit possibletospecify thedeadline forappointingapharmacovigilancemanager(RPV) foranoperatorthatIsit possibletospecify thedeadline forappointingapharmacovigilancemanager(RPV) foranoperatorthat
doesnot yet haveanyproductsonthemarket?doesnot yet haveanyproductsonthemarket?
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UnEUQPPV (Europeanqualifiedperson forpharmacovigilance) installé enFrancepeut-ilêtre aussiRPV?UnEUQPPV (Europeanqualifiedperson forpharmacovigilance) installé enFrancepeut-ilêtre aussiRPV?

UnEUQPPVpeut être également RPVàconditionqu i̓l réponde auxmêmesconditionsquele RPV,soit :

• êtremédecin oupharmacien ;
• résideret exercerenFrance ;
• justifier d'uneexpérienceenmatièredePV.

In order to fulfill its obligations and responsibilities in termsof pharmacovigilance, the operator has, in
accordancewith theprovisionsofarticle R.5121-164oftheCSP,theservicesofa referenceperson in terms
ofpharmacovigilanceon thenational territory.

This reference person, doctor or pharmacist, resides and exercises his activities in France and must
demonstrate experience in pharmacovigilance. It may be separate (or not) from the qualified person
responsibleforpharmacovigilance inthe EuropeanUnion (QPPV) and/orthe responsiblepharmacist(PR).

Theappointmentof anRPVmustbemadeassoonasa companyusesamedicine,in accordancewith the
provisions of Article R.5121-164ofthePublic Health Code (CSP): "any company or organization using a
medicine oraproduct mentioned inarticle R.5121-150hastheservicesofa reference person in termsof
pharmacovigilance.…”.

Assuch,there isnorequirementto haveadeputy RPV inthe publichealth codeorthe BPPV.Onthe other
hand, it is necessaryto provide abackup systemfor theRPV in the event of its absence (Good vigilance
practices (GVP)Module I,CSParticle R.5121-164,BPPVchapter4point 4.6).TheRPVmustensurethat their
deputy hasall the informationnecessaryto fulfill their role.

The follow-upof files (transmissions)between the RPVand their deputy before andafter their absence
mustbe formalized.

There is no obligation to communicateto the ANSM the nameof the deputy of the RPV in the event of
absence.

Translation:Translation:

continues onthe nextpage ->continues onthe nextpage ->

LeRPVdoit-ilavoirunsuppléant?LeRPVdoit-ilavoirunsuppléant?

Il nʼexistepas en tant que telle dʼexigencededisposerdʼun suppléant auRPV dans le code de la santé
publiqueou les BPPV. En revanche, il estnécessairedeprévoir un systèmede suppléanceduRPVen cas
d'absence de celui-ci (Good vigilance practices (GVP) Module I, CSP article R.5121-164,BPPVchapitre4
point 4.6).Le RPV doit s̓ assurerque sonsuppléant disposede toutes les informations nécessairespour
remplir sonrôle.

Le suivi desdossiers(transmissions)entre le RPVet son remplaçant avant et après sonabsencedoit être
formalisé.

Il nʼyapasd'obligation de communiquerà l̓ ANSMlenomdu remplaçant duRPVencasd'absence.

Should theRPVhaveadeputy?Should theRPVhaveadeputy?
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AccordingtoAccording toCodede laSanté Publique, article 5.5121-164Codede laSanté Publique, article 5.5121-164::

Toute entreprise ou tout organisme exploitant un médicament ou un produit mentionné à l'article
R.5121-150disposeenpermanence des services d'une personne responsable de la pharmacovigilance
résidantet exerçantdansunEtatmembrede l'Union européenneouunEtat partie à l'accordsurl'Espace
économique européen, et justifiant de qualifications appropriées en matière de pharmacovigilance.
L'identité, la qualité et la fonction ainsi que les coordonnéesde cette personne sont communiquéesau
directeur généralde l'Agencenationale desécuritédumédicamentet desproduitsde santéet àl'Agence
européennedesmédicamentsdèssanomination.

En outre, toute entreprise ou tout organisme exploitant un médicament ou un produit mentionné à
l'article R.5121-150disposedesservicesd'une personne de référence enmatière de pharmacovigilance
rattachée à la personnequalifiée responsable pour les activités depharmacovigilance. Cette personne
de référence,médecin ou pharmacien, réside et exerce en France et doit justifier d'une expérience en
matière depharmacovigilance. L'identité et la qualité ainsi que les coordonnéesde cette personne sont
communiquéesaudirecteur généraldel'Agencenationale desécuritédumédicamentet desproduitsde
santédèssanomination.

Cespersonnescollaborent en vuede :

1° Rassembler, traiter et rendre accessibles à toute personne habilitée les informations portées à la
connaissance de l'entreprise ou de l'organisme exploitant le médicament ou le produit, ainsi qu'aux
personnesmentionnéesà l'article L.5122-11quifontdel'informationpardémarchageoudelaprospection
pour des médicaments et des produits, et relatives aux effets indésirables suspectés d'être dus à des
médicamentsoudesproduits qu'exploite l'entreprise oul'organisme;

2°Mettre enplaceet gérer le systèmedepharmacovigilance prévuà l'article R.5121-162etlesystèmede
gestion desrisques prévu àl'article R.5121-163;

3°Préparer et soumettre lesdéclarations et rapports mentionnés auxarticles R.5121-166,R.5121-168et
R. 5121-170;

4°Assurerlamiseenœuvreet lesuivi desétudesdesécuritépost-autorisationainsique lesuivi spécifique
durisque,desescomplications et desapriseen chargemédico-socialementionnés auxarticles R.5121-
36-1et R. 5121-37-3;

5° Assurer la mise en place des procédures et le recueil des informations mentionnés au premier
alinéa de l'article R.5121-167etenenvoyer leséléments nouveaux à la basede données européenne "
Eudravigilance" ;

An EUQPPV canalsobe aRPVprovided that itmeets the sameconditions astheRPV,i.e.:

• beadoctor orpharmacist;
• resideandpractice inFrance;
• justify experience in termsofPV.

Translation:Translation:

continues onthe nextpage ->continues onthe nextpage ->

CananEUQPPV (Europeanqualifiedpersonforpharmacovigilance) installedin FrancealsobeaRPV?CananEUQPPV (Europeanqualifiedpersonforpharmacovigilance) installedin FrancealsobeaRPV?
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6°Veilleràcequ'il soitrépondu,demanièrecomplète etrapide,auxdemandesdudirecteur généralde
l'Agencenationaledesécuritédumédicamentetdesproduitsde santémentionnéesau troisièmealinéa
du Idel'article R.5121-155etauxdemandesdescentres régionauxdepharmacovigilance mentionnés
à l'article R. 5121-158etdes centres d'évaluation et d'information sur la pharmacodépendance et
d'addictovigilance mentionnés à l'article R.5132-112;

7°Fournir audirecteur général de l'Agencenationale de sécurité dumédicament et desproduits de
santétoute autre informationprésentant unintérêt pour l'évaluationdesrisqueset desbénéfices liés
à unmédicament ouàunproduit, notamment les résultatstant positifs quenégatifs des recherches
biomédicales et des études de sécurité et d'efficacité pour toutes les indications et populations,
qu'elles soientmentionnées ounondans l'autorisation demise surlemarché, ainsi que lesdonnées
concernant toute utilisation dumédicament non conformeaux termesde l'autorisation demise sur
lemarchéet toute informationrelative au volumedesventes età laprescriptionpour lemédicament
ou leproduit concerné.

Any company or organization operating a drug or a product mentioned in Article R. 5121-150
permanently has the services of a person responsiblefor pharmacovigilance residing andpracticing
in a Member State of the European Union or a State Party. to the Agreement on the European
EconomicArea, and justifying appropriate qualifications in pharmacovigilance. The identity, quality
andfunction aswell asthe contact detailsofthispersonarecommunicatedto theDirectorGeneralof
theNationalAgency forthe Safety ofMedicinesandHealth Productsandto theEuropeanMedicines
Agency uponappointment.

In addition, any company or organization operating a drug or a product mentioned in article R.
5121-150hastheservicesof a pharmacovigilance reference person attached to the qualified person
responsibleforpharmacovigilance activities. Thisreferenceperson,doctor orpharmacist,residesand
practices in France and must prove that he has experience in pharmacovigilance. The identity and
position aswell asthe contact details ofthispersonarecommunicatedto theDirectorGeneral ofthe
NationalAgency forthe Safety ofMedicinesandHealth Productsupon appointment.

Thesepeoplework together to:

1 ° Gather, process and makeaccessible to any authorized person the information brought to the
attention ofthe companyorbody operatingthe drugorproduct,aswell astothe personsmentioned
in Article L. 5122-11whodoinformation by canvassing or prospecting for drugsand products, and
relating to undesirable effects suspected to bedue todrugs or products operated by the company
ororganization;

2 °Set upandmanage the pharmacovigilance systemprovided for in article R.5121-162andtherisk
management systemprovided for in article R.5121-163;

3°Prepare and submit the declarations and reports mentioned inArticles R.5121-166,R.5121-168
and R. 5121-170;

Translation:Translation:

continues onthe nextpage ->continues onthe nextpage ->
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Registration

4 ° Ensure the implementation and monitoring of post-authorizationsafety studies aswell as the
specific monitoring of the risk,its complications and its medico-socialcarementioned inArticles R.
5121-36-1and R. 5121-37-3;

5 ° Ensure the implementation of the procedures and the collection of the informationmentioned
in the first paragraph of article R. 5121-167andsendthe new elements to the European database
"Eudravigilance";

6°Ensurethat requestsfromtheDirectorGeneral oftheNational Agency forthe Safety ofMedicines
andHealth Products mentioned in the thirdparagraph of I ofArticle R.5121-155andatthe requests
of the regional pharmacovigilance centers mentioned in article R.5121-158andtheevaluation and
information centersondrugdependence andaddictovigilance mentioned inarticle R.5132-112;

7 ° Provide the Director General of the National Agency for the Safety of Medicines and Health
Productswith anyotherinformationofinterest forthe assessmentofthe risksandbenefits associated
with amedicinalproduct oraproduct, inparticular the resultsboth positiveandnegative biomedical
researchand safety and efficacy studies for all indications andpopulations,whether or not they are
mentioned in the marketing authorization, aswell as the data concerning any useof the medicinal
product that does not comply with the termsof the marketing authorization and any information
relating to thevolumeofsalesand theprescriptionforthe drugorproduct concerned.

Thedeclarationof the LCPPVor referenceperson for pharmacovigilance in France (RPV) is submittedbyusing an
online form.

Information about the submitted appointment canbe askedby email declarationrpv@ansm.sante.fror by phone
0155873714.
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LCPPVrequired?

YES

(1)Anyonewho, inhis/hercapacity asapharmaceutical entrepreneur,places finishedmedicinal products
that aremedicinal products under the termsof section 2 (1)or subsection (2) no. 1on the market,must
appoint aqualifiedpersonwho isresidentinaMemberState ofthe EuropeanUnion,whohasthe required
expert knowledge and the reliability necessary forexercisinghis/herfunction (graduatedplanofficer) to
set up andmanage a pharmacovigilance systemand to collect and evaluate notifications on medicinal
product risks that have become known and co-ordinate the necessary measures.Sentence 1does not
apply topersonswho donot require amanufacturing authorisationpursuant to section 13(2) sentence
1nos.1,2,3,5or subsection (2b).Thegraduatedplanofficer is responsible formeeting theobligations to
notify insofarasthey concernmedicinal product risks.He/shemustalsoensurethat additional information
for the evaluation of the riskbenefit profile of a medicinal product, including his/herown evaluations,
are sent immediately and in full, if requested by the competent higher federal authority. Thedetails are
stipulatedby the Ordinance on the Manufacture of Medicinal Products andActive Substances.Persons
other than those specified in sentence1 are not authorised toperform theduties of the graduatedplan
officer.

(2) Thegraduatedplan officermaybeaqualified personpursuant to section 14or a responsiblevperson
pursuantto section20cat the sametime.

» TheLCPPVinGermanyiscalled “Stufenplanbeauftragter” orofficerof thegraduate
plan (graduatedplanofficer).

» In Germany, it is worth noting that there are several regulatory authorities that
might have to benotified of the appointment of the LCPPV. Twocountry-wideones:
BfArM (“traditional” medicinal products), Paul-Ehrlich-Institut,PEI (vaccines, blood
preparations, gene therapeutics etc.). Then, the regional authorities of the states
(Regierungspräsidium),which applies ifthemarketingauthorizationholder islocated
inGermany.

Comments

Germany

LegislationandGuidelines
The role of the LCPPV is defined inThe role of the LCPPV is defined in §63aof the GermanDrug Law (AMG) and their responsibility related to product§63aof the GermanDrug Law (AMG) and their responsibility related to product
complaintsandrecalls isdescribed in§19oftheordinanceonGMPcomplaintsand recalls isdescribed in§19oftheordinanceonGMP::

continues onthe nextpage ->continues onthe nextpage ->
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(3)Thepharmaceuticalentrepreneurmustnotify the competent authority andthe competenthigher
federal authority about the identity of the graduatedplan officer andmustmakenotification of any
changebeforehand.In the caseof anunforeseenchange in thepersonof thegraduatedplanofficer,
notification isto bemadeimmediately.

Product complaintsand recalls

(1) The Graduated Plan Officer is responsible for ensuring that all reports of drug risks that have
becomeknownare collected according to awritten or electronic procedure and that all complaints
are systematically recorded. In this context, the immediate review of the reports must be initiated,
andanassessmentthenmadeastowhether there is adrugrisk,howserious it isandwhatmeasures
are required to avert the risk. The necessary measures are to be coordinated and brought to the
knowledge of the qualified person according to§14of the MedicinesAct so that they can take the
necessarymeasures,if necessary,especially if it couldbe aquality problem.Theeffectivenessof the
proceduresmustbe checked regularly.

(2)Thepersonresponsibleforthegraduatedplanmustinformthe competent authority immediately
of anydefect that could lead to a recall or anunusual restrictionondistribution andmust alsostate
the countries to which the medicinal product was shipped or exported. In addition, the authority
must also be informed immediately of any suspicion of counterfeit medicinal products or active
ingredients; in the caseofmedicinal products intended for humanuse,themarketing authorization
holdermustalsobe informed.

(3)TheGraduated PlanOfficermustfulfil the notificationobligations under theMedicinesAct insofar
as they relate to drug risks.The reporting obligations according to § 14 of the GCP regulation in
the version valid on the daybefore it expiresaccording to Article 13paragraph4of the Fourth Act
amendingpharmaceutical lawandother regulationsofDecember20,2016(Federal Law Gazette I p.
3048)remainunaffected.

(4) Paragraph 1 applies accordingly to investigational medicinal products. The phased plan officer
is responsible for ensuring that, in cooperation with the sponsor, complaints are systematically
recorded and checked and that effective systematic precautions aretaken sothat further use of the
investigational medicinal products canbe prevented if this is necessary.Anydefect that could lead
to a recall or an unusual restriction of distribution must be documented and investigated, and the
competent authoritymustbe informedimmediately andat the sametime itmustbe statedtowhich
test centerswithin or outside the scope of theMedicines Act the investigationalmedicinal product
wasdelivered. If the investigationalmedicinalproduct isanapprovedmedicinalproduct,

(5)TheGraduatedPlanOfficermustkeeprecordsofthe contentofthe reports,the typeof reviewand
the knowledgegained,the resultof theevaluation, the coordinatedmeasures,and thenotifications.

(6) Thegraduatedplan representative shouldbe independent of the sales or distributionunits and
canonly be representedbypersonswhohave the expertiseunder Section63aparagraph1sentence
1oftheMedicinesAct,andmustbe inthe areaofapplicationoftheMedicinesAct orinanotherreside
andoperate inaMemberState ofthe EuropeanUnion.

continues onthe nextpage ->continues onthe nextpage ->
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(7) Insofarasa pharmaceutical entrepreneur placesproducts other than thosementioned in Section
63a(1)sentence1oftheMedicinesActon themarket,he/shemustcommissionanappropriateperson
to carry out the duties of the Graduated Plan Officer.The correspondingly commissionedperson is
responsible for compliance with the obligations under paragraphs 1 to 5. Product complaints and
recalls

(8) The pharmaceutical entrepreneur must ensure that all reports of medicinal product risks and
complaints received by the company, aswell as information for the assessmentof the risk-benefit
ratio of a medicinal product, are immediately communicated to the phased plan officer or the
correspondingly authorizedpersonpursuanttoparagraph7sentence1will.

(9) Paragraphs1 to 3 and 5 to 8apply accordingly to auxiliary preparations within the meaning of
Article 2paragraph 2numbers8and10ofRegulation (EU) No.536/2014.

BfArMGuidanceon Stufenplanbeauftragter

The national competent authority provides information about the requirements and guidance on
their website.

According to §63aAMG, a Graduated Plan Officer (who is equivalent to the EUQPPV ) for national
approvals and approvals fromDCPorMRPprocedures is responsible for the area of application of
theAMGat the competent authority (state authority) and at the competenthigher federalauthority
(Federal Institute forDrugs)andmedical devices and/orto thePaul-Ehrlich-Institutif necessary).

Thedutiesof theGraduatedPlanOfficeraredefinedintheAMGandintheOrdinanceontheProduction
ofDrugs andActive Substances (AMWHV).Due to the specifications in theAMWHV the tasksof the
Graduated Plan Officer include additional obligationscompared to the EUQPPV ( e.g.systematic
recording of complaintsand information of the competent authority about every defect that could
lead to arecall or toanunusualrestrictionof sales).

Graduated Plan Officermustbe sufficiently knowledgeable; a specific proof of knowledge is not (or
no longer) required.Thepersonmusthave sufficientprofessionalqualifications to ensurecompliance
with the relevant regulations,in particular thecompanypharmacovigilancesystem.

This qualification can be acquired through professional training and practical experience.The
professional qualification is assessedon a case-by-casebasis and should be based on the product
portfolio ofthepharmaceuticalcompanyandtheassessmentofthepossibledrugrisksassociatedwith
it (§19Para.1AMWHV). Further details onthismustbe agreedwith the competent state authorities.

Thereare nolanguage requirementsin theAMG.However,sincecommunicationwith the authorities
ispredominantly inGerman,theGraduatedPlan Officer,unlesshe speaksGermanhimself,musthave
24-houraccesstoasuitably qualified person.

GraduatedPlanOfficercanalsobe EUQPPV,anadditional reportbythephasedplanofficerisrequired.

The notification of the Graduated Plan Officer according to § 63apara.3AMGtakes place via the
PharmNet.Bundportal "Notification of thegraduatedplan officer".

continues onthe nextpage ->continues onthe nextpage ->
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Registration
Toappoint the LCPPV inGermanyto BfArM,the company shouldregister through the PharmNet.Bund registration
site.Thereporting portal is usedto report graduatedplanofficers,deputies, change reports of personsor contact
details, aswell asderegisterthenamedpersons.

If themarketingauthorizationholder islocated inGermany,they shouldfindoutwhat therequirementsofthe state
authority are,andregisterthe Stufenplanbeauftragterwith them.

BfArMLCPPVFAQ

Toseedetailed answers from the national competent authority for questions related to the above
legal requirements andguidance,see the FAQon theGraduated PlanOfficer.
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LCPPVrequired?

YES

ρθρου 11παράγραφος1.1α.Οκάτοχοςτηςάδειαςκυκλοφορίαςείναιυπεύ−θυνος γιατηνκυκλοφορία του
φαρμάκουστηναγορά.Οορισμόςαντιπροσώπουδεν απαλλάσσειτονκάτοχοτηςαδείαςκυκλοφορίαςαπό
την κατάνόμο ευθύνη. Οτοπικόςαντιπρόσωποςευθύνεται αυτοτελώςκαιπαραλ−λήλωςμε τον κάτοχο
τηςάδειαςκυκλοφορίας. 2.Ηάδειαπουαναφέρεταιστηνπαράγραφο1τουπαρόντοςάρθρου, απαιτείται
επίσηςγιατιςγεννήτριες ραδιονουκλιδίων, kit καιραδιοφάρμακα,πρόδρομους ραδιονουκλιδίων, καθώς
επίσηςκαιγιαβιομηχανικώςπαραγόμεναραδιοφάρμακα.

» Referringto the belowdescribedlegislation,theGreeknational competent
authority EOFhasstated inthe EMAdocumentthat local qualifiedpersonfor
pharmacovigilance inGreece isappointedby the EUQPPV,forhumanmedicinal
products.

Comments

Greece

» Thisperson shouldhave anexcellent knowledgeof English,a degree inPharmacy,
Medicine, Biochemistry, Biology,Chemistry,Dentistry orNursing,2yearsof
experiencein pharmacovigilanceand they shouldnot be relatedto themarketingor
promotiondepartments.

LegislationandGuidelines
Ministerial Decree no.Δ.ΥΓ3α/Γ.Π.32221ΦΕΚ 1049/29-04-2013:Ministerial Decree no.Δ.ΥΓ3α/Γ.Π.32221ΦΕΚ 1049/29-04-2013:

Translation:Translation:

1a.TheMarketing Authorization Holder is responsible for the marketingof the medicinal product. The
appointment of a representative does not relieve the holder of the marketing authorization from the
statutory liability.Thelocal representativeisresponsibleindependently and inparallel with themarketing
authorizationholder.
2.Theauthorizationreferredtoinparagraph1of ofthisArticle isalsorequiredforgeneratorsradionuclides,
kit and radiopharmaceuticals, precursors radionuclides, as well as for industrial radiopharmaceuticals
produced.

Registration
To appoint the LCPPV, their contact details are sent via email to adr@eof.gr.The nomination letter should include:
Full name, Qualification (see Comments), Short CV, Telephone number for communication (company̓ s and 24-hour
availability), FaxnumberandEmail.
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LCPPVrequired?

YES

• Appointment of a local pharmacovigilance contact is required if the EU QPPV does not reside in
Hungary.

• Thelocal pharmacovigilance contact reports to the EUQPPV.
• Thelocal pharmacovigilance contact mustmeet the following requirements:

• Holds adegree in life sciences, chemistry,or chemical engineering
• Hasbeenadequately trainedon the reporting requirements tothe EU-QPPV
• Thistraining isprovidedor acknowledged by themarketingauthorisationholder

ThemarketingauthorizationholdermustnotifyOGYÉIofthe appointmentoranychangesofthe EUQPPV
and thelocal pharmacovigilancecontact person,including theircontact information.

» LCPPVmustbe appointed if theEUQPPV islocatedoutside ofHungary.

» Thiscontact personhasto report to the EUQPPV.TheLCPPVshallhave adegree
in life sciences,chemistor chemicalengineering andhastobe trained in
pharmacovigilance.

Comments

Hungary

LegislationandGuidelines

continues onthe nextpage ->continues onthe nextpage ->

Accordingto theAccordingto theNCAwebsiteNCAwebsite, theHungarian Decree 15/2012(VIII.22.)of theMinistry ofHumanResources,theHungarian Decree 15/2012(VIII.22.)of theMinistry ofHumanResources
on the Pharmacovigilanceof Medicinal Products forHumanUse contains the following requirements foron the Pharmacovigilanceof Medicinal Products forHumanUse contains the following requirements for
theLCPPV:theLCPPV:

1. How should OGYÉI be notified on the person and contact details of the EU QPPV and the local1. How should OGYÉI be notified on the person and contact details of the EU QPPV and the local
pharmacovigilancecontact?What documentsshouldbe submitted?pharmacovigilancecontact?What documentsshouldbe submitted?

MAHsmust notify the Institute about the appointment or any changes of the EU QPPV and the local
pharmacovigilance contact person, including their contact information via an electronic businessportal
(Cégkapu).Thenotification shouldbe submittedon theday oflaunchofthe activity, at latest,and copies
of documents confirmingqualification should be attached (latter requirement does not apply if the EU
QPPV is residing/establishedoutsideHungary). Compliancewith all other requirements specifiedby the
Decree isinvestigatedbyOGYÉIduringpharmacovigilanceinspections.
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Asthe scopeof theDecreecoversmedicinal productsusedin the territory ofHungary;therefore,the
localpharmacovigilancecontact shouldgenerallystarthis/heractivity simultaneouslywith thelaunch
oftheproduct totheHungarianmarket.Thelocal pharmacovigilancecontact shouldbe employedas
longasthemarketingauthorisation(s)of the concernedmedicinal product(s) is(are)valid inHungary.

Itmay occur in certain instancesthat the medicinal product has not been launched inHungary yet;
nevertheless, patients have already been receiving it. Appointment of the local pharmacovigilance
contact shouldbeconsidered in this scenarioonacase-by-casebasis.

continues onthe nextpage ->continues onthe nextpage ->

2.When shouldthe local pharmacovigilancecontact be appointed?2.When shouldthe local pharmacovigilancecontact be appointed?

3.Should the local pharmacovigilance contact resideinHungary?3.Should the local pharmacovigilance contact resideinHungary?

Appointment of a local pharmacovigilance contact is required if the EU QPPV is not residing in
Hungary.Consequently,the local pharmacovigilance contact shouldresideinHungary.

4.Should theEUQPPV residinginHungaryor thelocal pharmacovigilance contact speakHungarian?4.Should theEUQPPV residinginHungaryor thelocal pharmacovigilance contact speakHungarian?

ArequirementplacedbytheDecreeontheEUQPPVresiding/establishedinHungaryistheknowledge
onpharmacovigilancesystems,andthe ability to operate them.Thisobligation includesthehandling
of pharmacovigilance data originating from the territory of Hungary, i.e. collection, scientific
assessmentandmanagement of suchdata in linewith the rules ofHungarianpublic administration.
To successfully comply with these requirements, a good command of the Hungarian language is
essential.If the EU QPPVdoesnot reside inHungary,the local pharmacovigilance contact, as set out
in the Decree, should assistthe EU QPPV to complywith its legal obligations in termsofmanaging
pharmacovigilancedataoriginating fromthe territory ofHungary.Consequently,thoroughcommand
of theHungarianlanguage isexpected alsofromthe local pharmacovigilancecontact.

5.What are the tasksof the local pharmacovigilancecontact?5.What are the tasksof the local pharmacovigilancecontact?

Tasksof the local pharmacovigilance contact are not specified item by item in the Decree; the
pharmacovigilance legislationestablishestasksandobligationsonlyfortheMAH.Nevertheless,when
specified in theDecree,theMAHshouldrely on the servicesof a local pharmacovigilance contact, in
termsoffulfilmentofpharmacovigilanceactivities (including communicationwithOGYÉI)concerning
medicinal products usedinHungary.Thedelegation oftasksshouldbebasedonaformalagreement
between the MAH and the local pharmacovigilance contact. Nevertheless, the responsibility for
complyingwith legal obligationsand taskswill always remainwith theMAH.

6.Should the local pharmacovigilance contact beavailable in24hours/dayand7days/week(24/7)?6.Should the local pharmacovigilance contact beavailable in24hours/dayand7days/week(24/7)?

The Decree does not establish such a requirement. Nevertheless, the MAH should operate its
pharmacovigilance system in full compliance with all legal obligations. Availability of the local
pharmacovigilancecontact shouldbe determinedby theMAHin viewofthe above.
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Registration

The Decree does not establish such a requirement. Nevertheless, the MAH should operate its
pharmacovigilance systemin full compliancewith all legal obligations. Appointment of a deputy to
the local pharmacovigilancecontact shouldbe consideredby theMAHin viewofthe above.

MAHsmustnotifytheInstituteabouttheappointmentoranychangesofthe EUQPPVand thelocalpharmacovigilance
contact person,including their contact informationvia an electronic businessportal (Cégkapu).

7.Should a deputy of the local pharmacovigilance contact be appointed? If yes, what requirements7.Should a deputy of the local pharmacovigilance contact be appointed? If yes, what requirements
shouldhe/shecomplywith?shouldhe/shecomplywith?
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LCPPVrequired?

NO
» LCPPVisnot required inIceland.

Comments

Iceland

LegislationandGuidelines
Not applicablein IcelandNot applicablein Iceland

Registration
Not applicable
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LCPPVrequired?

NO
» LCPPVisnot required inIreland.

Comments

Ireland

LegislationandGuidelines
Not applicablein IrelandNot applicablein Ireland

Registration
Not applicable
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LCPPVrequired?

YES

2)Forpharmaceutical companies2)Forpharmaceutical companies

• Connect to theOnlineServiceswebsite and fill in the registrationform(see "Related Links").
• Connect to the Network and log inwith the credentials received (new IDand password).After
accessing,request the activation of the functionality "Pharmacovigilance" by filling in an electronic
formsimilarto thepreviousonewith theCompanyʼsdata.
• Following registrationoftheelectronic form,the company'slegal officershalltransmitbyfaxto the
number06/59784142orbyemail to theaddress:ReteFV@aifa.gov.it, anappointment note confirming
the detailsofthe appointedPersonresponsibleforPharmacovigilance,with attacheddocumentation
provingpowersof the legal representative (e.g.copyofCompanyRegistrationReport).
• It is important to specify in the note whether the appointed Person responsible for
Pharmacovigilanceplaysarole inthe EUQPPVbecauseinthiscaseit isnecessarytonotify the EMAon
thenamebyupdating the Europeandatabaseprovided for inArt.57ofRegulation (EC)No726/2004.
• The note shall specify if the registration relates to the function of "local contact" for
Pharmacovigilance,indicating alsothenameofthe EUQPPV (inthiscaseit isnot necessarytomodify
theArt. 57database).

» In the EMAdocument,the requirement is“No”.

» ThecommentfromAIFAin the samedocument statesthat the appointment of
LCPPVin Italy isnotmandatorybut someonemustbe registeredto the national
pharmacovigilance databaseinwhich allinformationisin Italian.

» If the EUQPPVknowsItalian language it isnot necessaryto nominatea localcontact
personforpharmacovigilance forItaly.

» In practice, theLCPPVisindeed required, unlessthe EUQPPV speaksItalian.

Comments

Italy

LegislationandGuidelines

continues onthe nextpage ->continues onthe nextpage ->

OnitswebsiteOnitswebsite,thenational competent authorityAIFAprovidesguidanceontheir LCPPVrequirementsand,thenational competent authorityAIFAprovidesguidanceontheir LCPPVrequirementsand
how toappoint LCPPVand registerthemtothe local safety system:how toappoint LCPPVand registerthemtothe local safety system:
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In the case of a request for replacement of the previously registered Person responsible for
Pharmacovigilance,the request fordisabling thenamemustbe included in the samenote.

Once the documentationand the correct registrationon the portal have been verified, AIFAenables
theuserwho isrequired toaccesswithhis/hercredentials andclickonthe link"pharmacovigilance" in
orderto completethe registrationto the system.

In case the residenceof the Person responsible for Pharmacovigilance isoutside the Italian territory,
considering that all the communications are presented exclusively in Italian, a “declaration” signed
by the legal representative shall be attached, and with this declaration the MAH shall assumefull
responsibility for equipping itself with all those language interpretation resources that may be
necessaryin orderto complywith regulatory obligations.

3)Request forthe substitutionofthePerson responsibleforPharmacovigilance registered intheRNF3)Request forthe substitutionofthePerson responsibleforPharmacovigilance registered intheRNF

4)For thePersonsresponsibleforPharmacovigilancealready registered in theRNF4)For thePersonsresponsibleforPharmacovigilancealready registered in theRNF

In order to be able to associate an account in RNF to a second company,the responsiblewill have
to access directly to the Network of Pharmacovigilance with his credentials (those of the already
associatedcompany),fill out anew registration formin the “newprofilerequest” section andwait for
endorsement.

For registration follow the instructions described aboveunder LegislationandGuidelines.For the nomination,the
followingdocumentsarerequired:

Registration

• Nomination letter signedby theMAHrepresentative

• Declaration letter signedbythe EUQPPV

• Proof of signatory rightsof theMAHrepresentative

• Company register andcopy of ID
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LCPPVrequired?

YES
» Thisisa requirementbased inthe Latvian law.

Comments

Latvia

» LCPPV ismandatory unlessthe EUQPPV residesandworksin Latvia.

LegislationandGuidelines
RegulationNo.47PharmacovigilanceProceduresRegulationNo.47Pharmacovigilance Proceduresstates:states:

15.4.nominatea contact person forpharmacovigilance issuesat national level (hereinafter -national level
contact person),who resides andworks in Latvia, if the responsible persondoesnot reside andwork in
Latvia. Shall immediately submit the contact details of the national level contact person -given name,
surname, addressof site of operation, electronic mail address, phone number and faxnumber (if such
exists),also forcommunicationoutsideofworkinghours,aswell aschanges in the contact details (if any)
to theState AgencyofMedicines;

16.The contact person at national level about pharmacovigilance activities shall report to the qualified
person and shall act in accordance with the instructions of the qualified person. (Amended by the
30.09.2014.CMRegulation No.590)

71.Therequirement referred to in theArticle 15.4.ofthis Regulation for thenational level contact person
to reside andoperate inLatvia shall come into forceon 1 July 2015.(Asformulated in the 30.09.2014.CM
Regulation No.590)

Registration
TheLCPPVcontact details are submittedto the LatvianNCAvia emailto info@zva.gov.lv.
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LCPPVrequired?

NO

3)Der Pharmakovigilanz-VerantwortlichemussimEuropäischenWirtschaftsraum ansässigund tätig sein
und ist für die Einrichtung und die Führungdes Pharmakovigilanz-Systemsverantwortlich. Der Inhaber
derGenehmigung für das Inverkehrbringenübermittelt demAmt fürGesundheit undder Europäischen
Arzneimittelagentur den NamenunddieKontaktangabendes Pharmakovigilanz-Verantwortlichen.Jede
ÄnderungdieserDaten istumgehendzumelden.

4) Unbeschadet des Abs. 3 kann das Amt für Gesundheit die Benennung einer Kontaktperson für
Pharmakovigilanz-FrageninLiechtenstein verlangen, diedemPharmakovigilanz-VerantwortlichenBericht
erstattet.

» LPPV isnot requiredin Liechtenstein

Comments

Liechtenstein

LegislationandGuidelines
Thelocal legislation 1998.045812.103,article13Thelocal legislation 1998.045812.103,article13states that:

Translation:Translation:

3) The pharmacovigilance officer must be resident and active in the European Economic Area and is
responsible for setting up and managing the pharmacovigilance system. TheMarketing Authorization
Holder shall provide the HealthOffice and the EuropeanMedicinesAgency with the nameand contact
details ofthe PharmacovigilanceOfficer.Any changeto thisdatamustbe reported immediately.

4)Irrespective of paragraph3,the PublicHealthOfficemayrequest the appointment ofa contact person
forpharmacovigilance issuesin Liechtenstein,whowill report to thepharmacovigilance officer.

Registration
Further detailswould besharedby thenational authorities,if the registrationofLCPPVwasever requestedby them.
In general,theHealthAuthoritiesin Liechtenstein canbe reached atinfo.ag@llv.li
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LCPPVrequired?

NO
» TheEMAdocumentstatesthat accordingto the “local lawonpharmacy” LCPPVmay

be requestedby theLithuanianNCA.

» However,duringourreviewof the legislation,wehavenotfound suchstatement in
the textstatementin thetext.

Comments

Lithuania

LegislationandGuidelines
Not applicablein LithuaniaNot applicablein Lithuania

Registration
Not applicable

0039 <<<< Country-specific requirements forLCPPV|Tepsivo2024Page39

Thisdocument isthe intellectual property ofTepsivoOy,aFinnish-basedvalue-basedhealthcare company transformingthe
worldof pharmacovigilance into amodern-dayindustry.For anyqueries,reachout at contact@tepsivo.com

mailto:contact@tepsivo.com


Déclarationdelapersonnede référenceenmatièredepharmacovigilance(RPV) auniveaunationalDéclarationdelapersonnede référenceenmatièredepharmacovigilance(RPV) auniveaunational

LCPPVrequired?

YES

Dans le cadredu systèmedepharmacovigilance, le titulaire de l̓ autorisationde mise surle marchéade
façonpermanente et continue à sa disposition une personne possédant les qualifications appropriées,
responsable pour la pharmacovigilance.La personne responsable pour la pharmacovigilance, réside
et exerce ses activités dans l̓ Union Européenne.Le titulaire de l̓ autorisation de mise sur le marché
communiqueà la direction de la Santé le nomet les coordonnéesde la personnequalifiée, ainsiquede
la personnede référence en matière de pharmacovigilance auniveau national rattachée à la personne
qualifiée responsablepour lesactivités depharmacovigilance.

• Formulaire de déclaration de la personne de référence en matière de pharmacovigilance (RPV) au
niveau national (Notification of the contact person for pharmacovigilance at national level (or local
person forpharmacovigilance/LPPV))

» TheEMAdocument statesthat, accordingtonational legislation,thenominationof
anLCPPVisrequired in Luxembourg.

Comments

Luxembourg

» TheLCPPVshouldmeet the following requirements:

LegislationandGuidelines
Thewebsiteof thenational competent authority for Luxembourgcontainsa FAQsection thatThewebsiteof thenational competent authority for Luxembourgcontainsa FAQsection that

• shouldresideand carryout his/heractivities in the EuropeanUnion
• should be reachable 24hours aday,7days aweek
• should be at a minimum with documented experience in all aspects of

pharmacovigilance in order to fulfil the responsibilities and tasks of the
position

• knowledge oflanguagesallowing tocommunicatewith nationalstakeholders
isstrongly recommended: French,German, English and/orLuxembourgish

» Accordingto the EMAdocumentand the LCPPVregistration form,these
requirements are fromGrand-DucalRegulation, asamended,ofDecember 15,1992
relating to themarketingofmedicinal products, Article 45.-3,howeverthe legislation
doesnotmention the LCPPV.

» Itmakessenseto appoint the samepersonasin Belgium (if there isone already).

continues onthe nextpage ->continues onthe nextpage ->
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Within the framework of the pharmacovigilance system, the marketing authorization holder has
permanently and continuously at his disposal a personwith the appropriate qualifications, responsible
for pharmacovigilance. Theperson responsible forpharmacovigilance, residesandexercisesits activities
in the EuropeanUnionThemarketingauthorizationholder communicatesto theHealthDepartment the
nameandcontact detailsofthequalifiedperson,aswell asofthe referencepersonforpharmacovigilance
at national level Reporting to the qualifiedpersonresponsibleforpharmacovigilanceactivities.

Reporting Form thepersonofpharmacovigilancereference (RPV) nationally (Notification of theContact
personforpharmacovigilanceat national level (local or personforpharmacovigilance/LPPV).

Translation:Translation:

Registration
TheLCPPVregistration formisfilled inandreturnedbyemailto pharmacovigilance@ms.etat.luorbymailtoDivision
de lapharmacie etdesmédicaments, 20,ruedeBitbourg, L-1273LuxembourgHamm,GrandDuchyofLuxembourg.

Declarationofthe referencepersonforpharmacovigilance(RPV) at national levelDeclarationofthe referencepersonforpharmacovigilance(RPV) at national level
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LCPPVrequired?

NO
» In the EMAdocument,the comment(fromtheNCA)is“No informationavailable”

but accordingtoGuidanceNotesfromtheMalteseMedicinesAuthority,“the
MedicinesAuthoritymayrequestthe nominationofa contact personfor
Pharmacovigilance issuesat national level,reporting to thequalifiedperson
responsibleforpharmacovigilance activities.

Comments

Malta

» If sucha contact person isrequested, thispersonmayormaynotbemedically
qualified. Unlessspecifically requested,it istheprerogative of eachcompanyto
decideon thenominationof aperson forpharmacovigilance.“

LegislationandGuidelines
GuidanceNotesforPharmaceuticalCompaniesonPharmacovigilanceObligationsforMedicinalGuidanceNotesforPharmaceuticalCompaniesonPharmacovigilanceObligationsforMedicinal
Products forHumanUseProducts forHumanUse,published in June 2020state:,published in June 2020state:

TheMedicinesAuthority may request the nominationof a contact person for Pharmacovigilance issues
at national level, reporting to the qualified person responsiblefor pharmacovigilance activities. If such a
contactpersonisrequested,thispersonmayormaynotbemedicallyqualified.Unlessspecificallyrequested,
it isthe prerogative ofeach companytodecide onthenominationof apersonforpharmacovigilance.

Registration
TheLCPPVcanbenominatedwith a free textemail notification topostlicensing.medicinesauthority@gov.mt
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LCPPVrequired?

YES

Thenational contact person forpharmacovigilance:

• acts ascontact personwith the authorities
• acts ascontact person forpatients andmedicalhealthcarepractitioners
• shouldbe appointed at the moment that a marketing authorisationholderwill marketa product in

theNetherlands.

» TheEMAdocument statesthat theNetherlands requiresapharmacovigilance
contact personat nationallevel if theEUQPPVresidesoutside theNetherlandsorif
theQPPVdoesnotmastertheDutchlanguage inspeech andwriting.

Comments

Netherlands

» Asthe requirementforthispharmacovigilance contact personat national level isnot
specified intheDutchlegislation,theHealthCareInspectorate andDutchMedicines
Evaluation Board haveoutlined ageneralguidance forsuchaperson.

» TheLCPPVshall:

LegislationandGuidelines
Asmentioned in the EMA document, the requirement of the LCPPV is not specified in the Dutch legislation, but DutchAsmentioned in the EMA document, the requirement of the LCPPV is not specified in the Dutch legislation, but Dutch
regulatory authoritieshaveoutlinedregulatory authoritieshaveoutlined ageneral guidanceageneral guidance forsuchaperson.for suchaperson.

• report to the QPPV (reporting in this context relates to pharmacovigilance
tasksand responsibilitiesand not necessarilyto linemanagement)

• master Dutch language in speech and writing (this local contact person
shouldnot onlyact ascontact personforthe nationalcompetent authorities,
butmayalsohave contact with patients and health careprofessionals);

• be knowledgeable with the relevant Dutch legislation, guidelines and
procedures;

• bemedicallyqualified(basicmedicaltrainingatacademiclevel) orhaveaccess
to apersonwithmedical training. Thisaccessshallbe duly documented;

• have agood backup procedurein place incaseof absence.

continues onthe nextpage ->continues onthe nextpage ->
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Guidelinesfora nationalcontact person

TheMEB andtheHealthandYouthCareInspectorate(IGJ) havecompiledguidelinesforanationalcontact
person.Thisperson:

• shouldhaveathoroughcommandofboth spokenandwritten Dutch.
• shouldhave knowledgeof the relevant national legislation, guidelines andprocedures.
• shouldhave amedical qualification (university medical school graduate), or have accessto someone

withmedical training. Thesearrangementsmustbe clearly recorded.
• shouldmaintaincontactwith theQPPV concerning therangeofdutiesrelated topharmacovigilance.
• shouldhaveaback-upprocedure inplace in theevent of absence.

TheLCPPVisnotified to theMEBusing aregistration form.

Registration
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LCPPVrequired?

NO
» LCPPV isnot required.

Comments

Norway

» NoMAhasaQ&Aon theirwebsitewhich states:TheNorwegianMedicinesAgency
(NoMA) hasnot introduced anyseparateoradditional Norwegian requirements.In
particular,theMAHisnot required tohave aqualifiedpersonforpharmacovigilance
(QPPV) residinginNorway.

LegislationandGuidelines
Not applicableNot applicable

Registration
Not applicable
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LCPPVrequired?

YES

KOMUNIKAT

PREZESA URZĘDU REJESTRACJI PRODUKTÓWLECZNICZYCH,WYROBÓW MEDYCZNYCHI PRODUKTÓW
BIOBÓJCZYCH zdnia1sierpnia 2014roku

wsprawiewskazaniaosobydokontaktuwzakresienadzorunadbezpieczeństwemstosowaniaproduktu
leczniczego

PrezesUrzędu,wzwiązkuzprzepisemart. 36gust3ustawy Prawo farmaceutyczne (Dz.U.Nr45poz.271
z późn. zm.), prosi podmioty odpowiedzialne posiadające pozwolenia na dopuszczenie do obrotu
produktów leczniczych o wskazanie osoby do kontaktu w zakresie nadzoru and bezpieczeństwem
stosowaniaproduktuleczniczego,którabędzieposiadałamiejscezamieszkanialubsiedzibęnaterytorium
Rzeczypospolitej Polskiej.

Osoba takaznającajęzykpolski i pracującawnaszymkrajuułatwiłaby zgłaszaniedziałańniepożądanych
przezpacjentóworazfachowychpracownikówopiekizdrowotnej,w tymzbieraniewszystkichniezbędnych
danychpotrzebnychdoocenyprzypadku.

Wskazania osoby do kontaktu prosimy dokonywać w formie pisemnej, na formularzu stanowiącym
załącznikdo Komunikatu, Formularz zgłoszeniapowinien zostaćpodpisany przezosoby upoważnione
przezpodmiot odpowiedzialnydo reprezentowania.

» TheEMAdocument commentsfromtheNCAstate thatMAHsare required to
designate anLCPPV,the LCPPVshouldspeakPolish and that accordingto Polish
legislation, thepersonshallfulfil the samerequirementsastheQPPVandshall live or
have theofficein Poland.

» Registrationneedsto beperformedbysendinga hardcopy notification letter
(specificNCAform)to the authority bymail.

Comments

Poland

LegislationandGuidelines
TheThePolishNCAwebsitePolishNCAwebsite containsthe following information:containsthe following information:

continues onthe nextpage ->continues onthe nextpage ->
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Thelegislation referredtoontheURPLwebsite states:Thelegislation referredtoontheURPLwebsite states:

3.PrezesUrzędumożezwrócić siędo podmiotu odpowiedzialnego zwnioskiemowskazanieosobydo
kontaktu w zakresie nadzoru nad bezpieczeństwem stosowania produktu leczniczego, posiadającej
miejscezamieszkanialubsiedzibęnaterytoriumRzeczypospolitej Polskiej,którapodlegaosobie,októrej
mowawust.

1pkt1.Osobadokontaktu jest obowiązanaspełniaćwymagania określonewust.2pkt1.

W przypadku posiadania lub wyznaczenia takiej osoby informację o tym fakcie prosimy przekazaćdo
UrzęduRejestracji najpóźniej do dnia 30września2014roku.W przypadku wszelkichzmianachdanych
kontaktowychwskazanychosóbprosimyo tym fakcieniezwłocznie informowaćUrząd.

Załączonadokomunikatutabela zawieradane,októrychwskazanieUrządprosi.

Jednocześnie PrezesUrzędu,mającnawzględziezdrowiepubliczne, zwraca sięzprośbądopodmiotów
odpowiedzialnych o rozważeniemożliwości umieszczenia danych ww. osoby na stronie internetowej
podmiotówodpowiedzialnychlubprzedstawicielipodmiotówodpowiedzialnych.

ANNOUNCEMENT

PRESIDENT OF THE MEDICAL PRODUCTS REGISTRATION OFFICE, MEDICAL DEVICES AND BIOCIDAL
PRODUCTS ofAugust 1,2014

on theappointment ofa contact personin thefield ofpharmacovigilance

The President of the Office, in connection with the provisionof Art. 36g (3) of the Pharmaceutical Law
(Journal of Laws No.45,item 271,asamended), asksthe marketingauthorization holders formedicinal
products toindicate a contact personforthe supervisionand safetyof themedicinal product,whichwill
be hadthe placeofresidenceorseatin theterritory ofthe RepublicofPoland.

Such apersonwhoknowsthe Polishlanguage andworksin ourcountrywould facilitate the reporting of
adverse reactionsbypatients andhealthcare professionals,including the collection of all necessarydata
needed for caseassessment.

Pleaseindicatethecontact personinwriting,ontheformattached totheCommunication,theapplication
formshouldbe signedbypersonsauthorizedby the responsibleentity to represent.

If youhaveorappoint suchaperson,pleaseprovide informationabout thisfact to theRegistrationOffice
by 30September 2014at the latest. In the event of any changes to the contact details of the indicated
persons,please informtheOffice immediately.

Thetable attached to the communicationcontainsthe data requestedby theOffice.

At the sametime,the President oftheOffice,having regardtopublic health, asksthe responsibleentities
toconsiderthepossibilityofplacingtheabove-mentioneddata.personsonthewebsiteoftheresponsible
entities orthe representativesof theresponsibleentities.

Translation:Translation:

continues onthe nextpage ->continues onthe nextpage ->
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Paragraph1point1states:Paragraph1point1states:

1.Podmiot odpowiedzialny, któryuzyskałpozwolenie nadopuszczeniedoobrotu, jestobowiązanydo:

1) wskazania osoby, do obowiązków której należeć będzie nadzór nad bezpieczeństwem stosowania
produktów leczniczych;

Andsection2point1states:Andsection2point1states:

2.Osoba,októrejmowawust.1pkt1,jestobowiązana:

1)spełniać wymagania określonewart.10ust.1rozporządzeniawykonawczego Komisji(UE) nr520/2012
zdnia 19czerwca2012r.wsprawiedziałańzwiązanychznadzoremnadbezpieczeństwem farmakoterapii,
o których mowa w rozporządzeniu(WE) nr 726/2004Parlamentu Europejskiego i Rady i w dyrektywie
2001/83/WEParlamentuEuropejskiego iRady;

2.Theperson referred to in sec.1,point 1,isobliged to:

1)meet the requirements set out in Art. 10sec. 1of the CommissionImplementing Regulation (EU) No
520/2012of19June 2012onpharmacovigilance activities referred toRegulation (EC) No726/2004ofthe
EuropeanParliament andof theCouncilandDirective 2001/83/ECoftheEuropeanParliament andofthe
Council;

Translation:Translation:

1.TheMAHthathasobtained amarketingauthorization isobliged to:

1)indicationof thepersonresponsibleforsupervising the safety ofmedicinal products;

Translation:Translation:

3.ThePresident of theOfficemayrequest the responsibleentity to indicate a contact person in the field
ofsafety oversightamedicinalproductwith aplace ofresidenceorseatin theterritory ofthe Republicof
Poland,which issubject tothepersonreferredto inparagraph1point 1.Thecontact person isobliged to
meet the requirements specified in sec.2point 1.

Translation:Translation:

Registration
Send the completed registrationformbymailtoUrządRejestracjiProduktówLeczniczych,Wyrobów Medycznychi
Produktów Biobójczych, Al. Jerozolimskie 181C,02-222Warszawa,Poland.
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LCPPVrequired?

YES

Dear<salutation>,

Marketing authorisation holder <MAHname>,here represented by the EU QPPV <EUQPPV name>,hereby notifies the
INFARMED IP of the local contact person forpharmacovigilance (LCPPV) issuesinaccordance with Decree-law176/2006,
August 30th(current version) andCIn.º145/CD/8.1.6,June25th2013.

Please findattached the signeddeclaration foryourrecords

TheEUQPPVcontact detailsarethe following:
• Name:
• Address:
• Landline/office telephone number:
• Mobile telephone (24/7):
• Fax:
• Email:

TheLCPPVcontact details to considerarethe following:
• Name:
• Address:
• Landline/office telephone number:
• Mobile telephone (24/7):
• Fax:

» TheLCPPVin Portugal shouldmeet the following requirements:

Comments

Portugal

• be appointedbythemarketingauthorisationholder (MAH)
• located inPortugal
• performitspharmacovigilance functionsinapermanent andcontinuousway
• have appropriate training and experience in pharmacovigilance, knowledge

of the Pharmacovigilance System in place and be fluent in Portuguese
language

TheExcel table and the Appointment statement mentioned in the nominationprocessare currently not available on theTheExcel table and the Appointment statement mentioned in the nominationprocessare currently not available on the
Infarmedwebsite.Hereisa summaryof thecontents:Infarmedwebsite.Hereisa summaryof thecontents:

continues onthe nextpage ->continues onthe nextpage ->
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ThenewLCPPV isacting assuchsince<date>andfor the following MAHmedicinal products:

Excel columnheaders:
• MAH
• EUQPPV
• LCPPV
• Medicinal Product name
• Strength
• Pharmaceutical form
• Process number

TheEUQPPV isresponsibleforthe appropriate training andexperienceof the contact personand shoulddeclare it by
issuinganappropriate statement.

Toappoint the LCPPVtheMAHshouldcomplete the Excelfile thatwill be sentto eachMAHby the email
dam@infarmed.pt.Thefileshouldbesentalongwith therespective(s)statement(s)oftheEUQPPVwithin 90consecutive
daysto theemail addressdam@infarmed.pt

Thecontentsofthe filewill beloadeddirectly intothe Infarmedʼsdatabase.Therefore,the informationrelated tothe EU
QPPVandthe LCPPVshouldbe completed foreachmedicinalproduct, even incaseof repeatedinformation.

Registration

O titular de uma autorização de introdução no mercado notifica previamente ao INFARMED toda e
qualquerinformaçãoquepretendatransmitiraopúblicoemgeral,directamente ouatravédoresponsável
pela farmacovigilância, sobrequestõesde farmacovigilância.

LegislationandGuidelines
According to theAccording to the National Legislation, Decree-Law n.º176/2006,30AugustNational Legislation, Decree-Law n.º176/2006,30August,in the present actualization, article n.º170,, in the present actualization, article n.º170,
number5:number5:

Translation:Translation:

Theholder of a permit to enter the market notifies INFARMED in advance of any and all information
it intends to transmit to the public in general, directly or through the person responsible for
pharmacovigilance,onpharmacovigilancematters.

TheThe circular from Infarmed to marketing authorization holderscircular from Infarmed to marketing authorization holders on “Contact person for pharmacovigilance issues aton “Contact person for pharmacovigilance issues at
national level” No.145/CD/8.1.6publishedon25th June 2013containsmore information about the legal requirements,national level” No.145/CD/8.1.6publishedon25th June 2013containsmore information about the legal requirements,
requirementsforthe LCPPVand forthe appointmentofLCPPVin Portugal.requirementsforthe LCPPVand forthe appointmentofLCPPVin Portugal.
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LCPPVrequired?

NO
(not inpractice)

» Romaniaisoneofthe countrieswhere the EMAdocument̓ srequirementdoesnot
seemtobealignedwith the commentcolumnandthe national legislationandits
practical implementation.

Comments

Romania

» TheEMAdocument̓ scomment says:“According tonational legislation (Law95/2006
with subsequent amendments,art.815alin.5)theNational Agency forMedicines
andMedical Devices(NAMMD)mayrequest thenominationofpharmacovigilance
contact personat national level fornational pharmacovigilanceaspectswho should
report the activity toEUQPPVlevel.”

» However,Article 815isabout advertisingofmedicinal products and the LCPPV
requirement isdescribedunderArticle 830.

» Eitherway,theNAMMDmayrequest the appointment ofan LCPPV,but it doesnot
happen inpractice.

LegislationandGuidelines
TheThenational Law 95/2006,Article830national Law 95/2006,Article830,states:,states:

(4) The qualified person referred to in under (3) a) shall reside and operate in the EU and should be
responsible for the establishment and maintenance of the pharmacovigilance system. The marketing
authorisationholder shallsubmitthe nameandcontact detailsofthe qualifiedpersonto theNAMMDand
to the EuropeanMedicinesAgency.

(5)Notwithstanding the provisionsof paragraph (4), the NAMMDmay require nomination of a contact
person for pharmacovigilance issuesat national level reporting to the qualified person responsible for
pharmacovigilanceactivities.

Registration
Not applicable
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LCPPVrequired?

YES

Kvalifikovanáosobaodpovědná zafarmakovigilanci (§91a)

Držiteľ registrácie humánneho lieku je povinný určiť osobu zodpovednú zadohľadnad bezpečnosťou
humánnych liekov s bydliskom v niektorom členskom štáte a kontaktnú osobu pre dohľad nad
bezpečnosťou humánnych liekov v Slovenskej republike, ktorá je podriadená osobe zodpovednej za
dohľad nad bezpečnosťou humánnych liekov. Držiteľ registrácie humánneho lieku oznámi štátnemu
ústavu aagentúremeno,priezviskoakontaktnéúdaje o týchtoosobách.

» TheEMAdocumentstatesthat accordingto the nationallegislation (the act
362/2012,§68,art.13)SUKLcanrequire theMAHto nominate anLCPPVforSlovakia.
It shouldbe noted that the correct legislative reference is362/2011,§68,art.14.

» Requirementsfor theLCPPV inSlovakia:

Comments

Slovakia

• Good knowledge and skillsof pharmacovigilance issues
• Knowledge ofrelevant legislationandguidelines
• Ability to communicate inSlovak orCzechlanguage
• The premises for this person can be outside of Slovakia, but

pharmacovigilanceactivities have tobe applied in Slovakia

» Itmakessensetousethe samecontact person forbothTheCzechRepublic and
Slovakia.

LegislationandGuidelines
Accordingto theAccording tothe law onmedicines andmedical devices 362/2011,§68,art.14law onmedicines andmedical devices 362/2011,§68,art.14::

Translation:Translation:

Theholder of amarketingauthorization for amedicinal product for humanuseis obliged todesignate a
person responsiblefor supervising the safety ofmedicinal products for humanuseresiding in aMember
State and a contact person forsupervising the safety ofmedicinal products for humanuse in the Slovak
Republic. Theholder ofthemarketingauthorizationofamedicinal product forhumanuseshallnotify the
state institute andthe agency of thename,surnameand contact details ofthesepersons.

Registration
Registration form is provided by SUKL (C. Nominated (contact) person for pharmacovigilance). The table should be
completed in Slovak. The table should be filled in and sent as an attachment to an email with subject: “Oznámenie
kontaktnej osoby pre farmakovigilanciu” or “Notification of nominated person for pharmacovigilance” to the email
address:pharmacovigilance@sukl.sk
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LCPPVrequired?

NO
(not inpractice)

Če imetnikdovoljenja zapromet zzdravilomnimasedeža vRepubliki Sloveniji, lahkopoleg odgovorne
osebedoloči tudi kontaktnoosebozafarmakovigilancovRepublikiSloveniji, kiimaizobrazbomedicinske,
veterinarske ali farmacevtske smeri druge stopnje oziroma raven izobrazbe, ki v skladu z zakonom
ustreza tej stopnji in je ustreznousposobljena. Kontaktno osebo za farmakovigilanco imenuje tudi, če
to zahteva JAZMP ino tem izdasklep.Kontaktnaosebaje lahkoposlovni ssedežemvRepubliki Sloveniji
ali posameznik s stalnim ali z začasnimprebivališčem v Republiki Sloveniji, ki izvaja farmakovigilančne
dejavnosti za potrebe enega ali več poslovnih subjektov iz prvega in tretjega odstavka20. Člena tega
zakonaoziromaenegaali več poslovnih subjektov, kisoimetniki dovoljenja zavnosoziromauvozzdravil.

» Accordingto theEMAdocument,in thenewSlovenian legislationwhich implements
the newPhVregulation,it iswritten that it ispossiblebut notobligatory to havean
LCPPVin Slovenia.

Comments

Slovenia

» JAZMP hasthe possibilityto requireLCPPVforindividual cases.

LegislationandGuidelines
TheMedicinal ProductsAct,Article133TheMedicinal ProductsAct,Article 133(dutiesof themarketingauthorizationholder), 6states:(dutiesof themarketingauthorizationholder), 6states:

Translation:Translation: If themarketing authorizationholder isnot established in the Republic of Slovenia, they may,in addition
to the responsible person, also designate a contact person for pharmacovigilance in the Republic of
Sloveniawhohas amedical degree,veterinary or pharmaceutical coursesof the secondlevel or the level
of education that correspondsto this level in accordancewith the law and issuitably qualified. Theyalso
appointapharmacovigilancecontactpersonifrequestedbytheJAZMP andissuesadecisiontothateffect.
Thecontact personmaybe abusinessentity establishedin the Republicof Slovenia oran individualwith
permanent or temporary residence in the Republic of Slovenia performingpharmacovigilance activities
for theneedsof oneormorebusinessentities referred to in the first and thirdparagraphsofArticle 20of
thisAct oroneormorebusinessentities,whoareholdersofapermit forthe importorimport ofmedicinal
products.

Registration
Not applicable
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LCPPVrequired?

YES

Artículo14.Personade contactode farmacovigilancia.

1.El titular de la autorización de comercializacióndeberá disponer en España, de manerapermanente
y continua, de una persona de contacto en materia de farmacovigilancia, y comunicará a la Agencia
Española de Medicamentos y Productos Sanitarios los datos de contacto de la misma a través de un
sistema electrónico que se proveerá a tal efecto. La persona designada deberá poseer la experiencia
y formación adecuadas para la realización de sus funciones. La Agencia Española de Medicamentos y
Productos Sanitarios mantendrá una base de datos de estas personas, que estará disponible para los
órganoscompetentesde las comunidadesautónomas.

2. La persona de contacto de farmacovigilancia asistirá a la persona cualificada responsable de
farmacovigilancia europea referida en el artículo 8.3 en aquellas funciones que se le encomienden y
colaborará en lassiguientes funciones:

a)Recopilar,la informaciónsobretodaslassospechasde reaccionesadversasde lasque tengaconocimiento
el personal de la empresa,con el fin de quedicha información se incorpore en el registro referido en el
apartado1del artículo9,garantizandoque:

1.ºSeobtiene informaciónexactay verificable quepermita laevaluación científica delasnotificacionesde
sospechasde reaccionesadversas.

2.ºSe recabe informaciónde seguimiento sobreestasnotificaciones.

» LCPPV inSpain isrequired.

Comments

Spain

LegislationandGuidelines
LCPPVisrequired in SpainaccordingtoLCPPV is required inSpain according toRoyal Decree 577/2013,Article14Royal Decree 577/2013,Article14::

continues onthe nextpage ->continues onthe nextpage ->
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3.º En colaboración con el Sistema Español de Farmacovigilancia se detecten casos duplicados de
sospechasde reaccionesadversas.

4.º Se identifiquen adecuadamente las sospechas de reacciones adversas que el notificador haya
informadoque sonconsecuencia deunerrordemedicación.

b) Trasmitira la persona responsable de farmacovigilancia de la Unión Europea referida en el artículo
8.3cualquier solicitud de información adicional de la Agencia Española de Medicamentos y Productos
Sanitarios necesaria para poder evaluar losbeneficios y riesgosde unmedicamento y dar respuesta a
cualquierinformaciónquelaAgenciaEspañoladeMedicamentosyProductosSanitariosle soliciterelativa
al volumende ventasodeprescripcionesdelmedicamentodequesetrate en España.

c)Actuarcomopuntodecontacto paraproporcionarinformaciónalaAgenciaEspañoladeMedicamentos
y Productos Sanitarios acerca de la ejecución en España de las medidas reguladoras adoptadas por
razonesde seguridad, asícomode lasacciones realizadasenEspaña relativas a lo establecido enel plan
degestiónde riesgos.

d) Establecerlosprocedimientosnecesariosquegaranticenel correctofuncionamientodelasactividades
locales defarmacovigilancia.

e) Actuar comopersonadecontactopara lasinspeccionesdefarmacovigilancia realizadasenEspaña.

f) Cooperar con los centros autonómicos de farmacovigilancia facilitando toda la información de que
dispongaen relación conlasnotificacionesde sospechasde reaccionesadversasamedicamentos.

Article 14.Pharmacovigilance contact person.

1.Themarketingauthorisationholder shallhave inSpain, onapermanent andcontinuousbasis,acontact
personinthe fieldofpharmacovigilance,andshallcommunicatetothe SpanishAgency forMedicinesand
HealthProductsthecontact detailsofthesamethroughanelectronic systemthatwill beprovidedforthis
purpose.Thedesignatedpersonshallpossesstheappropriateexperienceandtrainingfortheperformance
of his or her duties. The SpanishAgency forMedicines andHealth Products will maintain adatabaseof
thesepeople, whichwill be available tothe competent bodiesofthe autonomouscommunities.

2. The pharmacovigilance contact person shall assist the qualified person responsible for European
pharmacovigilance referred to inArticle 8.3in those tasks entrusted tohimorher and shall assistin the
following tasks:

(a) Collect informationonall suspected adverse reactions known to the staff of the undertaking, so that
suchinformation isentered in the register referred to inArticle 9(1),ensuringthat:

1ºAccurate and verifiable information is obtained that allows the scientific evaluation of the reports of
suspected adversereactions.

2ºFollow-upinformation iscollected on thesenotifications

3º In collaboration with the Spanish Pharmacovigilance System, duplicate cases of suspected adverse
reactionsaredetected.

Translation:Translation:

continues onthe nextpage ->continues onthe nextpage ->
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4º Suspicions of adverse reactions that the notifier has reported as a result of a medication error are
adequately identified.

b) Transmitto theperson responsiblefor pharmacovigilanceofthe EuropeanUnion referred to in article
8.3any request for additional information from the SpanishAgency forMedicines andHealth Products
necessary to be able to evaluate the benefits and risksof a medicine and respond to any information
that the SpanishAgency forMedicines andHealth Products requests regarding the volumeof sales or
prescriptionsof themedicine inquestion inSpain.

c) Act as a point of contact to provide information to the Spanish Agency for Medicines and Health
Products about the execution in Spain of the regulatory measuresadopted for safety reasons,aswell as
the actions carriedout in Spainrelated to theprovisionsof theriskmanagementplan.

(d) Establish the necessary procedures to ensure the proper functioning of local pharmacovigilance
activities.

e) Actasa contact personforpharmacovigilanceinspectionscarried out in Spain.

f) Cooperatewith the regional pharmacovigilance centres by providing all the information available to
them inrelation to thenotifications ofsuspectedadversereactionstomedicinalproducts.

Registration
Theappointment ofthe LCPPVinSpain isnotified usinganonline formontheAEMPSwebsitefollowing theusermanual
forpharmaceutical industry.
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LCPPVrequired?

NO
» LCPPVisnot requiredin Sweden.

Comments

Sweden

LegislationandGuidelines
Notapplicable inSwedenNotapplicable inSweden

Registration
Not applicable
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» Outside ofEEA, it̓ sworthnoting that contact personsare requiredin Switzerland andUnitedKingdom (orguidance,in caseofMHRA).

Comments

Non-EEACountries
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Anyquestions?
If youneed local Pharmacovigilance
expertise,wearehereto support you,
anywhere in theworld.

Visitourwebsitewww.tepsivo.com
to learnmoreaboutourunique
approachtoPVservices,orcontactus
directly at contact@tepsivo.com

Thankyoufor reading!
Martti Ahtola,2024
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