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2026: New GVP
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Population-
Specific
Considerations
III: Pregnant and
breastfeeding
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H MA EUROPEAN MEDICIMES AGENCY

Heaids of F Medicines Agencies M E

2 February 2026
EMA/G53036/ 2019 corr 1

Guideline on good pharmacovigilance practices (GVP)
Product- or Population-Specific Considerations I11: Pregnant and
breastfeeding women and their children exposed in utero or via breastmilk

Draft finalised by the Agency in collaboration with Member States 27 Movember 2019

Draft agreed by the EU Network Pharmacovigilance Oversight Group (EU-POG) | 29 November 2019

Draft adopted by Executive Director 4 December 2019
Release for public consultation 6 December 2019
End of consultation 2B February 2020
Revised draft agreed by the Agency’s Pharmacovigilance Risk Assessment 5 January 2026
Committee (PRAC) and finalised by the Agency in collaboration with Member

States

Revised draft agreed by the Co-ordination Group for Mutual Recognition and 26 January 2026

Decentralised Procedures — human [(CMDh)

Revised agreed by the Head of Human Medicines Division as final under 2 February 2026
delegated authority by the Executive Director

Date for coming into effect 9 February 2026

Sk websites her contact details

Europaan Hadiciees Agancy o m.c _
Heads of Medicines Agencies « o L
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2026: Revised
GVP Module III:
Pharmacovigilance

Inspections
- published
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H MA EUROPEAN MEDICINES AGENCY
SCIEN MNES

Heads of Medicines Agencies [l MEDICI HEAL

4 September 2026
EMAS119E71/2012 Rev 2=

Guideline on good pharmacovigilance practices (GVP)
Module IIT - Pharmacovigilance inspections (Rev 2)

Date for coming into effect of first version 13 December 2012
Date for coming into effect of Revision 1 16 September 2014
Draft Revision 2 reviewed by the Agency's Pharmacovigilance 2 June 2026
Inspectors” Working Group (PhVIWG)

Draft Revision 2 agreed by the Agency’s Pharmacovigilance Risk & July 2026

Assessment Committee (PRAC) and finalised by the Agency in
collaboration with Member States

Draft Revision 2 agreed by the Co-ordination group for Mutual 16 July 2026
recognition and Decentralised procedures - human (CMDh)

Draft Revision 2 agreed by the Head of Human Medidnes Division as 4 September 2026
final under delegated authority by the Executive Director

Date for coming into effect of Revision 2* 10 September 2026

* Revision 2 indudes the following -

1 e new oS a5 Articies 6(3) and (4] and Article la} af o (EU) Na
52| dl‘ ™ ::-.l.!'m e wH (l)ELI] mﬂﬂu‘u‘ l]:l?-“ mmﬂnmw.r\o’nécun:tmmm in
A and HT.B.3.

Dwheting the mention of clinical trials, now under governed by Regulation (EU) Mo 538/2004, in OLB.1.4.;

Updating legal references to Regulation (EU] 2024/5E8 in relatian to fees in IIL.C.&.;

Upsdating references and Information an wed acoess to neferenced documents in I11E.5. and throughout the Module;
Aligrimenits with the referenced Unicn procedures throughout the Module;

Clarifications in the Bght of experience with remate inspections in IILE. L7

Strengthening of a risk-based nspection cyce in 1I1L.C.4.3.;

Providing a clarification regarding temirg of document pravision in [LC5.;

Owerall editorial Improvements, specfying legal references for carty, and alignments with revisions of this and ather GuP
Modules.

HNede: As the Implementing Regulation [EU) 2025/1466 was subject fo public consultation In the EU, Rewvision 2 of GVP Module ITT
was rot subject to pubic consultation.

See websites for contact details

European Medicines Agency v
Heads of Medicines Agencies

@ EMA



2026: Revised
GVP Module IX:
Signal

management
- under sign-o
publication
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=Date of iy, signature=
EMA/827661/2011 Rev 2% (Tracked-change version - not to be quoted as final)

Guideline on good pharmacovigilance practices (GVP)
Module IX - Signal management (Rev 2)

Date of coming into effect of first version 2 July 2012
Date for coming into effect of Revizion 1 22 Movember 2017
Draft Revision Z agreed by the Agency’s Pharmacovigilance Risk 10 July 2026

Aczessment Committes (PRAC) and finalised by the Agency in collaboration
with Member States

Draft Revision 2 agreed agread by the Co-ordination groyp, for Mutual 28 September 2026
repgpitieR, 2nd Decentralised prarsdures - human (CMDh)
Draft Revision 2 agreed by the Head of Human Medicines Division a= final <Date>

under delegated autharity by the Executive Director

Date for coming into effect of Revision 2% =Date of publication +

id>

* Aevisian 2 includes the following:

- Changes resulting fram the Implementing Requlaton [EU) Ma 520/2012 (as amended by Commission Implementing Reguiation [EU)
2025/1466) In Sections 011, BLE12, IE3, DLCAD, DO, DC4, Docal, DGC4R, DLCE, Flgure 1032, and
deletion of Section [X.C.4 ard quurc‘ on Confirmation process for standsione Sl;llh!l notifications from I'|'|EI'|CE[|I'; authorisation
hoaders {previousty Figure 16.3).

- Editorial improwements throughout the document.

pte: Implementatian Requiation (EU} 20251466 was subject to public cansultatian In the ELL Therefare, Revisian 2 of VP Module
I, integrating these legal pravisions, was not subject to public cansultatian.

@ EMA



2026: Revise
GVP Annex I
Definitions

under sign-off for
publication
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HaDiv Sign off date
EMA/876333/2011 Rev 6%

Guideline on good pharmacovigilance practices (GVP)
Annex I - Definitions (Rev &)

Date for coming into effect of first version 2 July 201z
Date for coming inte effect of Revision 1 1% December 2012
Date for coming into effect of Revision 2 8 Januzry 2014
Date for coming into effect of Revision 3 28 April 2014
Date for coming into effect of Revision 4 13 Ocrober 2017
Data for coming into effect of Revision 3 & August 2024
Draft Revizion & agreed by the Agency's Pharmacovigilance Risk & Ocrober 2026

Assessment Committes (PRAC) and finalised by the Agency in
collaboration with Member States

Draft Revision 6 agresd agreed by the Co-ordination group for Mutual 9 Ocrober 2026
recognition and Decentralised procedures - human (CMDh)

Draft Revision 6 agreed by the Head of Human Medicines Division as <Date of HoDiv sign off>
final under delegated authority by the Executive Director

Date for coming into effect of Revision &% <Day of publication +1d>

*Note: Revision b includes the following:
Addition of the definitian af Sutcome of the [suspected ) adwerse reaction in accondance with ICH-E2B(R3);

Addition of the definitians of Feasibiity assessment, Fatient experience data, Rea-wond dats, Real-warld evidence, Target
population [non-inferventional study) and Study papulation in accordance with ICH-M12

Update of the definition of Frimary data colection In accordance with 1ICH-EB{R1];

Updates of the defnitons of Confirmed signal, Maon-confirmed signal, Refuted signal, Sgnal confirmation by the FRAC
Rapporieur or Lead Member State and Valdated signal in accardance with GWF Module 56 rew 2;

Updates fo the explanatory notes o the definition of Signal maragement process with deletion of reference to GVP Module w111
Appl 1 and related update of the definiton;

Updates of the explanatary notes to the definiton of Signal in accordance with Articie 19{1) af implementation Regulation
520,/201% as amended by Implementing Regulation [EU 2025/ 1466 (addtion of 'suspected”) and ICH-E20O(R1) {replacement of
‘gender’ by "sex');

Editarial impravemerts of the defnitons of Emerging safety lssue and SQna’ analys's and pricrtization by the PRAC In
accardance with GWF Module 1K rev 2;

Update of the reference to ICH-M14 for the definiton of Secondary wse of data;
Reference ta GWP Annex [V with regard to references to the [0H-E2F Guldeine;
Updated weblink to the SCOPE Best Practce Guide an Signal Management.

@ EMA



2026: Revised
GVP Module VIII:
Post-authorisation
safety studies

- under finalisation
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Date of Signature
EMA/813938/2011 Rev 4% (Tracked-change version - not to be quoted as final)

Guideline on good pharmacovigilance practices (GVP)
Module VIII - Post-authaorisation safety studies (Rev 4)

Date for coming inte effect of first version 2 July 2012
Dzte for coming into effect of Revision 1 25 April 2013
Date for coming into effect of Revision 2 9 August 2016
Data for coming inte effect of Revision 3 13 October 2017
Revised draft Revision 4 agreed by the Agency’s Pharmacovigilanca 11 May 2026

Risk Assessment Committes (FRAC) 2nd finzlizad by the Agency in
collaboration with Member States

Revised draft Revisicn 4 agreed by the Co-ordination group for Mutual <Date>
recognition and Decentralised procedures - human (CMDh)
Revised draft Revision 4 agreed by the Hzad of Human Madicines <Datex

Divizion as final under delegared authority by the Executive Director

Date for coming into effect of Revision 4% <Date>

*Revision 4 contains the following:

Updates of definitions In accardance with Regulation (EU) Mo 526/2014;

Updates in accardance with the Impementatian Reguiation (EU} J02%/1466 amending Impementing Regulaton {EU} No
S0/201% In VITLE.2.3.2. and VIILC 4.1

Reference ta the ICH-M14 Guideline for guidanice on feasiliity assessment, study protomd and study repart I VIILB.2.,
VIILA.3. and VITLA.5.2.1.;

Updates regardng the study registration in the HMA-EM& Cafalogue of Reat-Warld Data Studies In WITLC.A;

Replacemaent of Append(x I by reference o the [ICH-ML< Guideine and the CHMP-MWP Refiection Paper on Use af Real-Wiord
Data in Mon-Interventicnal Studes to Generate Real-World Evidence for Regulatary Purpases and the CHMP Guideline on
Registry-Based Studies in VIILE.L

Irtegration of the GVP Madule VI Adderdum [ en requirements and recommendstions far the sebmission af infarmatiar an
man-intervertional PASE in WIIL

Owverall editoral improvements.

Mgtg: Aeguiation (EU] Ne 5346/2014, Implemerting Regulation (EU] 2025714566, the ICH-M 14 Guideline, the EMA Refiectlan Paper an
Use of Real-Word Data in Non-Irterventional Studies to Generate Real-Worid Evidence and the CHMP Guideline on Registry-Based
Studies were subject o public cansutation in the EL. Therefare, Revision 4 of GVP Module V111, Integrating and referring to these
dacumerss, was nat subject to pubdc consultation.

This track-change version |s published for transparency purpases and must not be taken or quoted as the final version. Far this
reason, the timetable abowe 2nd m padoulas dba date of coming Infto effect apply only the dean version pubfshed as final. Far the

2l vershon of this Module and any futwre updates, phease see the GWP webpage of the Agency's webste.

(]
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2026 - GVP documents under revision => 2027

 GVP Module II: Pharmacovigilance System Master File — Release for public
consultation in Q1 2027

« GVP Module IV: Pharmacovigilance audits — For public consultation
« GVP Module V: Risk management systems — For public consultation

« GVP Module IV: Collection, management and submission of reports of suspected
adverse reactions to medicinal products — For public consultation

 GVP Module XV: Safety communication - For public consultation?
» Considerations P.I: Vaccines: For public consultation
 GVP Annex I: Definitions

Thank You!
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2027 - GVP documents to be developed

* Module VII ADD I on RMM implementation updates in PSURs
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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