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Health and safety information 

In accordance with the Agency’s health and safety policy, delegates are to be briefed on health, safety 
and emergency information and procedures prior to the start of the meeting. 

Disclaimers 

Some of the information contained in this agenda is considered commercially confidential or sensitive 
and therefore not disclosed. Of note, this agenda is a working document primarily designed for CxMP 
members and the work the Committee undertakes. 

Note on access to documents 

Some documents mentioned in the agenda cannot be released at present following a request for 
access to documents within the framework of Regulation (EC) No 1049/2001 as they are subject to on-
going procedures for which a final decision has not yet been adopted. They will become public when 
adopted or considered public according to the principles stated in the Agency policy on access to 
documents (EMA/127362/2006). 

 

 

                                                
1 The CHMP ORGAM is a meeting to discuss CHMP organisational matters. It is a virtual meeting, which usually takes place 
on Monday before the CHMP Plenary meeting. CHMP members, working party chairs and national experts together with EMA 
staff are participating in this forum. Depending on the nature of the issue and availability of documents and experts some 
ORGAM topics can be discussed at the CHMP Plenary. Please note that the ORGAM meeting is not taking place every month. 
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1.  Agenda and Minutes 

1.1.  Welcome and declarations of interest of members, alternates and 
experts  

1.2.  Adoption of agenda  

CHMP ORGAM agenda for 15 January 2018 meeting 

1.3.  Adoption of the minutes  

CHMP ORGAM Minutes of 15 January 2018 will be adopted at the January 2018 CHMP 
plenary. 

 

2.  Working Parties, Committees, SAGs and Drafting Groups 

2.1.  General 

2.1.1.  Safety Working Party (SWP)  

Chair: Jan Willem Van der Laan  

 Final minutes for SWP meeting held by teleconference on 21 August 2017 
(EMA/CHMP/SWP/548672/2017) 

Action: For information 

 Final minutes for SWP meeting held by teleconference on 19 September 2017 
(EMA/CHMP/SWP/622352/2017) 

Action: For information 

 EC consultation on Pharmaceuticals in the environment 

The SWP is responding on behalf of the CHMP to the targeted stakeholder consultation  

Action: For adoption  

 Nomination of Maria Grazia Evandri as new Italian SWP member replacing Annarita 
Meneguz. 

Action: For adoption 
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2.1.2.  Quality Working Party (QWP)  

Chair: Keith Pugh/Blanka Hirschlerova  

  Teicoplanin – Letter to EDQM (EMA/CHMP/CVMP/848192/2017)   

Action: For adoption  

  85th Joint CHMP/CVMP Quality Working Party (QWP) Face-to-Face meeting on 28 - 30 
November 2017: Table of Actions & Decisions (EMA/CHMP/CVMP/QWP/782647/2017) 

Action: For information 

 

2.1.3.  Scientific Advice Working Party (SAWP)  

Chair: Robert Hemmings  

No items 

2.1.4.  European Medicines Agency Human Scientific Committees’ Working Party with 
Patients' and Consumers' Organisations (PCWP)  

Co-chair: Kaisa Immonen  

 Summary PCWP meeting with all eligible organisations – 22 November 2017 
(EMA/26255/2018) 

Action: For information 

2.1.5.  European Medicines Agency Human Scientific Committees’ Working Party with 
Healthcare Professionals' Organisations (HCPWP) 

Co-chair: Gonzalo Calvo  

No items 

 

2.1.6.  Geriatric Expert Group (GEG) 

Chair: Katarina Vučić  

 Reflection paper on physical frailty: instruments for baseline characterisation of older 
populations in clinical trials (EMA/CHMP/778709/2015). 

Action: For discussion  

 

2.1.7.  Committees  

  Area of expertise of co-opted member: The CHMP agreed during its December meeting on 
the following area of expertise: quality of non-biologicals and pharmacokinetics expertise. 
Nominations should be sent by February 14th 2018, end of business.  
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The election will take place during the February CHMP meeting. 

Action: For information 

 CHMP Work Plan 2018 

The work plan is intended for adoption at the January 2018 CHMP Plenary meeting. Please 
send any final comments. 

 Action: For information 

  Final Minutes from Joint CHMP-PRAC Strategic Review and Learning meeting in Tallinn, 
Estonia 16-18, October under EU Estonian Presidency 

Action: For adoption 

 ATMPs guideline on S&E follow-up and risk management (EMA/CHMP/65416/2016) – CAT 
and PRAC  

Action: For adoption 

 

2.1.8.  International Council on Harmonisation (ICH) 

No items 

2.1.9.  Joint CVMP/CHMP ad-hoc expert group on the application of the 3Rs (replacement, 
reduction and refinement) in the regulatory testing of medicinal products (J 
3RsWG) 

Chair: Ellen-Margrethe Vestergaard, CoChair: Susanne Brendler-Schwaab  

 JEG3Rs (J3RsWG) Annual Report 2017 (EMA/CHMP/CVMP/3Rs/502136/2017) 

Action: For information 

 Executive Summary (EMA/CHMP/CVMP/3Rs/820238/2017) 

Action: For information 

 

2.1.10.   Joint CHMP/CVMP/CMDh/CMDv Working Group on Active Substance Master File 
Procedures (ASMF WG) 

Chair: Nienke Rodenhuis  

No items 

 

2.1.11.  Joint CVMP-CHMP antimicrobial advice ad hoc expert group (AMEG)  

Chair: Gérard Moulin  

No items 
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2.2.  Biologicals 

2.2.1.  Biosimilar Medicinal Product Working Party (BMWP)  

Chair: Elena Wolff-Holz/Niklas Ekman  

No items 

2.2.2.  Biologicals Working Party (BWP) 

Chair: Sol Ruiz/Nanna Aaby Kruse  

 Final minutes from November face-to-face meeting held 30-31 October 2017 
(EMA/CHMP/BWP/725110/2017) 

Action: For information 

 Draft agenda for BWP face-to-face meeting to be held 12-14 February 2018 
(EMA/CHMP/BWP/822457/2017) 

Action: For information 

 Question and Answer Document on the Haemagglutination Inhibition (HI) test for 
qualification of influenza vaccine (inactivated) seed preparations 
(EMA/CHMP/BWP/426390/2017) 

Action: For adoption for 6 months public consultation 

 Guideline on quality aspects included in the product information for vaccines for human use 
(EMA/CHMP/BWP/133540/2017) 

 
Action: For adoption for 6 months public consultation 

 Questions and answers on Bovine Spongiform Encephalopathies (BSE) and 
vaccines (EMA/CHMP/BWP/192228/2017) 

Action: For adoption for 6 months public consultation 

 

2.2.3.  Vaccines Working Party (VWP)  

Chair: Mair Powell/Svein Rune Andersen  

 Nomination of additional assessor (observer) to VWP 

Action: For adoption 

 

2.2.4.  Blood Products Working Party (BPWP) 

Chair: Jacqueline Kerr   

No items 
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2.2.5.  Pharmacogenomics Working Party (PGWP)  

Chair: Krishna Prasad/Markus Paulmichl   

No items 

 

2.3.  Therapeutics 

2.3.1.  Cardiovascular Working Party (CVSWP) 

Chair: Kristina Dunder  

 Call for nomination of Vice-Chair 

CHMP Members, and CVS Members and Alternates are eligible for the position of CVS Vice 
Chairperson. Eligible experts, who wish to apply for the Vice Chairperson position are 
requested to submit a brief resume in support of their candidature together with a brief 
resume, highlighting the expertise. 

Nominations should be sent by 15 February 2018. 

The election is envisaged to take place at the February 2018 plenary meeting. 

Action: For information 

 Draft agenda for the Face to Face meeting on 22 November 2017 (EMA/709461/2017) 

Action: For information 

 Draft minutes for the Face to Face meeting on 22 November 2017 (EMA/775601/2017) 

Action: For information 

 Draft Table of Decisions (ToD) 22 November 2017 (EMA/775941/2017) 

Action: For information 

 

2.3.2.  Central Nervous System Working Party (CNSWP)  

Chair: Karl Broich/André Elferink   

No items 

 

2.3.3.  Infectious Diseases Working Party (IDWP)  

Chair: Maria Jesus Fernandez Cortizo   

No items 
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2.3.4.  Oncology Working Party  

Chair: Pierre Demolis/Paolo Foggi   

 Patient-reported outcome (PRO) analyses in the EPAR and SmPC of oncology medicines 

To share with CHMP the on-going initiative from ONCWP on the development of  high level 
principles on how and when to report PRO data in assessment report and SmPC. 

Action: For information 

2.3.5.  Pharmacokinetics Working Party (PKWP)   

Chair: Jan Welink/Henrike Potthast   

 Product-specific bioequivalence guidelines: 

1. Dolutegravir film-coated tablets 10 mg, 25 mg and 50 mg product-specific 
bioequivalence guidance (EMA/CHMP/356874/2017) 

Rapporteur: Eva Gil Berglund/Malin Filler 

2. Dronedarone film-coated tablets 400 mg product-specific bioequivalence guidance 
(EMA/CHMP/356875/2017) 

Rapporteur: Carolien Versantvoort 

3. Ibuprofen 200 - 800 mg oral use, immediate release formulations product-specific 
bioequivalence guidance (EMA/CHMP/356876/2017) 

Rapporteur: Susan Cole  

4. Paracetamol oral use immediate release formulations product-specific bioequivalence 
guidance (EMA/CHMP/356877/2017) 

Rapporteur: Jan Welink 

5. Tadalafil film-coated tablets 2.5 mg, 5 mg, 10 mg and 20 mg product-specific 
bioequivalence guidance (EMA/CHMP/315234/2014) 

Rapporteur: Alfredo Garcia-Arieta 

6. Rilpivirine film-coated tablets 25 mg product-specific bioequivalence guidance  

Rapporteur: Carolien Versantvoort 

Action: For adoption 

 CHMP request on biosimilarity to Pharmacokinetics Working Party (PKWP) 
(EMA/CHMP/230419/2017) 

Rapporteur: Eva Gil Berglund/Anita Andersson 

Action: For information 

 Reflection paper on investigation of pharmacokinetics and pharmacodynamics in the obese 
population 

Rapporteurs: Ridha Belaiba, Carolien Versantvoort, Eva Gil Berglund and Susan Cole 
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Action: For adoption for 6 months public consultation 

 PRAC request - Signal on Norvir, Kaletra and possible interaction with levothyroxine 

Rapporteur: Eva Gil Berglund 

Action: For adoption 

 Draft minutes for the PKWP face-to-face meeting on 25-26 October 2017 

Action: For information 

 

2.3.6.  Biostatistics Working Party (BSWP)  

Chair: Anja Schiel/Thomas Lang   

 Nomination of additional assessor (observer) to BSWP 

Action: For adoption 

 Analysis of Individual Patient Data for evaluation and surveillance of medicinal products 

Action: For discussion 

 

2.3.7.  Rheumatology/Immunology Working Party (RIWP) 

Chair: Jan Mueller-Berghaus  

No items 

2.3.8.  Scientific Advisory Groups (SAGs) 

No items 

2.3.9.  Drafting Groups (DGs) 

No items 

2.3.9.1.  Gastroenterology Drafting Group (GDG) 

Chair: Elmer Schabel  

No items 

2.3.9.2.  Respiratory Drafting Group (RDG)  

Chair: Karolina Törneke  

No items 
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2.3.9.3.  Radiopharmaceutical Drafting Group (RadDG) 

Chair: Anabel Cortes  

 2018 Work Plan 

Action: For adoption 

 

2.3.9.4.  Excipients Drafting Group  

Chair: Dominique Masset  

 Amendments to the Work plan for the CHMP Excipients Drafting Group (ExcpDG) for the 
revision of the EC guideline ‘Excipients in the labelling and package leaflet of medicinal 
products for human use’ for 2018 (EMA/CHMP/672198/2017 rev. 1) 

Action: For adoption 
 
 Draft agenda for the ExcpDG TC to be held on 18 January 2018 (EMA/14429/2018) 

Action: For information 

 

2.3.10.  Additional agenda points  

2.3.10.1.  Innovation Task Force  

ITF Briefing Meeting  
 
Meeting date: 16th March 2018 
Action: For discussion and agreement 

2.3.10.2.  Guideline Consistency Group (GCG) 

Chair: Barbara van Zwieten-Boot  

No items 

2.3.10.3.  IPRF Nano Working Group  

Chair: Harald Enzmann/Jean Louis Robert  

No items 

 

3.  Organisational, regulatory and methodological matters 

3.1.  Regulatory Issues / new legislation  

3.1.1.  Similarity assessment for fixed-dose combination products vs. mono-component 
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Action: for discussion and agreement 

3.2.  Meeting organisation / templates  

3.2.1.  EPAR process 

The proposal is to table EPARs “for information” (instead of tabling “for adoption”) in order 
to streamline the publication process and increase adherence to publication timelines. 

Action: For information 
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