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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
The CHMP ORGAM agenda for 18 May 2020 meeting was adopted.
1.3. Adoption of the minutes

CHMP ORGAM Minutes of May 2020 meeting will be adopted at the May 2020 CHMP plenary.

p Regulatory and organisational matters
2.1. Regulatory Issues / new legislation
No topics

2.2, CHMP organisation / templates

2.2.1. CHMP learnings

Process to collect and record CHMP learnings
CHMP: Outi Maki-Ikola
Action: For discussion

The CHMP adopted the learnings document with the agreed amendments.

2.2.2. Rapporteurs assessment report template- similarity Revision

This template has been updated in order to integrate the guidance for assessors on
similarity assessment (available in the CHMP welcome pack) to reach assessors more
efficiently.

Action: For discussion

In this update of the similarity AR template it is proposed to integrate the text from the
recent ‘Assessors Guidance Notes on Similarity Assessment’ directly in the AR guidance and
template so that is immediately available to assessors and EMA staff in the template. Some
additional proposals have been made also to improve the template based on recent
experience in order to, remind to update the AR in case once the final indication wording
has been agreed, to add template wording in case an Orphan Designation is withdrawn prior
to CHMP opinion for the initial MAA, to amend the reference to Regulation (EU) 2018/781,
to structure the assessment to be conducted separately by OD/therapeutic indication, to
include in the exercise also products that are pending EC decision (e.g. in anticipation of an
EC decision soon) and to clarify that it applies also to CAT procedures as well as to
extension applications and extensions of indication procedures.
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CHMP members comments are welcome until 15 June 2020. In absence of comments or if
only editorial comments are received the AR template will be considered as adopted. If
major comments are received the topic can be brought back to the June Plenary meeting for
discussion.

Harmonisation and consistency groups

3.1. International Council on Harmonisation (ICH)
No topics
3.2. Guideline Consistency Group (GCG)
Chair(s): Aranzazu Sancho-Lopez
No topics
3.3. Summary of product characteristics Advisory Group
3.3.1. Scientific guidelines with SmPC recommendations
e List of Scientific guidelines with SmPC recommendations updated in May 2020
(EMA/813125/2012 rev. 6)
Action: For adoption
The topic was postponed to the next ORGAM.
3.3.2. SmPC Advisory Group Members

¢ Update with new PRAC representatives
Action: For adoption

The topic was postponed to the next ORGAM.

Non therapeutic-area-specific working parties

4.1.1.

Biologics Working Party (BWP)
Chair(s): Sol Ruiz/Nanna Aaby Kruse

Agenda(s) and minutes

e Final minutes for BWP meeting held by Adobe meeting on 16-18 March 2020
e Draft agenda for BWP meeting to be held by Adobe meeting on 18-20 May 2020
Action: For information

The agenda and minutes were noted.
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4.2, Safety Working Party (SWP)

Chair(s): Jan Willem Van der Laan/Susanne Brendler-Schwaab

No topics
4.3. Biosimilar Medicinal Product Working Party (BMWP)
Chair(s): Elena Wolff-Holz/Niklas Ekman

4.3.1. Open call for nomination of a new member with clinical and/or PK expertise

Nominations should be sent together with a CV and a brief motivation letter by 30 June
2020.

The CHMP noted the call for nominations.

4.4. Biostatistics Working Party (BSWP)

Chair(s): J6rg Zinserling

No topics
4.5. Modelling and Simulation Working Party (MSWP)

Chair(s): Kristin Karlsson/Flora Musuamba Tshinanu

No topics
4.6. Pharmacogenomics Working Party (PGWP)

Chair(s): Markus Paulmichl

No topics
4.7. Pharmacokinetics Working Party (PKWP)
Chair(s): Henrike Potthast

4.7.1. Product-specific guidelines

Product-specific guidelines for public consultation
e Abiraterone tablets 250 mg and 500 mg product-specific bioequivalence guidance

e Levothyroxine tablets 12.5 mcg, 25 mcg, 50 mcg, 75 mcg, 100 mcg (and additional
strengths) and 200 mcg product-specific bioequivalence guidance

Action: For adoption

The CHMP adopted the product-specific guidelines for public consultation.
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4.7.2. PKWP questions to QWP on levothyroxine product potency specifications
Action: For adoption
The CHMP endorsed the consultation of QWP.
4.7.3. PKWP request for CVSWP input regarding acenocoumarol as Narrow Therapeutic
Index drug
e Question from PKWP to CVSWP whether acenocoumarol as the basis for Product-Specific
Bioequivalence Guidance should be considered a narrow therapeutic index drug
Action: For adoption
The CHMP endorsed the consultation of the CVSWP.
4.7.4. Response from PKWP to question from pharmaceutical industry association on

biowaivers for additional strengths of immediate release fixed combinations

Action: For adoption

The CHMP adopted the response from PKWP.

5.2,

5.3.

5.4.

5.5.

Therapeutic-area-specific working parties and SAGs

Blood Products Working Party (BPWP)

Chair(s): Jacqueline Kerr/Karri Penttila

No topics
Central Nervous System Working Party (CNSWP)

Chair(s): André Elferink

No topics
Cardiovascular Working Party (CVSWP)

Chair(s): Kristina Dunder/Alar Irs

No topics
Infectious Diseases Working Party (IDWP)

Chair(s): Maria Jesus Fernandez Cortizo

No topics
Oncology Working Party (ONCWP)

Chair(s): Sinan B. Sarac/Paolo Foggi
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No topics
5.6. Rheumatology/Immunology Working Party (RIWP)

Chair(s): Romaldas Maciulaitis

No topics
5.7. Vaccines Working Party (VWP)

Chair(s): Mair Powell

No topics
5.8. Scientific Advisory Groups (SAGSs)

No topics

6. Drafting groups

6.1. Excipients Drafting Group
No topics
6.2. Gastroenterology Drafting Group (GDG)

Chair: Mark Ainsworth

No topics
6.3. Geriatric Expert Group (GEG)
No topics
6.4. Radiopharmaceuticals Drafting Group (RadDG)

Chair: Anabel Cortes Blanco

No topics
6.5. Respiratory Drafting Group (RDG)

Chair: Karolina Toérneke

No topics

Joint groups and collaboration with other committees

7.1. Quality Working Party (QWP)

Chair(s): Blanka Hirschlerova
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7.1.1. Agenda and minutes of April QWP Core Team meeting

Action: For information

7.1.2. Guideline on the quality of water for pharmaceutical use

e Revised Guideline on the quality of water for pharmaceutical use
(EMA/CHMP/CVMP/QWP/496873/2018)

e Overview of comments received on the draft 'Guideline on the quality of water for
pharmaceutical use' (EMA/CHMP/CVMP/QWP/230700/2020)

Action: For adoption

The CHMP adopted the revised guideline and noted the overview of comments.

7.2. Patients and Consumers Working Party (PCWP)
Healthcare Professionals Working Party (HCPWP)

PCWP: Co-chair: Kaisa Immonen Co-chair: Juan Garcia Burgos (EMA)
HCPWP: Co-chair: Ulrich Jaeger Co-chair: Juan Garcia Burgos (EMA)
Meeting Summary from the PCWP/HCPWP Joint meeting on 3-4 March 2020
Action: For information

The meeting summary from the PCWP/HCPWP Joint meeting was noted.

7.3. 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(s): Ellen-Margrethe Vestergaard/Susanne Brendler-Schwaab

No topics

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

Chair: Nienke Rodenhuis

No topics

7.5. Collaboration with other committees
No topics

8. Product development support

8.1. Scientific Advice Working Party (SAWP)

Chair(s): Anja Schiel
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8.1.1. Appointment of CHMP peer review for SA

Action: For information

The CHMP noted the information.

8.1.2. CHMP digital therapeutics group

Action: For information

Presentation on the final draft of: Questions and Answers - Qualification of digital
technology-based methodologies to support approval of medicinal products.

The CHMP discussed the question and answer document. Further comments can be sent by
26 May 2020. If no further comments are received the Q&A is considered adopted during
the May CHMP 2020 Plenary.

8.2. Innovation Task Force

8.2.1. Feedback from ITF meeting

Action: For discussion

The CHMP noted the report from the ITF meeting.

8.2.2. ITF meeting

Meeting date: 5 June 2020
Action: For adoption

The CHMP endorsed the meeting.

8.2.3. ITF meeting

Meeting date: 17 June 2020
Action: For adoption

The CHMP endorsed the meeting.

8.2.4. ITF meeting

Meeting date: TBC 22 or 23 June 2020
Action: For adoption

The CHMP endorsed the meeting.

8.2.5. ITF meeting

Meeting date: 24 June 2020

Action: For adoption
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The CHMP endorsed the meeting.

8.2.6. ITF meeting

Meeting date: 3 July 2020
Action: For adoption

The CHMP endorsed the meeting.
9. Any Other Business

9.1.1. EMA H-Division organigram

Action: For information

The CHMP noted the organigram of the EMA H-Division.
10. List of Participants

CHMP Chair

Harald Enzmann

CHMP Members

Bruno Sepodes (Vice-chair)
Andrea Laslop

Bjgrg Bolstad

Blanka Hirschlerova
Christian Gartner

Daniela Melchiorri

Ewa Balkowiec Iskra
Frantisek Drafi

Jan Mueller-Berghaus
Jayne Crowe

Johann Lodewijk Hillege
John Joseph Borg
Konstantinos Markopoulos
Kristina Dunder

Maria Concepcion Prieto Yerro

Martina Weise
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Martine Trauffler
Melinda Sobor

Outi Maki-Ikola

CHMP alternate members
Agnes Gyurasics
Christophe Focke

Dana Gabriela Marin
Elita Poplavska

Emilia Mavrokordatou
Fatima Ventura
Giuseppa Pistritto
Ingrid Wang

Mark Ainsworth

Milena Stain

Nevenka Trsinar Brodt
Selma Arapovic Dzakula
Tomas Radimersky
Experts

Alfredo Garcia-Arieta
Anja Schiel

Carolien Versantvoort
Henrike Potthast

Jan Welink

Maria Victoria Tudanca Pacios
Milena Peraita Ezcurra
Noelia Fernandez Bodas
Nora Cascante Estepa
Sabine Mayrhofer

Susanne Hgpner Rasmussen

A representative from the European Commission attended the meeting.

The meeting was run with support from the relevant EMA staff.
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