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06 February 2017 EMA/HMPC/85712/2017 Committee on Herbal Medicinal Products (HMPC)



HMPC meeting report on European Union herbal monographs, guidelines and other activities The 74th HMPC meeting, held on 30-31 January 2017



The Chair of the Committee on Herbal Medicinal Products (HMPC) welcomed all delegates and experts to the 74th meeting of the Committee. The Committee elected Emiel van Galen (NL) as the new Vice-Chair with a 3-year mandate that started on 30 January 2017.



Final European Union herbal monographs Upon recommendation from the MLWP, the HMPC adopted the following newly established final EU herbal monographs and supporting documents: •



EU herbal monograph on Lecithinum ex soya, by majority vote



•



EU herbal monograph on Soiae oleum raffinatum, by majority vote



The monographs together with the supporting documents will be published on the European Medicines Agency's website at: http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp∣=WC 0b01ac058001fa1d



Revised European Union herbal monographs Upon recommendation from the MLWP, the HMPC adopted after systematic review the following final revised EU herbal monographs and supporting documents: •



EU herbal monograph on Oleae folium, by majority vote



•



EU herbal monograph on Salicis cortex, by majority vote



Only minor changes were introduced in the monographs; therefore a public consultation was not considered necessary. The Committee further adopted the following draft revised EU herbal monographs and supporting documents for 3 months public consultation until 31 May 2017: •



Draft EU herbal monograph on Menthae piperitae folium



•



Draft EU herbal monograph on Ribis nigri folium



30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 Send a question via our website www.ema.europa.eu/contact



An agency of the European Union



© European Medicines Agency, 2017. Reproduction is authorised provided the source is acknowledged.



The final and draft revised monographs together with the supporting documents will be published on the European Medicines Agency's website at: http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp∣=WC 0b01ac058001fa1d



Public statements Upon recommendation from the MLWP, the HMPC adopted the following final public statements and supporting documents: •



Final public statement on Paeoniae radix, alba



•



Final public statement on Paeoniae radix, rubra



No relevant new data and comments were received during public consultation that would allow the establishment of EU herbal monographs. Final public statements and supporting documents will be published here: http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp∣=WC 0b01ac058001fa1d The HMPC further adopted the following draft public statement for 3 months public consultation until 31 May 2017: •



Draft public statement on Glycini semen



The document explains the reasons why the HMPC is of the opinion that a European Union herbal monograph on Glycini semen cannot be established at present. The draft public statement together with the draft assessment report and draft list of references will be published on the European Medicines Agency's website and interested parties are welcome to submit new data: http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp∣=WC 0b01ac058001fa1d



Other Call for scientific data According a MLWP proposal the HMPC agreed to start assessment work and initiate a call for new scientific data supporting the assessment of •



Herbal tea combinations traditionally used for loss of appetite



•



Herbal tea combinations traditionally used for digestive disorders



•



Herbal tea combinations traditionally used for nervous tensions and to aid sleep



The call with a deadline for submission by 31 May 2017 can be found on the European Medicines Agency's website at: http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listi ng_000214.jsp∣=WC0b01ac0580033a9c HMPC work plan The HMPC adopted its work plan 2017 which will be published here: http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000264.jsp &murl=menus/about_us/about_us.jsp∣=WC0b01ac0580028e7c Annexed to the HMPC work plan the adopted MLWP work plan provides more details on assessment work scheduled for 2017 and will also be published here:
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/contacts/HMPC/people_listing_000046.jsp∣ =WC0b01ac0580028e98



Quality Drafting Group (Q DG) The HMPC noted a report on the Q DG meeting held on 07 December 2016. The drafting group started the review of the herbal specification guideline in line with the quality guideline revision as well as of the reflection paper on markers. Furthermore coordination topics with EDQM (pyrrolizidine alkaloids, assay requirements), documents under development at MLWP (peppermint oil monograph) and at the Quality WP as well as questions from NCAs with potential for Q&A development were discussed. The next meeting of the Q DG will be held on 23/24 February 2017.



Organisational Matters Drafting Group (ORGAM DG) The HMPC noted a report on the DG ORGAM meeting held on 14 December 2016. The DG had further progressed with a new ‘Procedure for the review and revision of EU herbal monographs and List entries’ for agreement by MLWP and HMPC. The next meeting of the DG ORGAM (scheduled 21 February 2016) will be postponed until clarification of chairmanship, membership and mandate at the HMPC March meeting.



Report from the February 2017 meeting of the Working Party on European Union Monographs and List (MLWP) The MLWP held its 65th meeting at the European Medicines Agency on 01-02 February 2017. New monographs - finalisation Following comments received after public consultation, the MLWP discussed and endorsed the final documents on Allii sativi bulbus and ‘Species diureticae’ for peer review and transfer to the HMPC for possible final adoption in March 2017. New monographs - drafts The working party continued its assessment of Fragariae folium and had a first discussion on the possibility to establish a monograph for Vaccinii macrocarpi fructus. Monograph review and revisions The MLWP discussed and endorsed the revised documents for Meliloti herba, Sennae folium, Sennae fructus and Uvae ursi folium for peer review and possible transfer to the HMPC in March 2017 for release for public consultation. The MLWP continued the systematic review of Sambuci flos, Verbasci flos, Frangulae cortex, Rhamni purshianae cortex, Rhei radix and had first discussions on the need for revision of monographs on Hyperici herba, Cimicifugae rhizome, Cynarae folium, Tanaceti parthenii herba, Thymi aetheroleum, and Valerianae radix/Lupuli flos. Upon request by the HMPC the MLWP members re-discussed the revised documents of Menthae piperitae aetheroleum for final discussion and conclusion at the working party in March 2017.
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Contact for further information Anabela Marçal Head of Committees and Inspections Department Inspections, Human Medicines Pharmacovigilance & Committees Division Tel. +44 (0)20 3660 8449 | Fax +44 (0)20 3660 5525 E-mail: [email protected]



HMPC meeting report on European Union herbal monographs, guidelines and other activities EMA/HMPC/85712/2017



Page 4/4



























[image: January 2017 - European Medicines Agency - Europa EU]
January 2017 - European Medicines Agency - Europa EU












[image: January 2018 - European Medicines Agency - Europa EU]
January 2018 - European Medicines Agency - Europa EU












[image: July 2017 - European Medicines Agency - Europa EU]
July 2017 - European Medicines Agency - Europa EU












[image: September 2017 - European Medicines Agency - Europa EU]
September 2017 - European Medicines Agency - Europa EU












[image: April 2017 - European Medicines Agency - Europa EU]
April 2017 - European Medicines Agency - Europa EU












[image: August 2017 - European Medicines Agency - Europa EU]
August 2017 - European Medicines Agency - Europa EU












[image: July 2017 - European Medicines Agency - Europa EU]
July 2017 - European Medicines Agency - Europa EU












[image: September 2017 - European Medicines Agency - Europa EU]
September 2017 - European Medicines Agency - Europa EU












[image: September 2017 - European Medicines Agency - Europa EU]
September 2017 - European Medicines Agency - Europa EU












[image: February 2017 - European Medicines Agency - Europa EU]
February 2017 - European Medicines Agency - Europa EU












[image: August 2017 - European Medicines Agency - Europa EU]
August 2017 - European Medicines Agency - Europa EU












[image: Agenda - European Medicines Agency - Europa EU]
Agenda - European Medicines Agency - Europa EU












[image: May 2016 - European Medicines Agency - Europa EU]
May 2016 - European Medicines Agency - Europa EU












[image: Eleclazine - European Medicines Agency - Europa EU]
Eleclazine - European Medicines Agency - Europa EU












[image: July 2016 - European Medicines Agency - Europa EU]
July 2016 - European Medicines Agency - Europa EU












[image: SME Office - European Medicines Agency - Europa EU]
SME Office - European Medicines Agency - Europa EU












[image: Agenda - European Medicines Agency - Europa EU]
Agenda - European Medicines Agency - Europa EU












[image: Action plan - European Medicines Agency - Europa EU]
Action plan - European Medicines Agency - Europa EU












[image: Agenda - European Medicines Agency - Europa EU]
Agenda - European Medicines Agency - Europa EU












[image: Agenda - European Medicines Agency - Europa EU]
Agenda - European Medicines Agency - Europa EU












[image: Agenda - European Medicines Agency - Europa EU]
Agenda - European Medicines Agency - Europa EU












[image: SPOR - European Medicines Agency - Europa EU]
SPOR - European Medicines Agency - Europa EU












[image: ATMP - European Medicines Agency - Europa EU]
ATMP - European Medicines Agency - Europa EU












[image: Agenda - European Medicines Agency - Europa EU]
Agenda - European Medicines Agency - Europa EU















30-31 January 2017 - European Medicines Agency - Europa EU






Feb 6, 2017 - Agency's website at: http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/landing/herbal_search.jsp∣=WC. 






 Download PDF 



















 92KB Sizes
 1 Downloads
 201 Views








 Report























Recommend Documents







[image: alt]





January 2017 - European Medicines Agency - Europa EU 

Feb 13, 2017 - Monthly report on application procedures, guidelines and .... of MRLs for new substances under article 3 of Regulation (EC) No 470/2009.














[image: alt]





January 2018 - European Medicines Agency - Europa EU 

Feb 8, 2018 - 30 Churchill Place â—‹ Canary Wharf â—‹ London E14 5EU â—‹ United Kingdom. Telephone +44 (0)20 3660 6000 ... This document provides current information related to the volume and evaluation of marketing authorisation and ... The purpose 














[image: alt]





July 2017 - European Medicines Agency - Europa EU 

Jul 5, 2017 - Send a question via our website www.ema.europa.eu/contact ... non-proprietary names (INN) and therapeutic areas for all new ... also available in the monthly reports of the Committee for Orphan Medicinal Products (COMP).














[image: alt]





September 2017 - European Medicines Agency - Europa EU 

Oct 10, 2017 - 30 Churchill Place â—‹ Canary Wharf â—‹ London E14 5EU â—‹ United Kingdom. Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555. Send a question via our .... Art. 58 (WHO) scientific opinions. 1. 1. 1. 1. 0. 1. 1. 0. Opinions on














[image: alt]





April 2017 - European Medicines Agency - Europa EU 

May 8, 2017 - Information Management Division ... This document provides current information related to the volume and evaluation of .... Plasma master file.














[image: alt]





August 2017 - European Medicines Agency - Europa EU 

Sep 11, 2017 - Pre-authorisation: Marketing-authorisation applications*. 2014. 2015 ... marketing authorisation. **. 4. 3. 7. 2 ... Plasma master file. (includes ...














[image: alt]





July 2017 - European Medicines Agency - Europa EU 

Aug 11, 2017 - 30 Churchill Place â—‹ Canary Wharf â—‹ London E14 5EU â—‹ United Kingdom. An agency of the European Union. Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 .... Art. 58 (WHO) scientific opinions. 1. 1. 1. 1. 0. 1. 1. 0. Opinions














[image: alt]





September 2017 - European Medicines Agency - Europa EU 

Oct 13, 2017 - applications for initial evaluations, extensions, variations and renewals concerning marketing authorisations (MAs); ... Initial evaluation of marketing authorisation applications. 2014. 2015. 2016 .... Out of scope. 1 Establishment of














[image: alt]





September 2017 - European Medicines Agency - Europa EU 

Oct 13, 2017 - 2014. 2015. 2016. 2017. Scientific advice requests submitted and advice given. Submitted. Advice given .... Lokivetmab. â€¢. Zoetis Belgium SA.














[image: alt]





February 2017 - European Medicines Agency - Europa EU 

Mar 16, 2017 - Information Management Division ... This document provides current information related to the volume and evaluation of .... Plasma master file.














[image: alt]





August 2017 - European Medicines Agency - Europa EU 

Sep 11, 2017 - Information Management Division. Monthly statistics report: .... (includes initial certification, variations and annual re-certification). 16. 16. 17. 19.














[image: alt]





Agenda - European Medicines Agency - Europa EU 

Jul 7, 2017 - COMMUNITY MARKETING AUTHORISATIONS AND EXTENSIONS. 2.1. Opinions ... Quality. Rapp: E. Werner .... solutions table with EMA and CVMP responses to the recommendations made by the FishMed Plus. Coalition ...














[image: alt]





May 2016 - European Medicines Agency - Europa EU 

Jun 22, 2016 - Information Management Division ... This document provides current information related to the volume and evaluation of .... Plasma master file.














[image: alt]





Eleclazine - European Medicines Agency - Europa EU 

Feb 9, 2017 - Notification of discontinuation of a paediatric development which is covered by an agreed ... for the following reason(s): (tick all that apply).














[image: alt]





July 2016 - European Medicines Agency - Europa EU 

Jul 4, 2016 - Send a question via our website www.ema.europa.eu/contact ... non-proprietary names (INN) and therapeutic areas for all new ... also available in the monthly reports of the Committee for Orphan Medicinal Products (COMP).














[image: alt]





SME Office - European Medicines Agency - Europa EU 

maximises the chances of a successful marketing authorisation. ... marketing authorisation. â€¢ inclusion in the public SME ... E-mail [email protected]. Website ...














[image: alt]





Agenda - European Medicines Agency - Europa EU 

Jun 19, 2017 - and may also vary during the course of the review. ...... ViiV Healthcare UK Limited; Treatment of Human Immunodeficiency Virus ..... adjunctive administration of brivaracetam, Treatment of paediatric patients with partial.














[image: alt]





Action plan - European Medicines Agency - Europa EU 

5 days ago - Guidelines should include more details on the principles of good information design in which content and layout are ... relevance and importance of the QRD template is also acknowledged in this respect as it is the main tool .... databas














[image: alt]





Agenda - European Medicines Agency - Europa EU 

Jun 15, 2016 - Agenda - EMA Human Scientific Committees' Working. Parties with Healthcare Professionals' Organisations. (HCPWP) meeting. 15 June 2016, 08:45hrs to 10:30hrs â€“ meeting room: 3E. Chairs: I. Moulon (EMA) and Gonzalo Calvo (HCPWP). 15 Ju














[image: alt]





Agenda - European Medicines Agency - Europa EU 

Jun 26, 2018 - oxadiazole-3-carboximidamide - EMEA-002072-PIP01-16-M01 . ..... Human alpha-galactosidase A - Orphan - EMEA-001828-PIP01-15-M01 .














[image: alt]





Agenda - European Medicines Agency - Europa EU 

Jul 16, 2018 - Cladribine, EMA/OD/087/17 Recombinant monoclonal antibody to sialic acid-binding Ig-like lectin 8. 2.2.6. - EMA/OD/098/18. Treatment of ...














[image: alt]





SPOR - European Medicines Agency - Europa EU 

Feb 7, 2017 - Add an existing Tag to a specific Term . ...... This service creates an email body (text/html) of a user's notification data, a notification is based on.














[image: alt]





ATMP - European Medicines Agency - Europa EU 

Nov 24, 2017 - E8. 09/08/2017. 10/08/2017. 24/08/2017 17/08/2017 22/08/2017. 24/08/2017. 30/08/2017. 01/09/2017. 04/09/2017. 08/09/2017. 14/09/2017.














[image: alt]





Agenda - European Medicines Agency - Europa EU 

Feb 9, 2018 - 30 Churchill Place â—‹ Canary Wharf â—‹ London E14 5EU â—‹ United Kingdom. An agency of the European Union ... product information. For information: Summary of opinion. 2.2. Oral explanations and list of outstanding issues. â€¢. Product


























×
Report 30-31 January 2017 - European Medicines Agency - Europa EU





Your name




Email




Reason
-Select Reason-
Pornographic
Defamatory
Illegal/Unlawful
Spam
Other Terms Of Service Violation
File a copyright complaint





Description















Close
Save changes















×
Sign In






Email




Password







 Remember Password 
Forgot Password?




Sign In



















Information

	About Us
	Privacy Policy
	Terms and Service
	Copyright
	Contact Us





Follow us

	

 Facebook


	

 Twitter


	

 Google Plus







Newsletter























Copyright © 2024 P.PDFKUL.COM. All rights reserved.
















