Important notice to the attention of Marketing Authorisation Holders
The NMA hereby informs you on certain issues of importance in the CMD(h) Press Release on the Report from the CMD(h) meeting held on 16th, 17th and 18th March 2009 (http://www.hma.eu/186.html) 
Updated table with additional data requested for new applications in the mutual recognition and decentralised procedures

The CMD(h) has agreed, as one of the priorities for 2009, to reduce national requirements and has asked the Heads of Medicines Agencies to reconsider national requirements.

Further to the information received that some National Competent Authorities have reduced or eliminated national requirements, the CMD(h) has agreed an updated table, which includes only the Member States which request additional data for new applications in the mutual recognition and decentralised procedures.

No additional data is requested by National Competent Authorities other than that included in the table. 

If Applicants are aware of additional data requested, please send this information to the attention of the CMD(h) Secretariat (H-CMDhSecretariat@emea.europa.eu).

Best Practice Guide – CMD(h) Recommendations on unforeseen variations 

The CMD(h) has developed, in cooperation with the CMD(v) and the EMEA, a Best Practice Guide for handling requests for recommendation on the classification of unforeseen variations, in accordance with Article 5 of Commission Regulation (EC) No 1234/2008.

The BPG and the application form to be used for requests for recommendation on the classification of unforeseen variations will be published on the CMD(h) website under ‘Procedural guidance’, Variation.

Tracking table on referrals in accordance with Article 30 of Directive 2001/83/EC, as amended 

Further to the publication on the CMD(h) website of a table with information on the status of the CHMP referrals for medicinal products included in the CMD(h) lists for SPC harmonisation, in accordance with Article 30(2) of Directive 2001/83/EC, as amended, the CMD(h) has agreed to publish also a table with all other Article 30 referrals, including a link to the respective Commission Decision and the Reference Member State.

Procedural advice on changing the Reference Member State

The CMD(h) has agreed an updated advice, to reflect the experience gained with changes of Reference Member State. 

If a MAH considers a request for change of RMS, the MAH should approach the current RMS and the chosen future RMS well in advance to discuss the situation before any further steps are taken.

Please note that before accepting a change of the RMS, the MAH should, in cooperation with the RMS, close all procedures in the current RMS even if they have not yet started and confirm to the new RMS that no procedure is being examined in the current RMS.

A section on the numbering system in case of change of RMS and information on the transfer of the public assessment report to the new reference member state have also been included in the updated advice.

Procedural advice – Automatic validation of Mutual Recognition/Repeat-use/Decentralised procedures

The CMD(h) has agreed an updated advice, aimed at ensuring that validation times are within those agreed in the Best Practice Guide for Mutual Recognition Procedure, Procedural advice on Repeat-use and Decentralised Procedure Member States’ SOP.

Applicants are advised to check the CMD(h) Best Practice Guide on the compilation of the dossier for new applications submitted in Mutual Recognition and Decentralised procedures as well as Common grounds for invalidation/delaying validation before submission of the application. 

Additional hypotensive effects following co-administration of non-selective alpha-blockers and phosphodiesterase-5-inhibitors

Further to the PhVWP report to CMD(h) on additional hypotensive effects following co-administration of non-selective alpha-blockers and phosphodiesterase-5-inhibitors, agreed by the PhVWP in February 2009, the following timetable has been agreed by the CMD(h) and PhVWP for implementation of agreed SPC and PL changes for non-selective alpha-blockers

	1 May 2009
	Variation applications requested through CMD(h)

	15 June 2009
	Variation applications submitted by MA holders 

	15 October 2009
	Variation applications approved by NCAs

	15 February 2010
	Updated SPC/PL into new production batches


The PhVWP recommended SPC and package leaflet wording will be published on the CMD(h) website, under ‘Product information, PhVWP recommendations’.

Hydrochlorothiazide and use during pregnancy

Further to the CMD(h) request to PhVWP to discuss the use of hydrochlorothiazide during pregnancy, with a view to having an harmonised statement in Europe, the PhVWP concluded that a contra-indication for the use of hydrochlorothiazide during the second and third trimesters of pregnancy is not warranted. Hydrochlorothiazide should remain an option for women who do not respond to or cannot take other antihypertensive medications and who must be treated for essential hypertension.

The PhVWP recommended SPC and package leaflet wording will be published on the CMD(h) website, under ‘Product information, PhVWP recommendations’.

Questions & Answers: Position on specific questions addressed to the EWP therapeutic subgroup on Pharmacokinetics

The CMD(h) has welcomed the publication of the Q&As: Position on specific questions addressed to the EWP therapeutic subgroup on Pharmacokinetics, which addresses specific questions in relation to pharmacokinetic evaluations and particularly the requirements and assessment of bioequivalence studies.

The compilation will be updated with new positions as soon as they become available and is published on the EMEA website http://www.emea.europa.eu/pdfs/human/ewp/61860408en.pdf 

