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National Informed Consent Applications –Checklist

This checklist was drawn up between MHRA and representatives of industry within BROMI in order to facilitate submission of ‘piggy back’ applications that are ‘right first time’ and avoid delay in approval resulting from deficiency letters. The checklist approach is dependent on the reference licence, for which informed consent is provided, complying with current regulatory requirements e.g update of specifications in line with new/amended pharmacopoeial monographs, minimum requirements for particular SmPCs etc.  The checklist should be completed and attached to the covering letter with the MA application. The text of the covering letter should include reference to use of the ‘BROMI checklist’.

Product name:
…………………………………………………………………

Company Name:
…………………………………………………………………

PL Number:

…………………………………………………………………

	SmPC

The SmPC should be in line with the SmPC of the reference product.  However, before submission the reference SmPC should have been updated in line with the SmPC guidelines (Notice to Applicants, October 2005) and the format of the SmPC should be aligned with the MHRA SmPC template.

                                                                                                                                                           Confirm

	1.
Name of the Medicinal product
Unless justified, this should include the strength and pharmaceutical form.  It may also be appropriate to provide an umbrella branding justification (MHRA naming policy with respect to umbrella segments of product names Guidance note 29, Dec 03).  Other justifications for product names may be required.


	

	2. Qualitative and Quantitative composition

Pharmacopoeial references should not be included.  

Include standard statement “For full list of excipients, see section 6.1

	

	3. Pharmaceutical form

Ensure correct pharmaceutical terms are used in line with European Pharmacopoeia standard terms (also on the application form, section 2.2.1).

Include description of product appearance.


	

	4. Clinical Particulars

Posology and method of administration – use correct standard terms for the route of administration, this should be in line with EP standard terms (also on the application form 2.2.2)

Ensure SmPC sections 4.2 to 4.9 are in line with any current MHRA miniumum requirements for particular active ingredients, eg paracetamol, ibuprofen, codeine (see MHRA website)


	

	Contraindications

Remember to include hypersensitivity relating to excipients


	

	Special warnings and precautions for use

Include excipient warnings (Notice to Applicants Vol3BC7A).


	

	5.1 Pharmacodynamic properties

Ensure ATC code is included (also on application form 2.1.3)

5.3
Preclinical safety data
If there is nothing in this section< MHRA may require the following statement:-

“There are no preclinical data of relevance to the prescriber, which are additional to those already included in other sections of the SmPC”


	

	6.1 Excipients

All excipient names must be followed by the e number (if applicable).  Pharmacopoeial references should not be included.  Excipient names used in the MAA (2.6.1)  should be consistent with the declaration in section 6.1..


	

	6.4 Special precautions for storage

Update in line with current guidance (CPMP/QWP/609/96/Rev 1 – April 03), (also on application form 2.2.3.5).


	

	7.
Marketing Authorisation Holder
Ensure name and address given on SPC matches name and address provided in the application form.


	

	8.
Marketing Authorisation Number
Obtain this from MHRA.


	

	9.
Date of First Authorisation/Renewal of the Authorisation
Leave blank to be completed by MHRA once approval is granted.


	

	Labelling

Refer to appropriate guidance documents including MHRA Best Practice Guidance Note 25 and EU Best Practice Guidance on Packaging Medicines (Notice to Applicants, Vol 2C), Excipients guideline (NtA Vol 3BC7A),  EU Readability Guidelines, September 1998, Braille requirements (MHRA website), Storage conditions (as above) and individual active ingredient statutory warnings given on the MHRA website.


	

	Provide representative colour mock-ups of all components, (e.g.  label, carton, PIL, blister etc) ensure that the spaces for location of batch and expiry date details are identified. Provide mock ups for all pack presentations in accordance with MHRA requirements.


	

	Ensure adequate differentiation between products in the same range.

Include up to three active ingredients on both carton and label, ensure due prominence of active ingredients.


	

	Braille to be included plus an explanation of how the Company will provide additional PILs in alternative formats.


	

	Provide results of user testing, or a justification as to why these are not required.


	

	Application form

Ensure the correct version is used.
Ensure all sections of the form are completed.  Where sections are not applicable, do not leave blank but state ‘Not applicable’ or ‘N/A’.

MAA form should address requirements introduced since transposition of the Directive – e.g requirements for description of Pharmacovigilance system, GMP requirements for active ingredients etc ( see specific details below) even if these were not included on the licence of the reference product.

In addition to the Annex checklist (Annexes 6.1 – 6.22), remember to include the following:-


	

	· Informed consent letter


	

	· Manufacturers of active ingredient and finished product - each API manufacturer needs to have a statement made by the QP of the product manufacturer in relation to GMP (annex 6.22)  

	

	· If using a contracted service to submit the application, include a letter of access for direct communication concerning the application


	

	· Letter confirming the company has access to all of the data supporting the application and is in possession of the quality section of the dossier 


	

	· If the product manufacturer is not the applicant, a letter from the manufacturer confirming that they are prepared to manufacture the product on the applicant’s behalf.


	

	· Suppliers statements concerning TSE risk (e.g. lactose, glycerol).


	

	· Detailed Description of the Pharmacovigilance System. Section 1.8.1 (Module 1).

 http://ec.europa.eu/enterprise/pharmaceuticals/eudralex/vol-9/pdf/vol9a_09-2008.pdf

	

	· The qualified person for Pharmacovigilance should be included in section 2.4.4 of the MA form  and C.V of the qualified person attached in Annex 5.5
	

	Ensure all Ph Eur Certificates of Suitability both for active and TSE risk excipients are up to date by checking the EDQM website http://www.pheur.org/site/page_625.php

	

	Ensure expert statements/overall summaries and overviews (Module 2) with relevant signature pages and CVs are included (module 1.4.1, 1.4.2 and 1.4.3).

Statements are required from pharmaceutical, preclinical and clinical experts.

Clinical experts should be registered medical practitioners within the Community.


	

	Environmental risk assessment

Where the application does not present a different or additional environmental risk to the reference product currently approved, absence of an ERA may be justified but should be addressed in the Expert Report. See CHMP Guideline on Environmental Risk Assessment of Medicinal products for Human Use.


	

	Ensure the MHRA’s additional data requirements (FPS, Method of Manufacture and Drug Substance Specifications) are included. Specifications comply with current pharmacopoeial monographs, unless otherwise approved by the Agency and including general monographs (e.g substance for pharmaceutical use, residual solvents, uniformity of dosage units etc).

Ensure the manufacturing process includes the maximum validated batch size.


	




