MHRA – Advisory Committee on Borderline Substances Certificate Request Form
Important notice:

Please ensure that you finalise all decisions for your product(s) before submitting the information to MHRA. The information on this form and the copies of the packaging that you provide for MHRA must be identical to that which you provide for ACBS.

A copy of our letter and all the material you submit to the MHRA will be sent to ACBS for their information. If there are differences, the MHRA certificate is invalidated. If any discrepancies are found, the ACBS will advise the MHRA and we may then require a complete re-submission to confirm the original certification. In such cases we cannot guarantee the certificate will be issued to meet the ACBS deadline. All requests must be submitted to the MHRA eight weeks prior the closing date for ACBS submissions. Due to other priority work we are unable to give you a timescale as to when we shall be able to reply and this may be several weeks.
Please note the information on pages 4 and 5 below and complete this form for pharma products only and email with any attachments to borderline_medicine@mhra.gov.uk
All fields and relevant attachments must be complete and must be received at least one calendar month prior to the ACBS deadline.
Company details
	Company name
	     

	Company address
	     

	Postcode
	     

	Company’s reference number (if any)
	     


Contact details

	Title
	 FORMDROPDOWN 


	Contact name
	

	Correspondence address
	

	Postcode
	

	Telephone number
	

	Email address
	

	Confirm email address
	


Product name / Submission type
	Note: Opinion will only be based on the information provided

	Product name
	

	Is this a Type 3 submission (Existing products to which minor changes are proposed)?
	 FORMDROPDOWN 


	If this is a Type 3 Submission please specify the change to the current product. Please include all previous and present promotional materials
	


Food for a Special Medical Purposes (FSMP)
	Note: If your product is presented as a food for special medical purposes you must notify the Nutrition Team at the Department of Health. Please contact: nutritionlegislation@dh.gsi.gov.uk for further advice.

	Is your product a Food For a Special Medical Purposes (FSMP)
	

	If it is an FSMP has it been notified and accepted as an FSMP. If yes, please provide copies of relevant documents. 
	

	Please state the specific diseases, disorder or medical condition for which the product is intended
	

	Please state how this product will meet the particular nutritional requirement of persons affected by or malnourished because of the stated condition
	


Product details
	Product Form (eg tablet, capsule, oil, cream etc.)
	

	Product Packaging (eg blister pack etc)
	

	Ingredients
	Details of ingredients must be attached to the email when you send this form

	Dosage Instructions
	

	Product’s mode of action, how does the product work
	

	Purpose of product including claims / wording used to promote the product to general public 
	

	ACBS Indications sought.
	

	All promotional material relating to the product must be attached and emailed to borderline_medicine@mhra.gov.uk

	Note - Opinion will only be based on the information provided. ACBS will require additional information and documentation as set out in the information on the Commercial Medicines Unit Website.


Applications to the Advisory Committee on Borderline Substances (ACBS)

Medicines legislation
In the UK, as in the rest of the EC, medicinal products which are placed on the market, are required to have marketing authorisations (formerly product licences) in accordance with The Human Medicines Regulations 2012 (S.I. 2012/1916). Amongst other things these provide that, unless exempt, no medicinal product shall be placed on the market unless a marketing authorisation has been granted in accordance with Community provisions by the licensing authority or the European Commission.  It is an offence to sell or supply or to advertise a medicinal product which does not have a marketing authorisation.

Article 1 of Directive 2001/83/EC as amended and included as Regulation 2 of S.I 2012/1916 defines a “medicinal product” as: 

(a) “Any substance or combination of substances presented as having properties for treating or preventing disease in human beings;

(b) Any substance or combination of substances which may be used by or administered to human beings either with a view to restoring, correcting or modifying physiological functions by exerting a pharmacological, immunological or metabolic action, or to making a medical diagnosis”

In practice, in coming to a view about any product, the Agency considers all the characteristics of the individual product and any information which may have a bearing on the product's status. A product may be viewed as a medicinal product because of the way in which it is presented. The Agency also considers the effect the product has on human physiology. If it satisfies one or both of the criteria, it is classed as a medicine. A product presented as a nutritional substance or cosmetic may still be a medicinal product if it contains ingredients which have a significant pharmacological effect.
When considering the classification of products that are to be submitted to ABCS the MHRA applies the same criteria as it would to all products. For further information please refer to our Guidance Note 8 “https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/506397/a_guide_to_what_is_a_medicinal_product.pdf” which I hope you will find helpful.

To enable us to consider the classification for your product we require copies of the following:

· A cover letter stating that you will be submitting your product to the next ACBS meeting
· ACBS Request form (MHRA)
· Full details of the ingredients including quantities for each

· Copies of the packaging, information leaflets and all promotional material
· Labels

· Leaflets

· All advertising material relating to the product

· Webpages
Please send the information to:

borderline_medicine@mhra.gov.uk
Or by post to: 

Medicines Borderline Section 
10 South Colonnade, 
Canary Wharf, 
London 
E14 4PU

As we receive high volumes of requests in respect of the ACBS, please ensure we receive details of your application at least eight weeks prior to the closing date for ACBS submissions. Please note that any information sent to the MHRA must be exactly the same as the information submitted to the ACBS, otherwise the MHRA certificate will not be valid.  If any discrepancy between the two applications is found, the ACBS will advise the MHRA who may then require a complete re-submission to confirm the original certification.
The issue of a letter from MHRA in respect of your application to ACBS does not mean that your product will be acceptable to the Advisory Committee on Borderline Substances (ACBS) for reimbursement at NHS expense. A copy of our letter and all the material you submitted to the MHRA will be sent to ACBS for their information.
Information on ACBS, including the dates for this years scheduled meetings, is available: https://www.gov.uk/government/publications/how-to-submit-an-application-for-acbs-approval
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