Michael Darbyshire

Policy Division, MHRA

Room 16-162  Market Towers

1 Nine Elms Lane

London 

SW8 5NQ

Dear Mr Darbyshire,

Response of the British Association of Dermatologists (BAD) to the ‘Challenges and Priorities for the MHRA’ consultation.

In general the BAD that this was well thought out and very clear. 

Our reply includes a number of ‘general comments’ relating to issues that members felt that the MHRA might consider, followed by specific responses to the specific questions asked.

General comments:-

-Generic prescriptions for topical therapy. It is widely felt that there is a lack of consideration of the contents of the base. 

-Oral generics- ensuring equal absorption. Recommendations should always consider the metabolism and bioavailability of the active ingredient not just the presence of the drug (as was rightly taken into account for ciclosporin). 

-The assessment of medicines and products related to dermatology need the input of both dermatologists and patient groups (as was done for Isotretinoin). 

-Better regulation of alternative products in dermatology and better policing of counterfeit products (ease of analysis for steroid content for example). 

-The MHRA should be more involved in regulating ‘borderline’ areas such as:-

- Pseudo allergy testing 

-Trichology clinics 

-Medical claims of ‘cosmeceuticals’ and how they bypass the rigorous      requirements of the pharmaceutical industry. 

-Massive rise in laser and ‘resurfacing’ products.

Responses to specific questions asked:-

1) The MHRA does need to raise its profile amongst doctors, particularly junior doctors, and perhaps both under and postgraduate curricula need to include something on medicines regulation. They could make more use of Specialist Societies such as the BAD to disseminate specialty-specific information.

2) Getting doctors to report incidents is always difficult. We wonder if this could be improved by the agency producing individual reports for doctors recording their reporting activity. This could be used for revalidation and as all of us experience adverse events there would be an incentive to report.

3) Our recent relationship with the Agency has been regarding Isotretinoin. In this instance we feel they have struck the right balance having consulted and listened to the involved parties, namely the BAD (as the specialist society), the pharmaceutical society, the RCGP and the Acne support group (as the relevant patient organization for this area).

4) The MHRA should strive for greater consultation with and dissemination of information via specialist societies.

5) Most members trust information from the MHRA, their Specialist Societies/ Colleges and peer reviewed articles in reputable journals (all non commercial with no vested interest - financial or otherwise).   NICE is sometimes accused of having suffered political influence and is important that MHRA is seen to be at arms length from political and financial influence if at all possible.

7) Promote consultation with patient support groups (such as was done with the acne support group for isotretinoin), the Skin Care Campaign (which acts on behalf of patients and the patient support groups as a whole).

8) We agree that the MHRA should consider and where possible facilitate the Cooksey proposal, although patient safety MUST always remain the main objective.

10) Members were not really aware of the MHRA role in supporting research and innovation (seeing it mainly as a regulatory body). The proposed stance is to be encouraged.

11) One member suggested they would be very wary about earlier conditional licensing. Although they appreciated that the process needed to be as simple and speedy as possible, they felt that a less thorough approach was bound to lead to mistakes.

12) Collaboration with Europe and beyond, particularly regarding sharing of information and avoidance of duplication of effort is very important, but members felt that the emphasis should still be National and would not wish to see the MHRA swallowed up by a Europe-wide body.

Yours sincerely

Dr Stephen Jones

Honorary Secretary

British Association of Dermatologists

