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Gurley, Sheron

From: Darbyshire,Michael

Sent:  09 August 2005 10:58
To: Kaye, Andrew
Cc: Harris, Sue
subject: FW: Response from The Pharmaceutrcal society of Northern lreland on consultation DocumentMLX 31 2 with Respect to the Licensing ot Homo,eopai'nics fZt

Andrew - one for the loo
Michael

From: Donna Pullan Imailto:Donna.pullan@psni.org.uk]
Sent: 09 August Z00S 10:59
To: Darbyshire, Michael
subject: Response from The Pharmaceutical society of Northern Ireland on consultation Document MLX 312with Respect to the Licensing of Homoeopathics (2)

for your information.

Regards.

Donna

Response from The Pharmac-euticar society of Northern Irerand on consurtation DocumentMLx 312 with Respect to the Licensing of liomoeopathics: proposals r". ""* ru"iior"r nrr..

' Do you agree with the basic proposals for the Nationar Rures scheme? yes the scheme seemsappropnate.
o Do you agree- with the types of information iisted to support the efficacy ofhomoeopathicproducts? Information is reasonable given that produatr'a*not be evaluated in tr.,. ,'u,n" *uy u.other medicines.
' Do you agree that option 4 is the best way to proceed with pLRs? on balance this wourd be themost appropriate option, to enabre products thit cunently have a pLR to remain avaitJte untitreviewed.
o Do. you agree with the proposals to only permit indications for minor self-limiting conditionsunder the scheme? yes, this restriction ii important, as there is insufficient data availabre rowarrant the use ofhomoeopathics in more seiious diseaser.
' Do you agree with the expanded remit of the ABRH? yes it would appear reasonable to makeuse oftheir expertise in this area.

PLEASE NOTE: THE ABOVE MESSAGE wAS RECEIVED FROM THE INTERNET.

on entering the GSi, this email was scanned for viruses by the Government Secure Intranet (GSi)virus scanning service supplied exclusivery by Energis iniartnership *rti, tr.r"srugel-ufs.

Please see http://www gsi.gov.uvmain/notices/informatior/gsi-003-2002.pdf for further details.

Questions posed on page 12 ofdocument

23/08t2005



Direct telepbone:
Direct facsimile:
Emai l :

+44 (0) 20 7772 6254
+44 (0) 20 7772 6359

l3 August 2005

Michael Darbyshire
MHRA t po,lrcy prolects Group)
r o I loor, Market Tower
I Nine Elms Lane
London SW8 5Ne

Our reference: pBS/ih
Youi' rcfei ence: N,fiX 3 l2

Royal Colleee of
Obsterricianland
Gynaecologists

Setting standards to improve women.s health

jl,^l;11 er",e n.oent.s park. London. NWI 4RGferephone; +44 (O) 20 7772 6200Facsimi le :  +44 (Ol  20 r ; r ; ; ; ; ;
Web'Jite: www.rcog.org.uk

Dear Mr Darbyshire,

Re: Licensing of Homeopathics

ff:ffi :i"*ffi "#,i::t1T:fi 
f 
.^'il'l"r?",:::l;ilT:ltiH:,.:ctsaremarketedinthe

**i,,,:iitFili:i3"illL:S!fi iir:tfl ':Tii$l'#:r:ffi in"ilo.:1,:?."f *,*o
iil:1i:::ili,lt",j:: li:il1.,i::fr :*h,i.*l.,y.ilnii:ru:::"::*::.,. vu,va,
Yo;rs sincerelv

X t -  /  -l 'ta ,; I"L__
P-eterBowen-simpkins I
11onorary Treasurer

REGI5TEREO CHARITY NO 21: I2AO



2 Jlpitef,
9 Aillg.'Sr-
t Pharmacv
6 Associatfon

25 years ofclinical pharmacy

UKCPA
z - ttoor, Alpha House

Countesthorpe Road
Wigston

Leicestershire
LE18  4PJ

Tet:  01 16 2776999
_ . .  Fax:0116 2776272
trmart: admin@ukcpa.com

22.5.2005

Replv to consultation document MLX3l2 from the MHRA.
The above consultation documen

Iff .'ff gl#T""4[?il,[:itf ;";;":""ffi ffi#^H::ff,"","..rtherem,o.he
Pharmacists are very keen to seescrutiny to the sare-rj ";J#;ffii"o.! i,"ff,3'#:i,�,??ffilliHffii lffi::ffiJi""iroposars wi add

Graeme Hall
Professional Secretary

!2i1"3;ir 
so", c I i nica I pha rma cy Association

2nd Floor, Alpha House
Countesthorpe Road
Wgston
Leicestershire. LEl g 4pJ
Tel :  0116 2776999
Fax: 0116 2776272
Email: mmatthews@ukcpa.com
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24 August 2005

Mr Michael Darbyshire
Medicines and Healthcare Products Regulatory Agency
16th Floor, Market Towers
1 Nine Elms Lane
London
SW8 sNQ

Dear Mr Darbyshire

MLX 312
Licensing of homeopathics: Proposals for a new national rules scheme, for a review
product licences of right and to expand the remit of the advisory board on the registration
homeopathic products (ABRH)

Thank you for askrng College to comment on the above consultation document.

The Royal College of Physicians and Surgeons of Glasgow is happy to support thts initiatjve'

Yours sincerely

4'tufu

of
of

// Dr P v Kniqht. FRcpcl"tq'' Honorary Secretary

Royal College oi Physiclans and Surgeons oi Glasgow

232 242 Sl V ncenl Slreet

Glasqo\ r

G2 5RJ

\ +44 (0) 141 221 6072

I  +44  (0 )  141  221  1804
Re!,s lercd Char ly  Number:  SC000847
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RCPE W
Royal College of Physicians of Edinburgh

9 Queen Street, Edinburgh, EH2 UQ
te|: ()131 2251324 fax:0131 220 3939

A chairv leost.r.d r. Scodand, no. SC009a65

Dirett Dial: 0131-247 3608
Direct Fax: 0131-247 3675

Email: Llockhart@rcpe.ac.uk
Fellowship Support Unit

Our Ref: JSACnhl

Mr Michael Darbyshire
Policy Projects Group
MHRA
1 6'n Floor
Market Towers
I Nine Eims Lane
LONDON Sw8 5NQ

I September 2005

Dear Mr Darbyshire

consultation Letter MLX 312: Licensing of Homeopathics - Proposals for a New National

Rules Scheme, for a Review of Product Licences of Right and to Expand the Remit of the

Advisory Board on the Registration of Homeopathic Products

I refer to your letter dated 2l June 2005 requesting comments on Consultation Letter MLX 3 I2. 1 am
pleased to enclose the comments of the Royal College of Physicians of Edinburgh.

Please note that these comments have already been sent to you by e-mail.

Yours sincerely

fu,0*
John S A Collins MD FRCP Edin
Secretary

ww.w.fcpe.ac.uk



COMMENTS ON

MEDICINES AND HEALTHCARE PRODUCTS REGULATORY
AGENCY

Consultation Letter MLX 312: Licensing of Homeopathics - Propos.af for a

New National Rules Scheme, for a Review of Product Licences of Right and
.- toExpandtheRemitof theAdvisoryBoardontheRegistrat ionof

- 
Homeopathic Products (ABRH)

TheRoyalCollegeofPhysiciansofEdinburghispleasedtorespondtotheMedicinesand
Healthcare products n"gututo.,y .Lg"n cy on c"onsuliation Letter MLX 3.12 on the licensing of

Homeopathics.

A national rules scheme is proposed for homeopathic medicines' lt would exist in parallel

with the simplified ,.h.." unJ'p.oumably resuit in removal of the product licences of right

which is needed. tn essence, th; National itules Scheme would be similar to a full marketing

authorisation except for the requirement to demonstrate effrcacy

Efficacy would not be supported by trial data but bibliographic evidence that the produa has

been used in the indication, .ougrt It would be "suffrcient to demonstrate that homeopathic

prr"ii.*r, would accept the elffrcacy of the product for those indications" (page 9). The

exemption from demonstratrng eflicaiy originilly established under the simplified scheme

"rJ p-p"*C in the national"rul", s"|,",oJpot"ntially establishes double standards which

""rfi Ui, counterproductive for effective healthcare The impact of this is minim^ised by

"1"*ng only ..-inor indications". yet these minor indications are far from straightforward,

andheadacheorbackparncouldwellbeduetoamajorunderlyingi l lnessiemajorcondit ion.

I We broadly agree with accepting Option 4'

2 Under the circumstances' the rules would be broadly acceptable Clearly' a judgement

isneededastowhatcons t i tu tesaminorcond i t ion .There isa lso the issueasto the
ingti of time for which a product can be used without some sort of review (in case the

symptoms for which rtte pioduct is beinglsed'.eg headache' are indicative of a serious

,onOition; The MHRA may wish to build this into their thinking.

3 We think the basic proposals of the National Rules Scheme are reasonable

All College responses are putrlished on the College website www'rcpe'ac'ulc

Further copics of this response are available from Lesley Lockhart (tel: 0l3l

email : l.lockhart@rcPe.ac.uk)

225 7324 ext 608 or
I September 2005

Page I



THr Royer Colmcr, oF RADrolocrsrs

TEL: 020 7636 4432
FAX: 020 7323 3100

38 PORTLAND PLACE
LONDON WIB lJQ

From the OfJice of the President
Professor Janet Husband, OBE FMettSci FRCp pRCR

7th September 2005

Mr Michael Darbyshire
MHRA (Policy Projects Group)
I 6'" Floor
Market Towers
I Nine Elms Lane
London SW8 5NQ

Dear Mr Darbyshire

The Licensing of Homeopathics: Proposals for a New National Rules scheme, for
Review of Product Licences of Right and to Expand the Remit of the Adviiory
Board on the Registration of Homeopathic products (ABRH) - consultation letter
MLX312.

we are pleased to offer comments on these proposals and feel these proposals are a
very important step forward. We are in agreement with all five bullet points on p 12
pua 44, pagel2 and strongly support the National Rules Scheme and the tvoes of
information listed to support the efficacy ofhomeopathic products

We agree that option 4 is the best and also agree with the proposals to only permit
indications for minor selfJimiting conditions. we strongiy suppo( the expanded
remit of the ABRH. we feel that these proposals should conect the anomalies and
inconsistencies of previous licensing regulations. The MHRA's commitment to
review the PLR with more serious indications is also very important, given the lack of
scientifically-based evidence about possible adverse side effects. As with all
medicines, patient safety should be the main criterion, and this will apply to the
efficacy and high quality of homeopathic products.',

we believe opting for the National Rules Scheme in this case is sensible. There is
always a cultural dimension in attitudes to medication generally and to ,,altemative',
therapies in particular. This Scheme gives the ABRH sufficient flexibilitv to take
account ofthe history and attitudes ofthe uK in respect ofhomeopathic proiucts and
practices while also ensuring patient safety. we suggest that the National Rules
Scheme will also be welcome because there has been so much adverse oublicitv

I
Rcgistered Charily No. 2 | I 54O VAT Regisrration No 706 9665 05

E mail :  enouir ies@rcr ac.uk Inlemer' hrln / /www r.r 2. r l i



associated with "blanket" bans on familiar UK products (particularly food products)
by the EEC.

Specific Comments

The document could be clearer - for example page 6 para 11: "The procedure is regarded
as simplifed because there is no requirement for data to demonstrate fficacy (there are no
indications) and because the eligibility criteria confer a celtain reassurance on safety, so
lhat the data requirements on safety are usually minimal. "

In particular, the Summary on page I is cryptic for an introduction to the present situation.
We would recommend expanding it on along the lines of the clearer summary on pages 3l-
32 under 2: Purpose and Intended Eflect of the Measure - 2:1 Obiective and 2:2
Background.

Does the "amateur reader" need an explanation of what "indications,, are? This is
explained in parenthesis later in the document (see quote above) but perhaps is needed at
the beginning.

Outline of Data Requirements: para 2 1 " Quality 
" and paras 2 j, 24 and 25 " safety',

We are concemed about the qualifications and independence of the ,,experts', who are
required to report on e.g. the "quality dossier" (para 22), "safety data" (para 26) etc.

We strongly support the proposal that "the onus for supporting the safety of the product
will lie with the applicant".

The proposal that "the Agency should prepare and publicise a list ofthe stocks considered
to be toxic" is welcome. We suggest that this and other information on toxicity "should be
freely available to the public in aformat that is comprehensible to all".

Adttisory Board, para 18, page B
We agree with cutting out appeals to the Medicines Commission. All reviewing bodies
must be independent.

Outline of Data Requirements: Effcacy para 28. page 9.
If this a disputed matter, is it sufficient/acceptable to require that information provided
"should be in the form of proving, excerpts from homeopathic material medica or other
bibliographic data and should be sufjicient to demonstrate that homeopathic practitioners
would accept the effcacy of the product for those indications". Apart from being badly
expressed, this requirement entails a generally agreed definition of a (reliable) homeopathic
practitioner. We assume there is a licensing system but qualifications should be
emphasised.

We are concemed about Product Licences of Right page I l, para 40 which states that "cr?

individual practitioner's ability to supply a product for whatever he feels fit, under his own
responsibility, would not be fficted by the proposals". This is poorly expressed but
should it also make clear that ALL individual practitioners should advise patients and
prescribe according to the recommendations of the ABRH on product safety etc.
otherwise, this leaves a loophole for practitioners to recommend substances to patients that



may be available (over the intemet for example) but are not licensed, and the patient may
not be aware that he/she is taking a risk.

Alnex I: Selected Text from the Directive, page ll Article l6 para 2
we believe an added merit of the requirement that Membei States ,.shall notify the
commission of the specific rules in force" is that we shall all learn from each other
and there is likely to be a healthy, continuing debate on these matters. Another very
good,example is the requirement for consultation between Member states occurs in
Article 65 p 20.

The detailed requirements for labelring, packaging etc look admirably comprehensive
and clear. It will be interesting to see how the industry, practitioneri and the general
public regard them.

Annex ) p 19 Article 63
This section raises the subject of languages. we suggest that information on herbal
products should be available for peopte of diffeiit ethnic languages and that
consideration should be given to supplying information /or peopri with disabirities
e.g. eyesight, learning disabilities, the elderlv etc.

Other Issues in Annex l
we think careful consideration has been given to the cost of compriance (reasonable);
to consultation with small businesses; to the impact on businessei, small and ta.ge; io
the assessment of competition; to enforcement and sanctions; and to the issue of
fairness.

We think the procedures for Monitoring and Review (page 3g, para 1l) are very
sound.

Note on Training
we suggest that consideration should be given to who w I be invorved in training
people involved in healthcare (Gps, pharmacists, senior nurse specialists, hospftil
consultants etc)' to the resource imprications, and the need to overcome the ignoiance
and prejudice against the use ofherbal medicines by doctors.

We hope these comments are of helo.

Yours sincerely 
,4/,t-a^.( l+"",6 a4

ProfJanet Husband OBE FmedSci FRCp pRCR
President
janet_husband@rcr.ac.uk



From:
Sent:
To:
Cc :
Subject:

Darbyshire, Michael
12 September 2005 09:55
Kaye, Andrew
Harris, Sue
FW: MLX 312

. - -  O r i g i  n a l  M e s s a g e -  - -
F r o m  :  w a l l a c e ,  J a r n e s  [ m a i l t o  :  j a m e s . r v a l l a c e @ y o r k h i ] 1 .  s c o t . n h s . u k l
S e n t :  0 9  S e p t e m b e r  2 O O 5  7 2 : 3 4
To:  Darbysh i re ,  M ichae l
Sub jec t :  F I , l :  MLX 312

> Dear  [Wa11ace,  Jarnes ]  Michae l  ,
>  [4a11ace,  James]  The paed ia t r i c  ch ie f  pharmac ls ts
>  group hawe cons idered the  proposa ls  in  MiX 312 and h  [Waf1ace,  James]>  ave  the  fo l low ing  comments

> 1  we agree w i th  the  bas ic  p roposa ls  fo r  the  Nat iona l  Rures  schemefor  l i cens ing  homeopath ic  p roduc ts .
>  2  We ag! :e  tha t  the  types  o f  in fo rmat ion  l i s ted  cou ld  fo rm thebas is  o f  suppor t  fo r  the  e f f i cacy  o f  horneopath ic  med ic ines .
>  We are  p leased to  no te  tha t  labe l l ing  on  the  ou ter  packag ing  w i l li nd ica te  wether  o r  no t  the  produc t  i s  su i tab le  fo r  use  an  bab ies  or  ch i . ld ren .>  3 l4e  s r rppor t  op t - ion  four  as  the  bes t  way  Lo  proceed w i th  p r ,R,s
>  4  We aqree w i th  the  proposa ls  to  l im i t  t t re  ina ica t ions  perml t tedunder  the  scheme.
> 5 We support the expanded remit oi the ABRH.

, 
"alnes wa l lace

> pharmacy 
l t ' i a l lace '  ' rames]  D i rec to r  o f

our  rep ly  i s  no t  con f ident ia l  .

Th is  emai l  and any  f i les  t ransmi t ted  w i th  i t  a re  conf ident la l  and in tended sore fy  fo rthe  use  o f  the  ind iv iduar  o r  en t i t y -  to  rahom they  are  addressed.  I f  you  have rece ivedth is  emai l  in  e r ro r  p lease no t i f y  ihe  sys tem * . i r "g . . .

Th is  foo tno te  a lso  conf i rms tha t  th is  emai l  message has  been s \ rep t  by  MIM's \ , /eeper  to rthe  presence o f  computer  v i ruses

wr,,/1r. mimesweeper . com



Royal College
of Nursing

The voice of nursing in the UK
Michael Darbyshire
MHRA (Policy Projecrs Group)
6'" Floor, Market Towers
Nine Elms Lane
London SW8 5NQ

8 September 2005

Dear Mr Darbyshire

Royal College of Nursing
Professional Nursing Department
20 Cavendish Square
London
WlG ORN

Ce Iia Manson (lIiss)
Adviser in Nursing Practice

Telephone
Fax
Email

0207 647 3763 (direcr)
020'7 641 3429
celia.manson@I!n.org.uk

Consul tat ion Let ter  MLX 312
Licensing of llonreopathics: Prop.sals fo' a new national rules scheme, for a re'ierv of
product licences of right and to expand the remit ol'the advisory board on the registration
of homeopathic products (ABRH)

with a membership of over a third of a milrion, rhe Royal college of Nursing (RCN) is the
largest professional association and union ofnursing staffand students in the UKI As such, it is
an influential voice for nursing at home and aboard. The RCN promotes nursing interests on a
wide range of issues by working closely with the Govemment, parliament, unioris, professional
bodies and voluntary organisations.

The RCN rvelcornes the opportunity to comment on these proposals. The RCN considers that
the approach of removing anomaries and permitting some previousry prohibited products onto
the market is sensible. The RCN rvercomes the proposal to print indications for uie on over the
counter ltotneopathic products.

The RCN considers it desirable that any other homeopathic treatment will be accessed via
consultation with a qualified homeopath. However, the RCN has concems that access to such
treatments may be limited to those able to afford to pay for consurtations. The RCN
acknowledges the availability of homeopathic treatment within the NHS. However, it has
concerns that this is patchy in provision and is not consistently available across the UK.

I attach more detailed comments on the proposal, prepared by a member of the RCN who is
both a registered nurse and a nrember ofthe Faculty ofHomeopathy.

With best  wishe s

Yours sincerely,

dZX"c,
Cel ia  N{anson
Nurse Adviser

Boyal College ot Nu.sinq
ot the uniled Kangdom

RCN Dnect  0845 /72 6r00

Her Majesly th€ Queen

Beverly t\4alofe FN. PhD. FAAN

Ihe RCN represents nurses
and nursing, promotes
excellence in practice and
shapes health policies

20 Cavendish SquarP
London Yr'rG oBN
TFlFphono .4d (oJ 20 /d0q 111r s '  t i i  oor lon OBt I  FCN

BCN ftoo,.lt rntl,n one tq)rtp.ot1.han!,. nuhbor 2/b41\



Annex 4

RESPONSE TO CONSULTATION LETTER MLX 312

LICENSING OF HOMEOPATIIICS: PROPOSALS FOR A NEw NATIONAJ- RULES
SCHEME

Please the proforma and rcturn to Michael Darbyshire

September 2005. You moy also e-mail your response to
michael.darbyshire@tmhra. esi. eov.uk

Nu,., C-e.{ft Ml\tt!:ors " I rrr*ns. Auvr.seq)- -  t ' -
n  n  N \

companvna.me: Kp)At- Lor-xPae or l\uA\f\A,,
we have the following comments to make on proposals for the Homeopathic National Rules
Scheme:
(Please use additional sheets as required)

30



Consultation Letter MLX 312
Comments on Licensing of  Homeopathics:  proposars For A New Nat ionar Rures
Scheme And For A Revierv Of Product Licenses Of Right And To Expancl The
Remit of rhe Advisory Board on The Registration oi Homeopathic products
(ABRlr)

Pa ragraphs:

3 currently homeopathic products granted certificates under Simplified Scheme must not
detail any specific therapeutic indication.
Comment:  This l imits the market ing appl icat ions and the accessibi l i ty of  certain
homeopathic products licensed under thjs scheme.

5. The proposals will correct the anomarous situation of inconsistencies arising in
homeopathic products relating to when.they were licensed.
Comment: They will also change the current situation in that new homeopathic Droducts
could be licensed with indications that exclude serious disease.

6.MHRA would review PLR's with more serious indications
comment: This ensures a safety and quarity assurance process in situqfor the pubric

Advisory Board on the Registration of Homeopathic products
17. It is proposed to expand the remit of the committee to include advice with respect to
safety, quality and efficacy on any homeopathic medicinal product for human use in
respect of which a marketing authorization could be granted under Article 16.2 of
directive 200ll83lEC and on homeoparhic medicinal products with pLR,s.
Comment: The expansion of the remit of the ABRH is necessary under the proposed
National Rules Scheme with the marketing of specific homeopathic products ior minor
self limiting indications and review of homeopathic medicinal products with pLR,.

19. It is not proposed to change the membership of the ABRH.
comment: The membership of rhe ABRH should be changed to include a representative
from the nursing profession as education and training in homeopathy for regisiered nurses
nolv involves the prescribing of homeopathic medicines.

Data requirements

Quality assurance
2l . Additional in-process and finished product controls are likely to be needed to verify
the content and uniformity ofthe homeopathic stock in the dosage form
Comment: Quality assurance measures is reassuring and necessary for professionars
practising homeopathy and the public accessing this treatment

Saf'ety



24. ln the case ofhomeopathic products derived from toxicological substances the
Agency rvi)l prepare and publicise a list ofthe stocks considered to be toxic with
applicants supplying additional data to support the safety ofproducts.
comment: This information is important ior registered iealih prof'essionals when
imple menting reguJations regarding the prescribing of homeopathic medicines

25 ' 
.26- 77 ln all cases the applicant wiI stilr require to supply data to support the safety

ofthe product and tojustify the proposed product labeling and product tir.ru,rr". Srf",y
ofproduct will be maintained for the duraiion ofauthorizition with periodic Safety
Update Reports and electronic reporting of adverse reactions.
comment: This is an essentiar process and especialy when the srtuation arises when a
new homeopathic products is introduced in the proposed National Rules Scheme

Efficacy

28 Applicants can demonstrate efficacy in indications sought from provings, materia
medica, and other bibliographic data.
Comment: The evidence must be sufficient to demonstrate that the ABRH would accept
efficacy of the product for those indications

29 Proposal that products wiI onry be permitted to have indications for minor self-
l imit ing condit ions.
Comment:  The ABRH should advise in this s i tuat ion

3.1/32 Additional safety measures are in place to ensure that any applicant wishing to
clairr indications not admissibre under-these Rures must appry ior iuI marketing
authorisation supported by evidence of efficacy from contiolied trials.
comment: For applicants craiming indications not risted under minor self-rimiting
conditions then more rigorous clinical data is required which is a safety measure ti
protect the public

Legal Status

13. All parenteral products continue to be prescriptirn only Medicines (pOM).
Comment:  This s i tuat ion should cont inual ly be r lv iewed tv the ABRH.

Proposal for Option 4

PLR's are renewed rvith MHRA reviewing indications ricensed for especia y those
licensed for more serious indications. Anthroposophicar medicines wiI be retained on
market as PLR's without indications beneficiar foi anthroposophicar pracrice. This would
not be the case with option 2. Bach Frower Remecries migit atio come into this category.
opt ion 4 al lows for new homeopathic products to be r ice-nsed, which are not er ig ibre for
Simplified Registration Scheme and therefore of a benefit to patrents and health



professionals practising homeopathy option 3 wourd incur an lncreased workroad as werlas cost to pharmaceutical companies.

39' I egislation enabring products to be rabered with indications is consiciered to be ofbenefit to patients.
comment: These indications are rikery to target the main minor rndication for thespecific remedy being marketed. Additional iiformation regarding the minor indicationand remedy could be supplied in information leaflets for thJ general public.

4l Review ofindications that pLR's are ricensed for in particurar more serious
conditions requiring constant clinical supervision.
comment: It is not definite how many homeopathic remedies would fit the criteria.

42. Compulsory variation of pLR,'s as a result of not being reassured regarding thecontinuing use ofa homeopathic product for more serious"illnesses. The ticensing
authority is required to consult an appropriate Section 4 advisory committee beforeproposlng a compulsory variation of Iicense.
C:r rn:n,r.Y,l! rhe proposed expansion of the remit of the ABRH, pLR,s would bereTerre.  ro ABKH rather than cSM. which wourd provide expert  knowredge in the f ierdof homeopalhy and most appropr iafe in rh is s i luar ion



Annex 4

RESPONSE TO CONSULTATION LETTERMLX 312

LICENSING OF HOMEOPATHICS: PROPOSALS FORA NEW NATIONAL RULES
SCHEME

Please the proforma and rcturn to Michael Darbyshire MHM (Policy Proiects
nr. Market Towers. I Nine Elms Lane. London S\YS SNO bv 13"

September 2005. You may
michael.darbvshire@mhra. gsi. eov.uk

also e-mail your response to

N.-., ... /.ffi ....:.Yf.:* :.:* : ?

companv name: .4eq:r... .1LM1f9.:1.!:L:. . .j9:13*:. ...

We have the following comments to make on proposals for the Homeopathic National Rules
Scheme:
(Please use additional sheets as required)

Le l-^r- .o 6,u--,ZL.

,1,1" -



R o y a l  C o l l e g e  o f  G e n e r a l  p r a c t i t i o n e r s

Dr. Maureen Baker CBE DM FRCGP
Honorary Secretary of Council

Mr Michael Darbyshire
MHRA (Policy Projects Group)
16'" Floor, Market Towers
I Nine Elms Lane
London SW8 5NQ

For enquiries please contoct: Dr Maureen Baker

;#:!;,:riffi#
13 September 2oo5 

Fax: o2o 7589 3145

Dear Mr Darbyshire

1 . The College.welcomes the opportunity to comment on the MHRA's proposals
concerning the homeopathic matters set out in consultation letter MLX 312.

The Royal college of General practitioners is the largest membership organisation in
the united Kingdom solely for Gps. It aims to encourage and maintain the highest
standards of general medical practice and to act as the "voice" of Gps on iisues
concemed with education; training; research; and clinical standards. Founded in 1952,
the RCGP has over 22,500 members who are committed to improving patient care,
developing their own skills and promoting general practice as a diicipline.

Because of ihe existing situati(-,n lvith regard tc ihc inarkcting of lionreopathic
remedies, as described in consultation letter MLX 312, where only product License of
Right (PLR) allowed indications to be cited, many homeopathic products could not be
marketed for-specific indications. The cunent proposal is to use new EU regulations
ro 'introduce 

... specifc rules.. in accordance with the principres and charaiteristics
of homeopathy as practised in that Member stale' to, iniffect, license new or existing
homeopathic medicines with indications on the basis ofno rigorous scientific data oi
effectiveness or safety but assurances mainly on quality ofproduction. whilst this has
attractions for those with faith in homeopathy, a more scientific alternative would
have been to withdraw the right for any of them to be able to state an indication and
be marketed on that basis unless, of course, there was proven evidence of
effectiveness. That said, if the MHRA is intent on following through its proposars we
agree that the approach it is suggesting is not an unacceptable on" pro,rid"d MHR A
(and the Advisory Board on the Registrat ion of  Homoeoparhic proclucts -  ABRH) are
content that the public are fully protected.

3 .

2 .



4. we would support the concept of the introduction of fees for herbal and homeopathic
substances as this should ensure that quality control in their production is assured and
that only reputable sources would be used for the production ofthese products.

Looking at the detail of the proposars we ask how homeopathic remedies can be
assessed for safety and quality, as they are only water containing "vibrations" from
many products at infinite dilution. It is impossible to identify whither a product has
been subject to the base constituent or is purely water taken from a tap. some ofthese
may be Pharmacy only preparations which would seem to be a remarkable situation
for what is tantamount to the sale of water.

A further detailed comment we have concems the inclusion or otherwise of herbal
teas. Both coffee and traditional tea contain drugs. would these be included within the
scope of these proposals or would they be specifically excluded? And what would be
the situation of other 'ffuit' teas such as camomile - some of which are reputed to
have medicinal properties. Are these to be excluded or included within the proposals
and ifnot - why not - and if so - why not other infused drinks?

I acknowledge the contributions of Dr Graham Archard, Dr Tony Crockett and Dr
Ross Taylor towards the above comments. While contributing to this response, it
cannot be assumed that those named alr necessarily agree with all of the above
comments.

7.

6.

5 .

Yours sincerely

\ \ a--.--..(=--- &^t^-

Dr Maureen Baker
Honorary Secretary of Council
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HRH Th€ Pnncess Royal

From the Registrar
Dr Sheila Shribman

13 September 2005

Mr Michael Derbyshire
MHRA (Policy Projects Group)
l6 'n FIoor
Market Towers
I Nine Elms Lane
London
sw8 sNQ

Dear Mr Derbyshire

Dr Shei la Shribman

Consultation Letter MLX 312: Licensing of Homeopathics

The Royal college of Paediatrics and child Health welcomes the opportunity to
submit comments on the above consultation document. The college's i"rponr" *u,
developed following consultation with the Joint RCpcH,alppG Medicines
Committee, chaired by Mr James Wallace.

We have the foJlowing comments:

1. we agree with the basic proposals for the National Rules scheme for licensing
homeopathic products.

2. We agree that the tlpes of information listed could form the basis of support
for the efficacy of homeopathic medicines. We are pleased to note ihat
labelling on the outer packaging will indicate whether or not the product ls
suitable for use in babies or children.

3. We support option four as the best way to proceed with pLRs.
4. we agree with the proposars to limit the indications permitted under the

scheme.
5. We support the expanded remit of the ABRH.

I hope this is helpful. Please ret me know if we can be of any further assistance.

Yours sincerely

Rel 079/05

REorsrriREr) CTARnY | 057744 Website: www.rcpch.ac.uk
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From The Registrar
Rodney Bumham MD FRCP

Telephone extension 235
Direct facsimile +44(0) 20 7487 5218
rodney.bumham@rcplondon.ac.uk

Mr Michael Darbyshire
MHRA (Policy Projects Group)
16'" Floor
Market Towers
1 Nine Elms Lane
London SW8 5NQ

13 September 2005

Dear Mr Darbyshire

Consultation Document: MLX 312
Licensing of Homeopathics: Proposals for a new national rules scheme

The Royal College ofPhysicians welcomes the opportunity to comment on the above
consultation document. We wish to make the following points.

r The use of homeopathic medicines is not supported by many physicians, who strive for
robust evidence of efficacy, safety and quality, most fiequently though Randomised
Controlled Trials with suitable placebo or positive controls.

. However, homeopathic products are and will continue to be widely used, and their regulation
is to be welcomed, provided it is not misconstrued by the public as official endorsement of
unfounded claims ofeffrcacy. The use ofhomeopathic products in certain, mild self liminng
conditions is often preferable to the use of 'real' medicines which carry the risk ofadverse
drug reactions; the placebo effect is potentially helpful, and should not be discouraged in the
case of harmless but comforting measures (eg massage) unless it is at the expense ofactually
misleading patients. In this regard it is important that unsubstantiated or falsi claims of
efficacy are absolutely prohibited. Factually correct statements in the product information or
labelling regarding traditional use along the lines "product X has been used for many years in
treating muscular discomfort" should be compulsorily qualified by a statement to be agreed
with the regulatory agency along the lines of"but there is no evidence that it is more
effective than dummy treatment".

o Two major risks with the use of homeopathic medicines are:
a) If a serious and treatable disease has been misdiagnosed
b) Inappropriate use of a homeopathic remedy when the diagnosis is correct
In (b) it might be argued that even if safety was not a concem, if the product is not eflective
then the risk/benefit balance may be in the wrong direction. An intemet site advertising a
homeopathic remedy for both the treatment and prophylaxis of malaria (!) provides a recent
example. This raises the spectre of intemet advertising and advertising in general which is
not mentioned in the MLX. No doubt theABRH will be attendins to this.

\-^.1
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Th.e College could not support any option which did not make rt mandatory that the
rndication must be stated on the product and accompanying ilrerature.

we would strongly support that the ABRH sets the standard for ,serious conditions, and rules
on use of homeopathic products against the list. This will not be easy.

we would preler to see all homeopaths brought under the New Rules Scheme, but realise theburden that would place on industry the MHRA and the ABRH. Therefore *" *outa ,uipo.tthe preferred option 4.

ln answer to the specific proposals:
a) We support the introduction of the National Rules Scheme
b) Efficacy. There is no question that the prospective RCT provides the best evidence ofellicacy. In most circumstances, this wiI not be available 6r homeopathic products. It is notclear what 'provings' are in para 2g.

In response to the questions posed in para 44:
Q2 It is hard to believe that any practitioner would accept bibliographic data unress the
efficacy evidence was robust. Thus, ,efficacy' *outa orrty U. ucceptable for minor, self-
limiting conditions where a placebo r".ponr" is acceptable. But, as stated before, the risk ofmisdiagnosis remains. Thus, in Annex 2, there are a number of diseases/conditions that
would not be acceptable eg dysmenorrhoea, psoriasis, local treatments ofthe eyelear.
Q3 As stated above we agree with option 4
Q4 Yes: Sel f- l imir ing condit ions, r igorously def ined
Q5 Yes

This response may be made fieely available.

Yours sincerely

(r,14>
Dr Rodney Bumham
Registrar
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Kaye, Andrew

From: Darbyshire, Michael

Sent:  1 3 September 2005 15:25

To: Kaye, Andrew

Cc: Harris, Sue

Subject: FW: Licensing of Homeopathics:

Attachments: LICENSING OF HOMEPATHICS-response.doc

From: Sue Ward [mailto:sward@eczema.org]
Sent: 13 September 2005 15:30
To: Darbyshire, Michael
Subject: Licensing of Homeopathics:

Dear Michael,

I attach a response from the National Eczema Society to consullation paper.

Regards

Sue Ward
lnformation & Education Manager
National Eczema Society
sward@eczema.org

PLEASE NOTE: THE ABOVE MESSAGE WAS RECEIVED FROM THE INTERNET'

On entering the GSi, this email was scamed for viruses by the Govemment Secure Intranet (GSi)
virus scanning service supplied exclusively by Energis in partnership with Messagelabs.

Please see http:i/www.gsi.gov.uk/mair/notices/information/gsi-003-2002.pdf for further details.

In case of problems, please call your organisational IT helpdesk

I  K/nO/rnn5



LICENSING OF HOMEPATHICS: PROPOSALS FOR A NEW NATIONAL RULES
SCHEME.

RESPONSE FROM THE NATIONAL ECZEMA SOCIETY

The National Eczema has read with interest the consultation paper sent to them by the
MHRA and we would support the MHRA proposals as follows:

The Society in general agrees with the basic proposals for a National Rules Scheme and
the proposals for the types of information listed to support the efficacy of homeopathic
products. However, the Society is concerned that patients should be given some
information about the lack of rigorous clinical trials, even for minor, self limiting
conditions. Without such information there is a danger that patients will assume that
rigorous trials have been carried out simply because the products are registered under
the National Rules scheme.

We agree that the current proposals should permit only indications for minor self-limiting
conditions under the scheme.

We support the expanded remit of the Advisory Board on the Registration of
Homeopathic Products.

Sue Ward
Information & Education Manager
On behalf of the National Eczema Societv
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From: Darbyshire, Michael

Sent :  15 September 2005 09:59

To: Kaye, Andrew

Cc: Harris, Sue

Subject: FW: l,4LX 312 consultation

lmportance: H igh

From: Angela Johnson Imailto:angela johnson@rpsgb.org]
Sent: 14 September 2005 15:58
To: Darbyshire, Michael
Subject: MLX 312 consultation
Importance: High

Dear Mr Darbyshire,

Apologies for the delay in responding.

Please note that the Royal Pharmaceutical Societyy of Great Britain will not be commentinq on the above.

Yours sincerely

Angela Johnson
Corporale and Strategic Development Directorate
Royal PharmaceLttical Society of Great Britain
1 Lambeth High Street
London SE1 7JN
TEL: 020 7 57 2 2205N oicemail
FAX:020 75722500
Email: angela johnson@rpsgb.org

CONFIDENTIALITY
The infotmation contained in this emaii and any attachments is confidential and is intended for
exclusive use ofthe adressee(s). Ifyou are not the adressee, any use of this information is
unauthorised and prohibited. If you have received this email in error, please contact me
ditectly.

PLEASE NOTE: THE ABOVE MESSAGE WAS RECEIVED FROM THE INTERNET.

On entering the GSi, this email was scanned for viruses by the Government Secure Intranet (GSi)
virus scanning service supplied exclusively by Energis in partnership with MessageLabs.

Please see http://www.gsi.gov.uk/main/notices/information/gsi-003-2002.pdf for further details.

In case of problems, please call your organisational IT helpdesk

t6/09t2005
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Kaye, Andrew

From: Darbyshire, Michael

Sent: 1 5 September 2005 13:29

To: Kaye, Andrew

Cc: Harris, Sue

Subject: FW: licensing of homeopathics

Aftachments: Licensing of homeopathics.doc

From: lane Virgoe (BVA) [mailto:Janev@bva.co,uk]
Sent: 15 September ZO05 72i17
To: Darbyshire. Michael
Subject: licensing of homeopathics

Dear Mr Darbyshire

Please find attached the British Veterinary Association's response to the above consultation. I am sorry for
this slight delay in its submission but hope that our views may still be taken into account.

Wth kind regards

Jane Virgoe

Jane Virgoe
Palicy Develapmenl Manager
BVA
7 Mansfield Street

r4l1G gNQ

Tel: 020 7636 6541

This communtcatton and the information that it contains B intended far lhe person ot otganisatian named above and for no other person or
organisalian and may be confratenlial and prolecled by law. Unauthonsecl use, copying or dtsclosure of ils conlents may be unlawlul lt rou have
received this communicalion in error, please conlacl us immediately on lhe numbers given above This efiail and any altachmenls are believed to
be frce of any virus, or any defect, which might affect any conpuler syslen into which they arc rcceived and opened. No responsibility is a$epted
by the BVA for any |oss ot clamage aising jn any way frcm receipl ot use thercof. All enails sent and/or received by the BVA may be monitored
and/or slored for monitonn? purposes.

This email has been scanned for all viruses by Netscalibur Mail Scanner, powered by Messagelabs.
For more information on a proactive email security service working around the clock, around the
globe, visit
Il(t1!p-://rvurv.netscali bur.co.uk/scanner/inclex.html

PLEASENOTE: THE ABOVE MESSAGE WAS RECEIVED FROM THE INTERNET.

On entering the GSi, this email was scanned for viruses by the Govemment Secure Intranet (GSi)
virus scanning service supplied exclusively by Energis in partnership with MessageLabs.
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BRITISH VETERINARY ASSOCIATION

Consultation Response to the MHRA:

Licensing of HomcEopathics: proposals for a new nationar rules scheme and for a
review of product licences of right
rmplementation of the Directive on Traditionar herbar Medicinar products:
Directive 2O04l24lEC

1 .

2.

Introduction:

l The British Veterinary Association (BVA) is the national representative body for the veterinary
profession in the united Kingdom and represents circa 10,000 members. our chief interest is
to protect and promote the interests of the veterinary profession in this country and we
therefore take a keen interest in a 

 

issues affecting the veterinary profession, be they anima
health, animalwelfare, public health or employment concerns.

2. The BVA welcomes the opportunity to comment on the above consuttations and has
consurted with the rerevant representative BVA divisions. The response berow incrudes
comments from individuar members and the fo|owing Divisions; the British smafl Animal
veterinary Association (BSAVA), the society of practising veterinary surgeons (spvs) and the
Central Veterinary Society.

Licensing of Homeopathics

Overview:

3. BVA considers the licensing and thus endorsement of homeopathic remedies by the MHRA to
be a serious cause for concern for the following reasons:
o Products will be licensed with no requirement for any proof of efficacy.
. The permitting of remedies to be marketed with "indications" which are scarcerv

distinguishable from theraDeutic claims.
. No genuine "provings" of hom@opathic remedies have ever successfully been performeo

in animals. Wild extrapolation of a disproven human therapeutic modality to animals is
therefore an offence to animal welfare.

4' Providing hom@opathic remedies with yet more officiar ricences and endorsement, even
permitting "indications" (essentially therapeutic claims), is a retrograde and damaging step,
and we urge the MRHA to reject this course.



The concept of 'Indications'

5. it is believed that "indications" will be interpreted as evidence of therapeutic claims, which is

a major cause for concern. The grounds for such indications, "bibliographic evidence that the
product has been used in the indications sought", are hugely at variance with the rigorous

proof of efficacy required for all other newly-licensed medicinal products. Describing claims

merely as "indications" appears to be a deliberate attempt to use words that would equate in

the mind of the consuming public with a proper therapeutic claim even if, for those in the

know, there is a technical difference. The use of such terminology is a tactic much used and

abused in the world of alternative medicine and it should be reslsted. The idea of generalised
"indications" also flies in the face of the homceopathic principle of individualisation that its

advocates are supposed to adhere to.

The suggestion that such licences should be granted only for indications in which the

condition is expected to self-cure is nonsense. The public should be able to expect that

licensed medical products are fit for the purpose for which they are sold. This can only be

achieved by proper clinical trials and there should be no difference in the principle of proper

assessment, no matter what the clinical indication.

6.

Proof of efficacy

7. There is confirmation in the consultation document that there will continue to be no

requirement for proof of efficacy of these homceopathic products. The proposal 's that a
license will be issued if the manufacture of the products is proven to meet certain criteria,

and that they have some proof that they have no adverse effect. One of the golden rules of

medicine is'at first do no harm.' If these products are issued with labels which have an

authority behind them proving they are 'approved' this could make people raise their

expectations of what they can do for them or their pets, and still there is no requirement of
proof of efficacy. This is potentially dangerous and misleading for the public.

Although it is clear to any diligent enquirer that this category of MHRA licensing does not

require proof of efficacy, this is not clear to the general public, in whose minds the existence

of such licences implies endorsement and thus implication of efficacy. This misapprehension

is commonly fostered and encouraged by homceopathic proponents, who routinely represent

the requirement for regulation as evidence that the preparations have significant

physiological or pharmacological activity, and the granting of licences as evidence of proven

therapeutic effectiveness.

BVA supports the view that if the manufacturer wants to claim efficacy for a specific condition

then they have to show efficacy and safety data as standard. While accepting that EU

regulations require such licensing to some extent, we would urge that the bare minimum be

undertaken for EU comDliance 
)

8.

9.



1 1 .

Evidence of physiological or therapeutic effects for hom@opathic remedies in animals
10. All controlled trials of homceopathic treatment of veterinary patients (four in total) have

shown no effect compared to the placebo control groups. There is no evidence whatsoever

of a physiological or therapeutic effect in such patients. Instead, the homcoDathic ritual of

case-taking and remedy matching appears to influence the owner to perceive the animal's

condition in a more favourable light, attributing coincidental recovery to the remedy, and
even imagining improvement where none is present. while a positive change in attitude to
an illness may arguably be of real benefit to a human patient, such an effect on the owner of
an animal patient does not help the animal. However, licensing of homeopathic remedies by
bodies such as the MRHA makes it very difficult to argue against the adoption of the practice

in veterinary medicine, as the counterargument that since the practice is endorsed by medical
regulating bodies it is a respectable and effective branch of medicine is difficult to refute.

This is not purely a concern as regards pet animals - the danger is arguably even more

serious in farm animal medicine, where homoeopathy is encouraged within the organic
farming industry as being free of side-effects and residues. The question of how any
preparation can have a physiological effect and yet be absolutely safe as regards adverse

reactions or residue concerns never seems to be addressed, and the consequences for animal

welfare of denying these patients proven effective medicines is a grave concern.

If the homeopathic practitioners claim that each substance has to be used within the advice
of a homoeopath who can practice holistic medicine, then the advice on the label should be
'you need to consult your doctor or vet before using this product on a human or an animal,.

Self-medication

13. The suggestion that only the claims for more serious conditions should be further regulated ts
also dangerous because some people may wait too long before consulting a doctor or a vet

and this could have very serlous consequences, even fatalities. One example recently

involved a client who had been treating her Bulldog for an illness with homceopathic remedies
for 6 weeks before she came to a veterinary practice. By that time, the dog was irretrievably
ill with Cushings Disease. It was too late for proper medical intervention and the dog died
within 2 days.

It is sad that normally vets are expected to practice medicine with highly regulated and
tested drugs and medical practices, but the lack of requirement of proof of effjcacy with
homceopathic substances is not stated clearly enough on the labels or in the accompanying

literature. This makes the job of the veterinary or medical practitioner in the consulting room

more difficult.

74.



t f . Although a true Homceopathic Remedy in itself could cause no actual harm to a Datient, it
seems bizarre that any official endorsement could be given to a product that is so widely
believed to be ineffective. The real danger will be that, once an ineffective product has been
given tacit approval, the animal's keeper will be encouraged to consider it as an alternative to
products which have had to demonstrate effectiveness in order to win a licence. There is a
significant risk that the onset of effective treatment will be delayed. There is a fundamental
difference between freedom of choice of therapy for people and an animal's inability to
choose for itself.

Confi rmation of Ingredients

16' If the licensing procedure-!g implemented as in the proposals there should at least be a
requirement for independent confirmation that the "remedy" contains nothing more than the
stated ingredienLs. In the past there have been reports of pharmaceutically active, rogue
additives within "hom€opathic" products. The public needs to be able to trust that licensed
product will at least cause no inadvertant harm. There should also be more control on "home-

made" homceopathics. At present there seems to be nothing to stop an individual from
making and selling remedies.

Veterinary Homceopathic Regulation:

17. It is interesting to note that there is an Ec Directive on veterinary Homeopathics and that
veterinary homceopathic products come under the remit of the ABRH. It would be useful to
know whether the ABRH had ever considered a veterinary product and if has any veterinary
members. It is suggested that it would be more appropriate for veterinary hom@opathics to
be assessed by the VPC.

Herbal medicines Consultation :

18. With regards to the consultation on Herbal medicinal products, it is difficult to interDret
whether or not compulsory reporting of adverse events will be implemented (section 4,2 in
Annexe A) - it is stated in the consultation document that the relevant section doesn't apply
to herbals and that the provision would be helpful in the face of emerging safety issues. BVA
believe that it should be compulsory - if a product has therapeutic efficacy then it has
potential toxicity that should be reported. There is no mention of veterinary products in the
consultation document. If veterinary homceopathic treatments are encompassed within

legislation, it is believed that herbal medicines should also be included.

09/09/0s


