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REPORT

Implications of the Proposed Interim National Licensing
Scheme for Traditional Medicinal Products
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Thﬁh“ﬁdﬁuﬁmdﬁhm]mnmmﬂmunpkmuhh:pmpnmd
mtestm national lcensing seheme for maditional medicmal producs ar the Hilton Dublin
Hotel on 2 May 2002, A total of 111 attendees were present at the senunar nclusing
[0 IMB staff, 2 eoproosenmatives from the Food Safery Authonty of Ireland and 3
representatives from the Medicines Unir of the Department of Health and Children.
Attendees included tepresentatives from the heslth tade mdusiry and represenianyes
from all interested prganmstons nchulmyg two consumer organtsations |Consumers for
Health Choice (CHC) snd Consumess’ Assoctating of breland (CAT))

The format of the senunar was # sedes of presentstions from tepresentatives of each of
the key arear influenced by the proposed nterim nanonal lcensing scheme |see Anmex |
for copler of shdes], The progmmme incliuded presentations on the vamous unplcatoms
af the proposed mtenm national scheme for consumers, the herbal mdustry, pharmacsts
a8 well a8 an wpdate on the developments in the aren of maditonal medicines repulaton
m the Bl [see Annes 2, Seminar Programme|, The seminar closed with an extended
panel discussion, which provided the attendees wath an opporunity ta pose questions
uny of the speakers

Session 1:  Introduction
Chair: Prof. Frank Hallinan, Chiefl Executive, IMB

Presf. Frank Hallinan, CEO of the IMB, opened the seminae, weleoming all attenders and
spenkety vy the frse IMB meeting on rraditional and herbal medicines.  Prof Flallinan
highlighted the long standing concem of the IMB [formesly the Nanonal Dirogs Advisary
Board (NDAB)] with regacd to the need feur appropriate regulation in this ares, drawing
parmiculer aitenion 1o the NDAB annual ceporr of 1976,

De. Dunne Dempsey, Herbal Medicines Project Manager gt the IMB provided the
artendecs with an overview of the propased interim nutional licensing schemwe

Me Richard Woodfield, Herbal Policy Manager ar the Medicines Contral Agency in the
UK spoke about the draft EU Council Directive on Tradisonsl Hetbal Medicinal

Products, which will ulominely superiede the mretim nanonal scheme. Mr. Woodiield
apenied by dmwmg the atenoon of the audience to the recently published White House



Complemeatary and Altemnative Medicine Policy Report, highlighting thar many of the
recommendatioms of this repon were consistent with the Furopean proposals in the
hethal ates. He wear an to discuss the sdvantiges of & regulated system for rdimonal
miedicinal products and hghlighved that such & system would provide long-teom: sabifivy
tir the market snd would remove the current disincentive for responsible compames
murkes quality products in Europe  He also drew the artention of the parnapants w the
many reports of poor qualny products ineluding reporee of products thar contamed
undeclired prescription-only medicines snd sugpested that & regulated environment
woulld elumingte such problems and therefore incrvase poblic confidence i herbal
medicines us well as enhunes consumer sufety.  Thi issue was patticalatly relevant o
ethnic medicines he annd.  Mr Woodfield was also confident that through regulution
congumers would have the advantage of buyving products which could legiumately muke
agreed medicinal elums allowing u moee informed sl effective use of hetbul medicines

Mr. Woodfield highlighred some of the key sues of concem in the desft Directive
inclading the lmited scope af the Disective 1o herbal medicnsl products, However, he
highlighred that there was now a provision for the scope to be extended at some fome in
the future and he welcomed this recent amendment.

Mr, Wonldbeld spoke specifically about the industry concemn with regand 6 the poasibile
limitarions of the proposed definition of tadivonl use. He suggested that the ey ares
of concernl is that this defnition does not sdeguately define o raditional medicinal
product in terms of its true padinon of wse and acknowledged the herbal indusery fear
that it might it the number of products thut would ultimately Bl within the scope of
the Directive. He wso acknowledped the industry concem that thes defmition might
untfuirly discriminate against medicinal products trom ethoie traditions, which o some
cases have thousandy of years of docimented use i thewr country of otigin.  Flowever,
he was confident thar there was 3 aulficent degree of Hexibiliy within the Directive to
reduce of not elimmate these concerns. Mr. Woodfield alio sugpested that medicinal use
by herbalists, mcluding pracutsoners of ethiue medicme, could be presented: as evidence

af tradmcmal use.

Mr. Woodficld refured the conrennon by the some sectors of herbal industry thar the
proposed gualy requrements were ‘unreabisne and mapproprste’ arguing that the



proposed quality standards were developed specifically for heebal medicingl products m
conpjunction with Buropean herbal experts and the herbal industry,

Finally he highlighted that the MCA and IMB views were often similar und he welcomed
the imnative taken by the IMB i its proposal for an irenm mational licenstng scheme
e eonelliieiid stinalia

Session 2: lmplications for the Consumer
Chair; Dy, Joan Gilvarey, Medical Direciorn, IMB

Ma. Helen McCormack, & medical herbalist focused on the potennal implications fos
hethalists of (he proposed interimy satioudl beensing scheme.  She highlighted the
wnrepulated professonal environment for herbalists scross the BEU and the current
initiatives, particularly thiough the Furopean Herbal Pracutioners Associatiog, w0 adidress
this issue. M McConmack strongly advocared the possibility of staturory sell-regulation
foor herhalists

Me MeComack welcomed the IMB proposal for an intermm natonal heenang scheme
for tradwional medicnul products. 1o addiion, sbe highlighted that the proposal
ivcluded & secommendstion that herbalisrs should be exempt from the rdguirements to
hold 4 Manofacourer’s Licence and o hold individuad product registrtions for products
dispensed to panents under thewr care. Ma. MeCormach stressed the unpotmnce of such
provisons and concluded that these exemptions were essential m order t ensure that
that the proposed repulitory framework could openite effectvely while  allowmg
hetbelists to continue to practice.

Ms. Breda Dooley, the consumer tepreseniative on the Insh Medicines Board, presentod
the consumer perspecnve.  She discussed the advantages of the proposed scheme and
highhghred specifically the fact thar through regulanon there would be 8 guaramee for
the consumer that the product they buy 5 of good quality and w safe for use for the
speciied mdicanon. Ms Dooley went on 1o discuss some of the potental arcas of
toncem soch as the possibility of an mcrease m the prce of oadinonal medicinal
products. She acknowledged that this was difficult to predict st this stage but suggested
that consamets are gencrally willing to pay for quality, She clanfied that this scheme wan



prescription-only medicined.  Ms Dooley stared that comsmumer chowe would be
mamtained, that products would be labelled clearly and hanesty and that there would be
a mechanism for product traceability, in the event of a problem.  Me Dooley finished by
posing & number of questions relanng to the "30 year rule’, the proposed defimition of «
tradittonal medicinal product, the possible removal of products from the market In
Lreland and the possible need for 4 separate regulatory apency speafically for wradinonal
medicnml products. Ms Dooley was confident that these pssues would be clanfied
during the course of the day.

Me Cernldme Lavelle, s community pharmacist, spoke ubour the impact of o regulatory
framework on the retall pharmacist.  She highlightod that the current unregulated
environment leaves the pharmacist with oo wssurance of the quality, safery and efficacy
of berbal medicinal prodiocts. Mu. Lavelle highlighted thar segulation would énsure that
the avadable products are of appropoate quality aivd are safe  This would allow the
pharmacist to confidently recommend such products 88 valuible and appropoate
medicines for the treatment of mnot selflimiing condibons. She particulirdy weleomed
the fact that, through repulation, pharmaciis and consumers would have sccess to gl]
televant product mformatnon ncuding mformation with eegued to potentil wmteractions
with other herbs as well as with conventonud medicanon

Ms. Aideen Hurley, & health food store oamer, made o presenmiion on behalf of the lnsh
Association of Health Stores [TAHS]. Ms. Hordey firso mrroduced the LAMS oudining i
code of ethucs, staff g procedures and siles protocols.  She then focused on the
positive aspects of the proposed intenir nanonal Leensmp scheme for madimonal
medicinad products acknowledping thar through regulanen consumers would have access
w ‘good gualiry, safe produces’ and vthar registered products will be officially recogrused
and would therefore be preferred o those sold by mail order or over the mtemer. The
LAHS welcomed the fac thar products would be able w0 muke legitmmare medicinal
claxms and that consamers would have accews 10 foll informuton on the product they
buy Finally the IAHS welcomed the sssumance for them that the products offered 1o
them fog sale would be “shove boand” and highlighted that it s alveady an mtegral patt of
the [AHS code of ethics only t well producs which they believe have been
manufactured in aecordance with good manufactrmg prsctices |[GMP). Ms Hustley



suggested that the shove positive implications would only be comadered valid f the
aegative implications were addreesed,

The IAHS called for o dehaition of o ‘traditional medicinal prodace” pather thay the
existing definition of "taditional uee’ and was particularly entical of the implicadons for
muditional medicinal producns from outside the ELL  In addition the IAHS expressed
dinsatisfaction ar the BEuropean defininon of 4 heebal substance and ar the scope of the
proposed intesim aational hoensing scheme suppesting that o was 0} 0o broad in
including non-herbal ingredients such as royal jelly as well as herbial teae and juices and
b) unclear in i disunction berween medicinal herbs and foods. The LAHS guesnoned
the status of combination products sod products containing vitamins and minerals in
excess of the recommended dietary allowanee [RDA] In adidition o the shove the
IAHS are unhappy with the proposed guality fequirements ss they consider thut some
enterprses will not be shle to afford b upgrade their facilives and/or procedures o
manufecture adiionu medicingl products so that they meer the reguired EU qualiry
statudinds The LAHS are pleased that the products fegistered undet thas scheme wiould
be avuilshle over-the-connter but are not happy that this designanon can be divaded into
pharmucy-only and gencral sale The IAHS were cnncal of the proposed organisanonal
stracture and cilled for the establishment of an independent apency, Finally the TAHS
haghlighted the potennal problem with the ssue of ‘health enhancement’ in the existing

advertising regulatnons [Medicinal Products [Advernsing) Regulanona, 1993].

e Desmond Comgan, the Director of the School of Pharmscy, TCD and Chur of the
IMDY ad boe Scientific Committer on Herbul Medicnal Products, preseated the keynore
address enutled “The Navnonal Lscennng Scheme for Tradmonal Medicmal Products in
freland’. [ Corngun focused oo the work of the SCHMP i developing the proposal
and the serms of reference within wiuch that proposal was developed.  He firm
hghtgzhred that ir was not wathun the rem of the SCHMP 1o make recommendanons on

the regulanon of herbal pracononers, review hetbs currently restncmed 1o prescopoon
control or o devise a1 completely pew scheme requunng an indcpnldum agency 1o
mplement 0. Dre Cormgan highlighted thay thie proposal was an ‘mtenm! ane which
should by definition kead, with mimmal disruptem, o the proposed B Directive as
discussed by Mr Richard Woodfield He stressed that there would have been no

advanape, purticularly for the herbal industey, in ignonng the EL praposals.



De. Corrigan was postiive about the proposed arguniestional structure including  unis
tor tradisondl medicmes within the IMB and an independent Sub Committee on
Tradmoml Medicinal Products  Both of these would be appropriately suffed, would
inchide herhalists and would be multdisciplinery in therr approach be said D, Cormgan
likéned the proposed Sub-Committee to the Committee on Heebil Medieinal Producets
mentioned 1 the draft Directive and emphasised the aeed for sppropriate scieasfic
tepresentanon od both commirtees

Dr. Comgan scknowledged the difficulties expressed by many interested parties,
mcluding the IMB and the SCHMP, with the proposed defimtion of tmditionsl use but

sgatn highlighted the need w be conmstent with the L To develop an appropriate
altcrnaiive v 4 mich more dufficult msk thit one might firt imagine he said D

Corngan weit oo t0o discuss the scope of the proposed scheme highlighting that o was
broadet than the druft Directive because the ongmul request from the Minister for
Health and Chaldren was broader as was the munal deafr of the Directive

D, Comgan siressed the importance of the implementaiion of Guality standurds,
lughbghtng that these would do much w teduce adverse reactons caused by hetbul
medicinal products. He eepected the nonon that these standards were too onerous and
suggested that the many compames who comply with, or are willing w comply with,
these standards should be rewarded for thewr commimment 10 protecong consumer safery.
D Comgan discussed the smpiified nate of the safery sssessment emphamsing that
climeal ol and rowcology dae would oot be reguired wheee the safety of the produc
could be proven by reference o long-rerm use and expenence. He also lughhghred thar
the madimomal mdicunon. claim could be jusufied by reference 1o bibhographic dam,
thereby ehmmanng the need for clinical ol dara,

1. Compen coocluded that ‘desprie msccurate and wild claims that the scheme would
result in all toadinnnal medicmal products being banned, the only products which could
be threatened by this scheme are those which do not meet mtatom quality sandards o
which are upsafe under nommal conditions of use or where the label or advertming is
untruthiul’,



Panel Discussion 1: Dr. Dainne Dempsey

L.

I

Mr. Richard Woodheld

Ms. Helen MeCormack
Mz:. Breda Dooley

Ms. Genaldine Lavelle
Ms. Aideen Hurley

A membet of the ICGP, speakang on behulf 6f GPs; asked for more infarmation
to be mude svalable to GPFs with mogied to berbal medicinal products and
recogmsed supplien. She suggested that it would be useful 1o have 4 setrunar for
GPsan this regard,

The Consumer Assocation of Ireland represéntauve asked if the proposed
panent mformaton lesfler would contum a statement 1o the cffect that the
midividual should consult with therr doctor if they were concerned. D Dempaey
s thar i was a requitement of both the mtenm nanonal proposal and the
proposed Direcove thut the panent should be advised 1o consulr thetr docror ar
heslthcare professional if symproms pernist.  She also mdicared thar the package

msert would conmumn full informunon on porennal mreracnons, conma-mdicanons

and side effecrs

A guevtion was asked how this proposal would mfluence the potenmal vee of
herbs as ingredients in food products. Dir. Dempsey mdwared thar many herbs
have and will alwuys have a very obviows food ose uy well as i potental medical
use. She undicazed thar regulation would provide 4 framewnoek within which any
potential problems that might anse with regand to the food / medicme borderline,
which will always exist, coukil be addressed.

A member of the audience ssked sbour the *30 year rule’ and suggested that there
was no obvious solution to this problem. M Richard Woodfield indicared that
with the existing fexibility ln the proposed definnon s outined in his
presentation, he felt it would be less of a problem than anncipated.



3. The impormance issue of the ‘hackward locking' nature of the Directive and the
possible tmphcanons of this oo fotuee poovation m the herbal sector was raised.
D, Corrigan agreed that this fught be pooblemadc bul suppested that in the
absence of the "M year nule’” it would be necessary 1o require foxicalogical dary,
which would be fur mote onerous for industyy,  Dr Dempsey sdded the
proposed Directive was anly ane part of & contiouum oF medicines leghalation
and that oovel of inmwative products could apply for full swhorisation in
accondance with standurd medicines lepmlunon, dithough this would require full
clincal trial daed.

6. A member of the audience scknowledged that the safety of the consumer was of
pammount unporance to evervone ivolved m o the imdustry but expressed
concemn at the potental cost (o the mdustry if the intenm nanonal beence did not
translute mto an ELU heenee and imore specilically if such u licence was needed m
cach Member State. Die Dempsey assured lum thar an addinonal fee would not
be charged once the EU Directive came mnto foree  However, she acknowledped
the difficulty with regard o sale throughour the ELT bot sugpesred thar aitmarely
the s of the proposed Dhrecuve was 1 fuciiitare 2 suigle marker

T Finally rhe panel was asked 1f o row herh was the tadinonally used form, could sn
extmict of thar herb also qualify for melusion? Dir. Corngan indicared thar of the
exmmct were ennched or concenmated n would not reflecr the phyrochemical
compounon of the mw herb and would therefore not qualify, D Dempsey
addesl thar in principle a ssmple exmct could qualify provided the applicant could
show thar ther extract ‘comesponded 10" the raw herb m accordance with the
proposed itenm national scheme and,/ or the proposcd hrecave

Sessiom Y lmplications for Industry
Chair: Ms, Sue Rattigan, Chairperson, Irsh Health Trade Association
[THTA|

Mz Jonathon Gaffith, speaking an behalf of the IHTA opened the third session with an
inclustry petspective an the proposed interim manonal scheme.  Me. Gaiffith highlighted
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medicines fell into rwo dishinct categories 2.) those that exist within the pharmaceutical
indusiry and k) those thar exist within the health trade. Mr, Griffith suggested that the
tormer category were o4 better posion 0 accept and work with the proposed
tegulatory famework as they alesdy manufacture fwholessle 1o appropriate standards
In termn af ¢ost the lumar group, who opetate in secondance with. food law, will find the
introducoon ol oew  legishiton partcularly challenging — However, the potential
advantage of baving pernutted fedicinal clamms for legitmate tradinonal medicines was
welcamed. Me. Griffith alsor touched on the possibility thur some products may be last
to the market because of safety concemns and uwgreed that this would be to the benetir of
the comwyumer and the ndustry. His ovensll costhenefit snalvss indwated that those
companics ilready operatmg to appeopriate standards would stnnd only to benefit while
thoseé outside that sector mught not  Owverall however, Mr. Guffith welcomed the
proposed scheme and suggested that in the dbsence of regulaton traditional mediemes
muay be lost altogethet. Finally be fnshed by sugpesnng that we are moviig towards o
MModem Saence of Tradinonal Medicine’, which he felt wiis the best way forward.

Me. John Lynch, Director of Inspection ar the IMB then made 1 presentanon outhinmg
the requirements for holdmg a Manofecrurer’s Licence or 8 Wholesaler's: Licence m

sccordance with the wrenm nanonal proposal. Me Lyoch indicared thar bolders of such
bcences would have o adhere o the exsung FHuropean gudelines on good
manufactunng pracoce [GMP| or good distnbunon pracnce [(GDPY, 25 spproprmie. He
siressed thar in the former case, & specific annex for herbal medicmal products was pan
of the pudelne. He lighlighred the advannages of beensing focussing specifically on the

puacanteed quality of the product. Mr. Lymch encouraged companies 1o hase wirh the
IMB lnspecrorate Depurtment ar an carly stage m order to facilimre comphiance with the
legmslation

D, Elaine Breslin, Sentor Medical Officer at the IMB, putlined the process of spplnng
for a product regutmbon ander the proposcd scheme.  [Dr. Biroslin drew parncular
artention to the fact that the proposed regitration scheme i & smplified scheme
desipned to take due account of the established tradition of vee of muany of the products
cligihle for registration. She outlined the sypes of produc that would be included within
the scope of the proposal inchuding traditional hethal products, aditionsl nen-becbal

[



produces and traditional combination produces.  Dr Breslin discussed the derails thst
would be required as part of an applicution: administranve details, o fall quality dossier
and hibliographic data in suppor of the safety and madinogal use if the prodoct. The
latrer informanion would replace the extennive clinical trial and woicological dats required
s punt of a conventonal produc authoetsation appbcation she sad.  Dr. Breslin
mdicated that the assessment process wonild tavalve phasmaceutical, herhal and medical
expertise st emphasised that there wonikl be on-going dialogue between applicant and
auseannr throughout the procesa.  Finally De Bresln provided some detadl on the
regulatory systema currently opertional iy Canads and Australia highlighting specifically
the simulanties m reguirements between those systems and that of the Irish proposal
She specifically sddressed the proposal for an agency mdependemt of the IMB
highlighttng  that the requitements of the segularory frameworh would be smilas
irrespective of whether the regolutor was the IMB, the Deparoment of Health and
Childeen ar an independent apency. Dr. Breslin funished oo the advantages for indosery
and the consumer of o regulatory framewodk for trudioone] medicioal products and
emphasised thut the proposed scheme would ensure the conttmued avallabiliry of quality
prokhucts.

Me Niambh Anthoir, Pharmacovigilance Co-ordinator ot the TMB made the final
presentation’ of the day, She indicated thut pharmincovigilance, or adverse event

toporting, was an integral part of an effecnve regulitory sysiem but highbghted that i
wasd o post-heensing actvity.  Ma. Arthur outhned brefly the schions that & company
would need to take to develop an appeoptiate pharmacovigiance system and lghbghted
thut such systems were desgned to monnor the safety of the medicml product
throughout the life of the product und act ue an eady warming systern where new satety
tssues cmetge,  In the case of tudinonal medicinal produers where the mdinon of use
ndicares thar the producy 1 safe, pharmacovigilance acoviry should confirm this she saud

Panel Discussion 2; Mzr. Jonathon Gnffith
Mr. John Lynch
[}, Elaine Breshin
Mz, Niamh Arthur
D¢, Desmond Corrigan

D, Dairine Dempsey



L) A member of the sudience ashed what the correne posstion was with eopard
s products conining vitamine spd minerls in exdess of the RDA
paroculardy with the Food Supplement Directive under development, whic
ught change the current RDAs 1o upper wafe levels [USLs] [Dx Breshin
scknowledped the difficulty b this sres Jue to the overlap betweedt the Food
Supplement Directive and the dofr Directive on Tradinonal  Flerhal
Medicimal Produces and indicated that it sos oot the mtention (o roguire full
prodoct authonsanon spplicarions for such prodoces unnl such o tme as the
Huropean Standing Committee on Food hud set LSEs

2 A question from the panel discussion at the end of session 2 with eegard to
new mdicabons for specific herbinl substanees und/or new hetbal aubstances
from outside the EL was revissted. [t was sugpested that there should be @
mechamem by which such products could gain legitimate sccess to the nsh
market wheee the infortnation presented onginates outside the EL for
example, by uutul meense monitoring the safety of product. e, Dempsey
aprecd that this would & posstive mesns by wiuch the issue of innownon and
development of the tradinonal medicines sector could be addressed bu
inchcated thar this would need m be sused ar 3 European level,

3 A represenmanve from the mdustry congratulated the IMB for hosung such =
successful meetng and on behalf of the anendees expressed his graomde for
the oppormmrty 1o discuss the implicanons of the proposed mrenm nutnonal
licensng scheme with all the key smkeholders m the wradibonal medicines

arca

Fecdback on the day and subseguent correspondence from a number of attendees has
mdicated thar the semugar was copmdered 1o be both positive and soccessful in sts aim to
prosiude s forum for discassion for all interested pames. Indeed on the day an mdusery
representitive stated that he felr there was o disubit o8 to the committnent of the IMB 1o
this ares

iy



Overall the IMB was pleased that there was significant agreement on the need for
eegulation m this ares aml on the key sssues that need 1o be addresied in any regulatory
famework, The seminar provided an opportuniry to address mamy of the concemns of
the tndusery and particulady to clanfy any musinformation. It b significant to note that
theaughout the day no new lssues or concems weie mived.
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Irish Association of Health Stores

IMB Seminar:

"Implications of the proposed Regulatory
System for Traditional Medicinal

Products"

Retail Implications ~ Health Stores

Presentation by Ms Aideen Hurley [TAHS

May 2™ 2002



Implications of the Proposed Regulatory System
for Traditional Medicinal Products

Introduction

Good morning, ladies and gentlemen. My name 1§ Aldeen Hurley, | am a Comnuttee
Member of the Irish Association of Health Stores (IAHS) and have had been a
retailer for 10 years now, | am delighted to be here, and | congratulate the
Department of Health and Children and the IMB for having the imitiative to organise
this serminar. Furthermore, | am priviieged to be able to present the 1AHS position on
the IMB/SCHMP proposals for the regulation of herbal medicinal products.

It is well known by now that there are many issues of concern to the industry anising
from these proposals. | suppose it's fair to say that different issues would be more
unportant to certain sections of the industry than to others, Health stores have been
supplying herbal remedies to the consumer for the best part of 40 years, so for us, as
retailers, our mam concern is that herbal products and food supplements continue to
be available to the public through our stores. We believe, with our long-standing
tradition of retailing herbal remedies to the public, our high standards of trammg, and
the personal belief mn herbal medicine of all our members and staff, that health stores
are the most appropriate retail outlet for traditional herbal products,

Let me state categorically that we are in tavour of regulation, but that regulation must
be appropriate, equitable and workable.

Reg jon requires a fine balance between pro ne the public and assuring
maximum choice, and the kev to good regulation is to ensure that balance is
correct.

| would hke 1o divide this presentation into four parts; -

Part | ..... Introduction to the |AHS
Part 2 ... The Positive Implications of the proposals,
Part 3 . _....Issues of concern to us in the IMB proposals, and some of
the negative implications of them.
Part4 . ... suggestions for moving the situation forward, and conclusion,



Part 1 ~ The Irish Association of Health Stores

The First health store in Ireland opened i the 1960s in Parliament Street, Dublin.

The number of health stores have grown rapidly particularly in the 1990's in
response to growing interest in alternative medicine and natural bealtheare.

There are now approximately 120 health stores in the Republic of Ireland. and
most lowns, and even some villages, now have at least one health store.

The health store 1s now established as a valuable member of the commuunmity and is
seen as a very useful resource in terms of help, advice and guidance in the matter

of diet and Keeping healthy.

Health Stores are very often the [irst port of call for customers seeking a herbal
remedy, and as such they are an ymportant link between the consumer and the
regulators,

The LAHS is a professional trade association established in 1986. It now has 74
me¢mbers representing over 90 stores,

Its main objects are to sel standards in the retailing of foods and natural remedies,
Lo run training courses and provide qualification for those employed in member
stores, and to represent and protect members' interests.

The 1AHS 15 governed by a Constitution and a Code of Ethics to which all
members must adhere.

The Code of Ethics is a statement of standards expected m member stores. All
members are required to sign up to the Code of Ethics and are regularly ispected
by the secretariat to ensure that they abide by it. All new members are designated
"provisional members” pending inspection and accreditation. It lays down
standards in the following areas:-

¢ The Storage, Handling and Sale of FoodstufTs

* The Storage, Handling and Sale of Food Supplements and Natural
Remedies

* Training and Supervision



Importance of Training

Training is probably our single most impartant aclivity. Because we are engaged in
helping people to keep well, good training for our staff is absolutely vital. The IAHS
is recognised as a Trainer by Fis and all our courses are eligible for Fas funding. The

Cernficate and Diploma courses are based on those offered by the UK National
Association of Health Store's Training School, which are recognised by the LK

Department of Trade, The LAHS courses are amended to reflect Irish law and trading
standards and conditions.

It is a condition of membership that all staff must undergo the IAHS traming program

o all staff must hold the lAHS Certificate in Health Food Retatling

o all siaff must hold the Royal Society of Health's Certificate in Food Hygiene or
equivalent

* all owner/managers must hold the [AHS Diploma in Health Food Retailing

Protocol of Selling

A crucially important feature of the tramning program 1s the Retail Protocol of
Selling. This sets out guidehnes for the safe retailing of food supplements and natural
remedies, The Key Guidelines of the Protocol state thal natural remedies must not be

sold in the following circumstances without professional advice:-

to young children

m pregnancy or lactation

to customers under medical supervision

to customers concomitantly using conventional medicines

& B & 8B



It is well known that the SCHMP proposals have been critcised by industry and
consumer groups alike, for reasons which we will deal with in Part 3. However, the
proposals do have many positive features, and | think 1t 1s only fair to acknowledge
the positive implications as well as the negative ones:-

F A

The public will be assured of good quality, safe products across the board.

This will give our products a good marketing advantage over products obtainable
elsewhere such as mail order or the Internet which may not be subject 1o any
regulation.

. Manufacturers will, at long last, be able to make claims for their products, and

supply further information about them and what benefits they have.

. Likewise, consumers will finally have access to proper information about the

product and what the product is intended for. For many years consumers had to

speculate, or perhaps consult unreliable sources such as the Internet lor
information on the benefits of herbal remedies.

The position of traditional medicinal products on the market will finally be
recognised and assured. The regulatory cloud which has hung over this type of
product for as long as | can remember will finally be hited.

. The products will be protected from hostile eriticism by detractors of herbal

medicine, Claims by these sectors such as "they are dangerous”, or "they don'i
work, or "they are unregulated”, or "they are contaminated" will all be finally
shown to be without foundation.

For retailers, we will finally be assured that a product offered to us is above board.
Our Code Ethics states that all herbal remedies must be manufactured to GMP
standards. It is fur 1o say that most retatlers tend to stick with the well-known
major manufacturers who are known to work 1o these standards. Nevertheless, it
only takes one of us to be caught out by a rogue product such as the "Cherrydex”
cream, with disastrous consequences for public health, together with a permanent
slur on our good reputation,

Of course, all the above positive implications assume that the proposed system is
amended appropriately to address some of our concerns which we now go on to
discuss,



Part 3 ~ Negative Implications of the Proposed Regulatory System

In Part 3, | want to briefly set out the main areas of concermn as we see them, | am
NOT going to go through the whole document line-by-line, as I want you all 1o be
still awake when I'm finished |

First of all, let me state that we acknowledge the constraints which SCHMP found

itself under, namely to adhere to existing medicinal licensing parameters and also to
conform as far as possible 1o the emerging drafi directive on Traditional Herbal
Medicinal Products. However, we are not entirely convinced that this was the correct
approach, as we are concerned about the overall workability of the proposals, We
would also point out that the EU directive on Traditional Herbal Medicmal Products
is only a draft, and may change guite substantially as it goes through the various
stages.

i. Article | ~ Definitions and Scope

Definition

When setting out to regulate a product or group of products, 1t 18 first necessary (o
define and delineate that which is 1o be regulated. It is acknowledged n the Final
Report that the definition offered is inadequate. While we acknowledge that it is very
difficult task, we feel that a good definition 1s absolutely essential to the success of
this project, as you cannot even start to regulate such products without knowing
exactly what they are, and indeed what they are not

Scope

This leads me on to the question of scope, and we are somewhat surprised to find
whai are usually regarded as food supplements, products such as royal jelly, fish oils
and kelp, among those which may be considered as a medicinal product. Products
such as these will undoubtedly be accommodated under 4 later version of the EU
Food Supplements Directive. It 15 not clear from the proposals whether these
particular products would be considered as traditional medicines in all circumstances
or if they would still be able to continue as food supplements provided they did not
make any claims. However, the difficulty of having, for example two kelp products
on the market - one a medicine and another a food supplement is plain for all to see.

The definition and scope as presently laid down in the proposals unfortunately has the
effect of mamntaining the food/medicine dichotomy, an 1ssue which has dogged
previous efforts to regulate m thos area. Many herbs are both toods and medicmes
according to the use to which they are put, This is never the case with conventional
medicines which are always medicines, and therefore any new regulatory system
needs to recognise and address this umque duality, Garlic 15 a classic example of this
dichotomy, Thyme, sage, dandelion and nettle are all examples of this duality that



spring to mind and strong guidelines need to be drawn up to clearly establish what
exactly is a Traditional Medicine,

Implications
The most important implication of this Article 1s that substances usually thought of as

foods or food supplements may become medicinal products. Now, because they are
essentially foodstuffs, these substances may not readily be evaluated as medicines.
They may not be amenable to certain GMP requirements, and many will certainly not
be able to demonstrate 30 years of medicinal use. Therefore well-known substances
such as roval jelly, kelp, garlic, propolis, blue-green algae may well disappear from
the market.

Even if they can be registered as traditional medicines, another implication will be
that when the Traditional Medicines Directive comes along. Because the Directive
only covers herbal products, these products will not be accommodated, and will
presumably be illegal,
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Article 2 The definition of "Traditional use"

Under this article "Traditional use" 1s defined as having been m medicinal use in the
Community throughout a period of at least 30 years. The thirty-year penod may also
be in specified territories outside the EU, provided that it has been available in the
ELl for at least |3 years.

Let me quote from page 29 of the IMB Final Report:-

"It is the opinion of the IMB and the ad hoc SCHMP that this does not adeguately or
accurately reflect the essential nature of the concept of a traditional medicinal
product. This 30 yvear rule fails to accommodate many traditional medicinal products
that, for one reason or another, cannot provide evidence of continuous medicinal uve
in freland or in another EU Member State for 30 vears”,

Also from page 30:-

It is the opinion of the IMB and the ad hoc SCHMP that this provision might restrict
the pumber of products from traditions other than the western European tradition
that would otherwise be eligible for registration under the proposed Directive and by
extension under the interim licensing scheme.

lmplications

These are our sentiments exactly, but disappointingly, in spite of these reservations,
these restrictive measures still appear in the IMB proposals. This Article is
Eurocentric and discriminates unfairly agamst non-European traditions. Here's a



rather revealing excerpt from the Explanatory Memorandum of the EU dralt directive
on Traditional Herbal Medicinal Products:-

In principle. anly medicinal use within the Commuaity is relevant since it is very
difficult to verify whether information on use outside the Community provides a
reliable basis to conclude on the efficacy and especially the safety of the product,

How's that for a perfect example of Eurocentric arrogance 7

So, does this means that information on the safety and efficacy of products is
unreliable if it emanates from countries such as the USA, Canada, Australia, New
Zealand, Switzerland, Norway, Japan, India, China 7 Many of these countries have
much richer traditions of herbal medicine than the ELl Member Stales.

The main implication of this Article is that many Chinese, African, Ayurvedic or
American medicines cammot be accommodated.

Another implication is that this rule will not encourage innovation and the
development of new products. Innovation 1s the lifeblood of any mdustry and nmust
not be curtailed.
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Article 2.3

It is unclear whether herbal substances such as whole fragmented or cut plants, plant
parts, algae fungi lichen in an unprocessed, usually dried but sometimes fresh are
included m the scope of the proposed system. Would this imply that any plant or
plant part would be automatically considered a medicine 7 | can just picture a keen
gardener saying (o his frnends " I1's been very dry lately, I have to water the
medicines every day !", or "1 think I'll prune the medicines today !". Or what about a
lady who's just been presented with a bouquet of flowers " What a lovely bunch of
medicines 1", Sorry to be flippant, but | think this clause is just plamn ndiculous.
Plants are plants. They are neither foods or medicines, until they are presented as
such.

Implications

We note from Explanatory Note 4 that vitarmim/mineral supplements containing
nutnents over the RDA are considered as medicines and must be authonsed
according to the Medicinal Products (Licensing and Sale) Regulations 1998. This is,
in our view, an over-zealous interpretation of 65/65EEC, and as such 1s unacceptable.
Also, Explanatory Note 4 appears to rule out combination products especially those
containing combinations of herbs with vitamins and mmerals over the RDA, and
combmations of herbs with homoepoathic ingredients. This type of product, which



there are many, would thus be lost to the market. We also note that in Explanatory
Note 3, herbal teas and juices are considered to fall within the scope of the regulatory
system., We do not agree that teas or juices are medicines.

We are not convinced that it is possible 1o manufacture foods and beverages to
pharmaceutical standards of GMP as required by these proposals. Therefore the mam
implication of this Article 1s that herbal teas and juices will disappear from the
market because they are essentially foodstuffs and beverages, and not medicines.

BEERSEESS

Article 7 Quality Assessment

Implications
Some SMEs (Small and Medium-sized Enterprises) have stated (o us that they would

find 1t very difficult to find the resources to finance the preparation of Quality
dossiers and at the same tume upgrade theiwr facilities to pharmaceutical standards of
GMP. Therefore these companies may decide to withdraw from the Insh market and
continue to supply their home base. For those SMEs located within Ireland, this
would mean closure and the loss of jobs,

Article 9 - Evaluation of Traditional Use

The same concerns and tmphications as those expressed under Article 2 also apply
here.

Article 10 = Evaloation of Traditional Indication Claims

Under this Article it is stated that:-
"Medicinal products registered under these regulations shall be available in
pharmacies only or will be available for general sale”

As it 15 our understanding that this registration scheme only applies to medicinal
products intended for minor self-treatable conditions, restriction of any of the
products registered under it to pharmacy is not only totally unnecessary, it 1s also
totally unacceptable.



Implication

The criteria under which these decisions are made are not elucidated, Depending on
what basis is used for making these decisions, removal of a significant number of
products from the shelves of health stores, and their restriction 1o pharmacy only
could occur, This is would be an unfair and restrictive practice, and would be
umyusiifiable for products mtended for self-treatable conditions.

EEPENNBERFFEFEETRETEETH

Article 11

Article 11.6 states that a product would be refused registration if 1t would be
classified as o medicinal product subject to medical prescription,

Implication

Bearing in mind that the Herbal Medicines Project was initiated mn response 1o public
concern about the restriction of St John's wort to prescniption. we beheve that the
Herbal Medicinal Project will have failed if it does not address the i1ssue of the
prescription control of herbs in some way. In our view, there are too many herbal
substances which have been confined 10 POM status. It is difficult to understand why
some, such as gingko biloba have been confined 1o prescription at all, This 15
particularly worrying in the absence of a registration system for herbal practitioners,
as it means that the acknowledged experts in the field of herbal medicines cannot
prescribe herbal substances to their patients.
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Article 13 ~ Appeals Procedure

This makes no provision for an Independent Appeals Procedure.

Implication

Without recourse to a properly instituted independent appeals process, products could
be unfairly refused registranon. The Appeals Commitiee must be totally independem
of both the IMB and pharmaceutical or competing interests.
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Article 14 = Traditional Medicines Unit

Thus is the body which will assess products for registration. The Article states that ;-

"This unit will be adequately resowrced and staffed so that it has pharmacentical,
medical and herbal assessors”



Implication
In our view this will result in a preponderance of conventional medical assessars, and

may result in products being denied registration because the medical and
pharmaceutical assessors may not be familiar with herbal products.

TEERPREFERES

Article 15 = Sub-Committee on Traditional Medicinal Products

The proposed Sub-committee is to be a sub-committee of the full Advisory
Commattee on Human Medicines, and not a full Advisory Commuttee in its own right.

Implications

We find this proposal disappointing as 11 affords insufficient autonomy within the
regulatory structure to allow fair and balanced policy decisions to be made n relation
lo alternative or complementary medicine, because it will always be subservient to
the Advisory Committee on Human Medicines (ACHM), the membership of which 1s
laken exclusively from the field of conventional medicines. Furthermore the proposed
membership of the proposed sub-committee does not contain any industry nominated
experts, who would be needed 10 advise on quality assurance issues or other matters
which would be unique in the manufacture of herbal medicines.
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Article 19 = Advertising

In Explanatory Note 24, under the heading "The advertisement shall not contain any
muterial which :-
¢) suggests that the health of the subject can be enhanced by taking the medicine”.

Implication

This forbids the making of health enhancement claims, which is not acceprable, as the
health trade regards many herbal and food supplements products to be useful in the
promotion of health.
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Well I think that's enough to keep us going for the time being | The above is by no
means a complete study of all the implicatons of the Proposals. In Part 4 we now
urn our attention to what, if anything, can be done to ameliorate or maybe even
eradicate the negative implications at least as far as we are concerned.



Part 4 ~ lons and Solutions

In this section we present some possible solutions to the problems that we have
identified.

1 Definition and scope

It would be best if the term "Traditonal Medicinal Product” be confined to bone fide
traditional medicinal products which are or have been part of an identifiable tradition
of medicine anywhere in the world, whether herbal or not. Thus if it is found that

kelp or acidophilus is part of any traditional medicinal system, it could be registered
as a Traditional medicine, Otherwise it remains as a food supplemen.

Accordingly we formally propose that the following defimition of a traditional
medicinal product be adopted:-

"A Traditional Medicinal product is a medicinal product containing as active

ingredients, generally herbal substances, herbal preparations, but also other non-
herbal substances, thai are supplied on the basis of their use in an established

tradition of practice.

Traditional use refers ta documentary evidence that a substance hay been used for a
period of over 30 vears of recorded use anywhere in the world for a specific health
related or medicinal purpose.

Lsing the above as a core definition. a set of guidelines should be developed in
consultation with the industry, to clearly delineate between food supplements and

traditional medicines.
2. Route of Sale (Article 10)

As these regulations cover only those traditional medicines deemed suitable for
minor, self-treatable conditions, all medicines so régistered should all be for general
sale.

3. Independent Appeals Process (Article |3
An independent appeals procedure must be established.

4. Repulatory Structure (Article 15):-

The IAHS calls for the establishmeni of a separate Natural Healthcare Authority
umder the auspices of the Department of Health and Children, to take responsibility




for the regulation of all naural health products including traditional medicines as
well as complementary or allemative practitioners.

We contend that there would be insufficient autonomy within the proposed structural
changes within the IMB to allow equitable policy decisions to be made in refation to
alternative or complementary medicine. We suggest that the proposed sub-commuttee
will not have the power or sufficient autonomy to fairly adjudicate on matters of
crucial importance to the industry, and will always be subservient to the Advisory
Committee on Human Medicines (ACHM), The membership of ACHM 1s exclusive
to members of the conventional medicine profession, Furthermore the proposed
membership of the proposed sub-committee does not contain any industry nominated
experts, who would be needed 1o advise on guality assurance 1ssues or other matiers
which would be unique in the manufacture of herbal medicines. This could result in
policy being decided upon which may be detnimental to the equitable evaluation of
products.

Furthermore the proposed Tradittonal Medicines Umit of the IMB would seem to
have a preponderance of conventional medical assessors, which may result in biased
judgements against the registration of traditional medicinal products.

Conclusion

We live in a time of unprecedented demand on our public healthcare system, which is
generally considered to be in crisis. The health system 15 overburdened as a resultof a
combimation of factors including an ageing population, poor dietary habits, lack of
exercise, unhealthy work practices, pollution, stress, and the over-reliance on
medication.

The healthcare system is almost exclusively directed to the treatment of disease,
rather than the promotion of health, which may have prevented the disease in the first

place.

Thousands of people are now turning to lifestyle chowces which include good dietary
practices, stress reduction techniques, plenty of exercise ete, Many choose to
supplement their diet with natural health products, and there 15 an increasing body of
evidence to suggest that food supplements may reduce the risk of chromic disease.
Rather than clogging up doctors' surgeries, many people choose to treat minor
attments with Over-The-Counter remedies. There 15 a very important role here for
herbal remedies to contribute to the overall health of the nation, and on doing so may
relieve some of the pressure from the health system.



We have been assured by the IMB, by SCHMP, and by Dr Corrigan himself that the
purpose of these proposals is to legalise the position of products already existing on
the market, and that it is not the intention to remove them. However we only have to
look at Article 2.1 the contentious "30 year rule” 1o realise that while it may not be
the imtention 1o remove product, it will certainly have that effect,

Many of the problems 1dentified in Part 3 emanate from the fact that these proposals
merely seek to "shoehormn” traditional remedies into a regulatory framework which
was designed for powerful modern pharmaceuticals. In the case ol substances which
are always medicines this does not present any problems. However, in the case of
natural substances which may be either medicines or foods it becomes unworkable.
Can products which are essentially the same exist on the market in two different
guises L.e a rraditional medicine and a food supplement, and if so, on what basis 7 In
our view this dichotomy presents almost insurmountable problems, which can only
really be overcome by a change of tack. That 1s why we advocate the establishment
of a new specialised regulatory authority,

We believe that herbal medicines need a different regulatory approach than
conventional medicines which reflects their nature and characteristics. Sometimes
totally new legislation is required. We feel that a golden opportunity has been lost to
devise a unique regulatory system especially designed for Natural Health Products,
such as the Canadian system, which would be the envy of the world. ldeally, this
would be a system which would be more equitable, workable and appropriate
recognising the nature of the products, especially their complex composition, and
which would reflect their superb safety profile which 158 markedly supernior to that of
conventional medicines, and mdeed, to that of food.

Maintaining a Sense of Perspective and The Dangers of Over-regulation

It 1s often stated that jus! because a substance 1s "natural” doesnt mean it's safe,
According to the Joumnal of the American Medical Association, properly researched,
regulated, preseribed and used drugs are the fourth largest cause of death in the US.,
killing an estimated 100,000 people per vear, and mjuring in excess of two million.
300,000 people are killed every year by aspirin alone. Non-steroidal anti-
inflammatories (NSAIs) are responsible for an estimated 20,000 deaths per year.
Lyban has killed over 50 in the UK, Paracetamol kills 200 people every vear in the
UK alone, We have no figures for fatalities in Ireland,

On the other hand, St John's wort has had no reports of deaths in Ireland, the UK or in
any other EU Member State, Similarly with Gingko hiloba. Kava kava has had no
reports of any adverse reactions either in Ireland or the UK. Kava has a history of
sale use particularly in the South pacific for centuries. Suddenly over the last two



years there have been 30 reports of liver damage, but most of these cases, subjects
were also taking conventional medicines that can also cause liver damage or over-
dosing on alcohol.

These three herbs have been taken off the market, while paracetamol, aspirin, zyban
and NSAls remain,

There is clear evidence that under current regulations, proper risk analyses of herbal
products are not being carmed out. The degree of regulation must be proportional 1o
the degree of risk. If there 13 over-regulation of a particular sector, then the regulatory
system becomes self-defeating and indeed counterproductive in that it gives rise to
black market conditions, m which there are no regulations or standards whatsoever.

The hazard or the degree of risk that over-regulation presents is therefore greater than
that which would prevail if there was no regulation at all. | would urge that a sense of
proportion prevail so that a fair, appropriate, transparent and workable regulatory
systermn emerges for this type of product that we can all have confidence in.

Thank you for listening.
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Phytotherapy Care

(with apologies to Hepler & Strand!)

“The responsible provision of

Herbal Medicinal Products for
the purpose of achieving
definite outcomes that improve
a patient’s quality of life”.
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DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL

amending the Directive 2001/83/EC
as regards traditional herbal medicinal products

(presented by the Commission)



Irish Medicines Board Scientific
Committee on Herbal Medicinal
Products.

Chair: Dr. D. Corrigan
Director, School of Pharmacy, TCD.

Secretariat: Dr. D. Dempsey
Herbal Medicinal Products
Project Manager, IMB.

Members: Aromatherapist/Pharmacist
(G.P./ Medical Herbalist
G.P./ TCM Specialist
Medical Herbalist/Aromatherapist
Medical Herbalist
Pharmacognosist

Phytochemist
Prof. E. Emst (External Advisor)

In attendance: C.E.O., IMB
Medical Assessor, IMB
Pharmaceutical Assessor, IMB.



Irish Medicines Board
SCHMP
Terms of Reference

advise in relation to an interim National
Licensing Scheme pending introduction of EU

Directive 2002/0008 (COD).

the Scheme to be brought in by Regulation not
Primary Legislation.

adequately define the medicinal products to
which it relates.

adequately address standards of quality and
safety.

where standard proof of efficacy has not been
met that,

- the product should be identifiable
- the medicinal claims made be appropriate

- the interests of public health be
adequately protected.



1.

2.

National Licensing Scheme

Institutional Framework

Traditional Medicinal Products Unit.
- to include herbal assessors.

Sub-Commuittee on Traditional Medicinal
Products.

-

o

Medical Herbalism
Medicine
Pharmacy
Pharmacognosy
Toxicology
Aromatherapy
TCM

Complementary Medicine

Chair of S-C on TMP to be member of
ACHM.



Terms of Reference for
S-C.T.M.P.

Monitor implementation of scheme.

Establish national listing of approved
indication claims.

Establish list of approved
bibliographic sources.

Approve any positive list.
Approve any negative list.

General advice and technical support
to T.M.U.



Adequately define the
medicinal products to which
it relates.

- ‘30 year’ rule ex
Directive.

- Australian TGA.

- (Canadian.

- TAHS.



Criticism of Directive

. 30 year rule.
- not definition of ‘tradition’

- extension of timeframe of “well-
established use”

2. Exclusion of Ethnic Medicines
- discriminatory on ethnic grounds
- does not provide consumer protection
- reduces licit consumer access



Contamination of Ethnic Products with
Synthetic Drugs and Minerals

Steroids

Phenylbutazone
Benzodiazepines

Arsenic

Lead

Mercury — ‘Shu Gan Wan’

Of 11 Chinese Herbal Creams for Eczema - 8
contained Dexamethasone



Australian TGA

Complementary Medicines Evaluation
Committee

“Traditional use refers to documentary
evidence that a substance has been used
over three or more generations of recorded
use for a specific health related or medicinal

purpose’.



Canadian Definition

Natural health products are products manufactured, sold or represented

(1)

for use in:-

The diagnosis, treatment, mftigatiun or prevention of a disease, disorder,
or abnormal physical state or its symptoms in humans;

Restoring or correcting organic functions in humans, or

Maintaining or promoting health or otherwise modifying organic
functions in humans,

Specifically, medicinal ingredients of Natural Health Products are those set

(a)
(b)

(c)

out below, alone or in combination.

a homoeopathic preparation.

a substance or substances used as a traditional medicine, including, but
not limited to, a substance used as a traditional Chinese medicine, a

traditional Ayurvedic medicine or a North American aboriginal
medicine, and

a mineral or a trace element, a vitamin, an amino acid, an essential fatty
acid or other botanical, animal or micro-organism derived substance.



Submitted Definition

“A traditional medicinal product 1s a
medicinal product containing as active
ingredients, generally herbal substances,
herbal preparations but also other non-
herbal substances, that are supplied on the
basis of their use 1n an established tradition
of practice”.



Definition of Complementary
Medicine
(B.M.J 1999;319:693-696 (11 Sept)

“Complementary and Alternative Medicine
(CAM) 1s a broad domain of healing resources
that encompasses all health systems,
modalities and practices and their
accompanying theories and beliefs, other than
those intrinsic to the politically dominant
health system of a particular society or culture
in a given historical period.

CAM includes all such practices and ideas
self-defined by their users as preventing or
treating illness or promoting health and well-
being. Boundaries within CAM and between
the CAM domain and that of the dominant
system are not always sharp or fixed”.



Possible Definition of “Traditional
Medicinal Product”

A traditional medicinal product i1s a medicinal
product used 1n a system of medicine (other than that
intrinsic to the politically dominant health system of

a particular society, or culture in a given historical
period) which is self-defined by its practitioners or

by its users as preventing or treating 1llness or
promoting health and well being”.



Republic of Ireland
Scope of Proposed National Scheme

. Herbal Medicinal products that have a proven
traditional use.

2. Additional classes of traditional medicinal

products.
. Fish oils
. Royal jelly
. Kelp
. Activated Charcoal
. Chinese products

. Avyurvedic products
. Other ethnic products
(Anthroposophic products?)




Republic of Ireland
Scope of Proposed National Scheme

3. Products included only with medical
claims.

Essential oils for external use.
Herbal teas.

Topical Aloe Vera products
Herbal juices



Republic of Ireland
Scope of Proposed National Scheme

Combination products.

Traditional combinations.
Combinations which are not traditional?
Traditional plus vitamins?

Products to be excluded.

Those covered by Poisons Act and Misuse of
Drugs Act etc.

Vitamin products.

Mineral products.

Homoeopathic products.

Bach and similar flower remedies.



Adequately address
standards of quality

* N.f.G. on Quality of HMP’s
* N.f.G. on GMP tor HMP’s

* P.T.C. on Good Agricultural
and Collection Practice for
starting materials of herbal
origin.



Herbal Medicinal Products

The purpose of Quality Control.

. Proof of identity.

2. Proof of quantity present.

3. Proof of phytochemicals present.
4,  Proof of purity

- absence of other plants

- absence of pesticides

- absence of heavy metals

- absence of bacteria and fungi
- absence of mycotoxins

- absence of rodent/insect filth
- absence of fumigants

- absence of synthetic drugs

QC/QA amenable to External Audit.



Pharmacopoeial Monographs

European Pharmacopoeia
101 Plant Monographs 1n 2002 Edn.

National Pharmacopoeia’s
French, German

Swiss, Italian

Chinese, Japanese

British Herbal Pharmacopoeia

W.H.O. Monographs



MANUFACTURE OF HERBAL MEDICINAL PRODUCTS

Principle

Bacause of their often complex and variabls nature, and the number and small quantity of
defined active ingredients, control af starting materials, stnrage and processing assume
particular importance in the mamafacture of harbal medicinal products.

Premises
Storage areay

1. Crude (Le. improcessed) plants should be stored In separate areas, The storage ares should

be wall ventilated and be squipped In such a way as o give protection against the entry of
msects or other anamals, sspeciaily rodenis. Effective measures should be taken to prevent

the spread of any such antmals and micro-organisma brought in with the crade plant and w
prevent cross-contamination. Conminers should be lacated in such a way as to allow free

alr circulacon.

2  Special attention should be paid ro the cleanliness and good maimenance of the storags
areas particularty whan dust is grmerated.

3. Scorage of plants, extracts, Unctures and other propuratlons may mquire special eemditions
af humidity, Lemperature or light protection: thess canditions showld be provided and

manitored.

Froduction area

1. ‘Specific provisioms should be taken during sampling, weighlng, mixing snd processing
operations of crude plants whetever dust |s generated. to farilitate cdlesning and o avaid

cross-contaminstion, as for sxample, dust extraction, dedicated premises sic.

Documentation

Specifications for starting materials

3. Apart from the dats described (n Ceneral Gulde (thaptar 4, poine 4.11), specilicntions (o
medicinal crude plants shoald include. &s far g3 possible:

—  the botanical nume (with. Il appropriate, the name of the originator of the
classificatinn, o.p. Linnasus),

—  the detalls of the snarce of the plant (country o region of arigin, snd whars
applicable, cultivation. time of harvesting. collecting procedures, possible pesticides
used, ptc.).
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Medicinal Products for Human
and Veterinary Use:

Good Manufacturing Practices.

Annex 7.

Manufacture of Herbal Medicinal
Products.

8. Quality Control.

Quality control personnel should have
particular expertise in herbal medicinal
products in order to be able to carry out
Identification tests and recognise
adulteration, the presence of fungal
growth, infestations, non-uniformity
within a delivery of crude plants etc.

(Eudralex vol. 4)



Quality Guidelines for Herbal

Medicinal Products.

EU Guideline on Quality of Herbal Medicinal
Products.

EU Guideline on Good Manufacturing Practice
(GMP) for Herbal Medicinal Products.

Guidelines for Good Agricultural Practice (GAP) for
Medicinal and Aromatic Plants.

European Pharmacopoeia Monograph. Products of
Herbal Origin.

WHO Guidelines on Quality Control Methods for
Medicinal Plant Materials.

WHO Supplementary Guidelines for the
Manufacture of Herbal Medicinal Products (GMP).



BRITISH HERBAL MEDICINE ASSOCIATION (BHMA)

Code of Good Practice

June 2000

HERBAL REMEDIES EXEMPT FROM LICENSING

Definitinns

Words and phrases appearing in italics shall be
defined according to the magning ascribed ta them by
the Medicines Act | 968, and. in the case of the term
‘Herbal Practitioner”. shall be defined as any person
who sells. supplics. manufactures or assembles a
herbal romody exempt from lcunsing i the course of
2 business in complionee with the conditions
preseribed by Section 12 (1) () and (b) of that Act

Members Declarntion

The member agrées to uphold the objects. standards
and requirements proscribed by this Code of Good
Pmctice and to co-operate with the British Herbal
Medicme Association (BHMA) and the United
Kmpgdom Medicines Control Agency (MCA) in
regulating nnd promoting compliance with the Code
and relevant United Kingdom and European
legislation and regulations goverming herbal remsdies
exemipt from licensing,

Ohject

To promote the safuty and cfficacy of herbml remedies
exempt from licensing by prescribing & elear
framework of Good Practice within the United
Kingdom anid applicable European lewislation with
the ohject of protecting the health and well being of
the paticnt/customer whon chodsing an unlicensed
Herbal Remedy.

Raw Materials

| The use of all mgrodients exeluding exciphnts used
i the manufacture of 2 herbal nemecdy exempt from
Intemaing shall. in so far as such ingredients appear,
camply with the staius and catesory prescribed by the
provigions of the Medicines (Products Other Than
Veterinary Drugs) (General Salie List) Order 1984, as
amctided and thy Medicines (Retail Sale or Supply of
Herbil Renudics) Order 1977 and all ather
regulations. restrictions or roquirements os may from
linie to time be applicable to the use of such
ingredicnis

LAl ingredivnts excluding exeypents used in the
manutactune of a herbal remedy exempt from
ieznsing xhall conform to standards prescribed m the
ralevant scerions of the publications refermed 1o m
Schodulc [

Manufaciure

3 All procedures followed and processes used m the
mamifacture of a herbal remedy exempt from
licensing shall. save m the case of those prepared by a
herbal practitioner. conform to the standards
recammended by Her Majesty's Government (HMG)
publication ‘A Guule w Good Manufocturing
Practice or such other HMG publication as may
from tome to nme replace or amend the same.

4 The substances referred to m Schedule [1 shall not
be mcluded as ingredients in the manufacture of ony
herbal remedy exempt from licensing.

Labelling

3 The labelling of all confainers and pockases nsed
n the storage of herbal remedies exernpt from
licensing for the purpose of marketing. sale or other
provision 10 the public shall comply wath all relevant
reguiations mode pursuant to section K3{ | ) Medicmes
Act and where approprinte with other provisions of
that Act ind pursuant regnlations regarding the
mclusions of appropriate quantitalive perticulars
and. in any event, with EC Direetive (92727 EC)

Quality Defects & Adverse Reactions

6 Any member who suspects a herbal remedy exempt
from licoasing of being defective, either as a result of
it's qualitative standards or 25 2 result of an adwirse
reactinn suffered by a patient/customes. shall repont
full details of the defect to the BHMA who may, ot
their discretion pass the report to the Defect
Medicines Reportimy Centre or the Adwers
Reaction/Pharmacovigilance Group in the MCA,

7 All members shall respond promptly and
responsibly to any warmings issud by either the
BHMA cr the MCA conceming the quality or safety
of any herbal remedy exempt from licensing products.

Enforcement

R The regulation of this Code of Good Practice shall
be the responsibility of the BHMA who will waork
with the support and co-operation of the MCA,



CODE OF GOOD PRACTICE (HERBAL REMEDIES EXEMPT FROM LICENSING)

Schedule |
Publications

The Enrupean Pharmacopetia

The Brinsh PharmacopoeiaCompendia
The Britixh Herbal Pharmacopoeia

The ("hivexe Pharmacapovia

The Japemese Pharmacopoeia

Schedule 1T
Prohibited Substances

Heavy metals or their chemical derivatives
Nimithettc medicinad substances
Nwhxtances dermved from speciex currently schedulie in th

Cenrventiam un Juternational Trade in Endangered Species
(CITES)



EU Definitions

Traditional Medicines Directive
Labelling

Herbal Medicinal product for traditional use in a
specified indication.

efficacy has not been clinically proven but relies
exclusively on long-term use and experience.

user should consult a doctor or a qualified
practitioner if the symptoms persist.

The nature of the tradition may be required to be
stated.



Adequately address standards
of safety

* No toxicity tests required.

* Bibliographic evidence
- ESCOP monographs
- WHO monographs
- articles in scientific journals
- relevant reference texts

* Expert report could validate
traditional knowledge and
experience.



Appropriate Medicinal Claims

» Wording proposed by applicant
 Justified by expert
* No clinical trials needed

» Justified by bibliographic evidence
- ESCOP monographs
- WHO monographs
- Commission E monographs

Avis aux Fabricants

Australian CMEC



French. Avis Aux Fabricants

Indication Claims

* Traditionally used in the treatment of
minor circulatory disorders.

* Traditionally used in travel sickness.

» Traditionally used in the symptomatic
treatment of neurotonic conditions of
adults and children notably in cases
of mild disorders of sleep.

* Traditionally used in subjective signs
of venous insufficiency such as heavy
legs (Topical).



Australian TGA
Indication claims

May help increase joint mobility
associated with arthritis.

For the symptomatic relief of
premenstrual tension syndrome.

Helps relieve nervous tension,
stress and mild anxiety.

To help maintain blood circulation
to the peripheral areas of the body
such as the legs, hands and feet.

Formula to support the liver.



Public Health
Be Adequately Protected

Products not meeting minimum
quality standards.

Products which are unsafe under
normal conditions of use.

Products whose labels or
advertising i1s untruthful.



Implications of National Licensing
Scheme

* Derogation from “normal” regulatory process.
* Reduced burden on manufacturers.

* No expensive Pharmacotoxicological tests.

» Expert Report to collate Bibliographic and
Empirical Evidence of Safety.

* No expensive clinical trials
- Expert Report to incorporate

evidence from herbal
practitioners.

* Applicant to propose and justify wording of
indication claim.



Advantages of National
Licensing Scheme

Products with defined Regulatory
Status.

Enhanced consumer protection.

Independent audit of Quality and
Safety.

Accuracy check on information to the
consumer.

Prevention of safety problems through
improved Quality Assurance.



MAURICE MESSEGUE

MAKE USE OF MY BELOVED PLANTS....
BUT MAKE SURE THAT YOU GO AND SEE
YOUR DOCTOR WHENEVER I'T BECOMES
NECESSARY.

TO TRUST IN NATURE DOES NOT MEAN
THAT YOU MUST DEPRIVE YOURSELF OF

THE DISCOVERIES OF SCIENCE.




I have been studying medicinal planis since | became a Pharmacy student in 1962
Professionally | am a Pharmmcognosist — a speciilist in medicinal plents and #s such a
member of staff of the only University Department of Pharmmacognosy in the British
Inles [, slong with my colleagues, have a vested interest in sesing more people use
more plant based medicines.

We bave an intevest in exploiting plants as sowrces of medicines o.g. the use of
Taxol® from Yew tross to treat cancer, 'We have an interest in using plytochemicals
a2 lead molecules for mew symihetic drugs. But sbove all [ have sn interest, ahiefly
through my work as Chuirperson of the ESCOP Scientific Committee over the past
cleven years, in the use of plants directly as medicines, That is where the plant ftself

or an unprocessed extract is administered directly to the patient.

A koy mnd welcomes milsstone in the increasing wse of traditioonl medicinal products
b the draft Directive 2002/008(COD) which will smend Directive 2001/83/EC »s
regands traditional berbal medicinel products. The spproach adopted by this draft
Directive heavily influsnced the National approach adopted in Ireland and the work of
the ad hoc Scientific Committes on Herbal Medicinal Products (SCHMF) which I was
privileged 1o chair, This SCHMP was estshlishad to advise the Irish Medicines Board
(IMB) on the interim Neational Scheme which would ensure consumer access, an &
sccure regulatory hasis to high quality traditional medicinal products pending the
conctment and implementation of the EU Directive.

It was indeed 4 privilege fir me to be lnvited to establish and chair a talented
multidisciplinery Committee comprised of Medical Herbalists, Aromatherapists,
Pharmacognosists, Phytochemists, Pharmacists, Medical Practitioners ps well a3
Complementary Medicine and TCM Specialiss who worked constructively and
effectively with specialist staff from the [MB to fulfil, in a timely mamer, the terms
of reference, from the Minister of Health snd Children to the IMB, These terms were
as follow:-



To advise the Minister in relation to an jpterim National Licensing
Scheme pending introduction of EU Directive 2002/0008 (COD),

That the Scheme to be brought in by Regulation not Primery
Legislation.

That it should adequately define the medicinal products to which it
relntes

That it should adequately address standards of quality and safity.

A::lmm& proof of efficacy has not heen met that,
the product should be identifisble
. the medicinal ¢laims made be appropriate and
. the interests of public bealth be adequately protected.

It s moportant to consider these Terms of Reference carcfully to establish cxmctly
what we were asked 1o do and equally and more importantly what we were not asked
to do.

What was mot inclnded,
1. We were ot asked to advise the Minister for Health on Statutory Self

Regulation (SSR) for herbal practitioners. We did drow the Minister's artention to the
fact that the Schemne we were proposing could not function if highly traimed medical
berbalists were required to hold & mumufacturers license and to have individual
product authorisations for esch and every extemporsneous prescription they
compounded for dispensing to putienis under their care. The need for an mterim
final report to the Minister.

2. We were not asked to review the list of plants which are on the prescription
only list i Ircland. There is 2 recogmition that there are well established procedures

for deregulating a prescription only product Lo an over the counter product.

3. We were not asked to devise 8 new regulatory sgency or system for traditiorsl
medicinal products. It was and indeed atill is open to n Minmter for Health and the

Government of the day to establish an Expert Committes 1o advise on such & new



regulatory agency and structure. The present Minister for Health and Children chose
not w0 do tha, bun chose instend 10 ask the Irish Medicines Board to advise on mn
mferim scheme which couid be introduced by Regulations and which would oot
require primary legislation.  That, therefore, fiwther impiied that the SCHMP was
expected to work within the concepts of Directive 65/65/EEC ns imterpreted by the
Ewopenn Court of Justice. 1 would also point out to those vehemently opposed 10 the
defmition of & medicie as set out in 65/65/EEC that the Mcember States did bave an
opportutity last year, during the review of Pharmmceutical legslation which led to the
Codified Human Medicines Directive 2001/83/EC, to revise the definition of a
medicinal product and they chose not to do so.

Accomplishments.
On the positive side what has been accomplished?

Institutional Framework

The SCHMP has recommended the establishment of a permanent, adequately
staffing will mclude herbal assessors ie. those with formal education snd truining n
herbal modicine and ita practice, who will work alongside pharmaceutical and medical
assessors.  The former are essential for the evalustion of those Expert Reports on
Safety and those justifying the indication claims which will dmw together empirical
evidence and crucially the experience of practitiomers as well as the available

I. I . *

That TMU will be supported by a mubtidisciplinary Subcommirtes on Traditional
Medicinal Products (STMP), The muitidisciplinary nsture of that STMF is vital
Experience of working within its predecessor has shown all of us invoived, the value
of having a range of disciplines, mowledge and expertise available. The possibility of
having this subcommirtee established as a full Sunuory Commirtee was discussed bt
since that would have required an amendment of the Irish Medicines Board Act Le
primary legislation, it could not fall within the Terms of Reference. The SCHMP

was of one mind over the guestion of the multidisciplinary membership, believing that
strength is bullt on diversity. The sclemtific md professional independence of those
appointed to the STMP is mother advantage which would be in jeopardy if

4



representatives of the mdustry were appointed to the STMP as some have suggested.
Given the commercial sensitivity of the information which would be discussed by toe

STMP, conflicts of interest would be frequent, inevitable sud wmocoeptable.

Implications for the CHMP.

The lessons leamed by my colleagues and I sbour the need for, and wmine of
nmultidisciplinary working could usefully be appiied 1o certain aspects of the new EU
Directive on Traditional Herbal Medicioal Products. In particuier, the proposal 1o
cmublish 8 Committes on Herbal Medicinal Products (CHMP) within the EMEA in
London. As presently worded this Committee will consmt of one member from each
EU couniry chosen becauss of their role snd experience in the evahmition of HMP's
who will ropresent their competent mxthoritiss This Committee will establish
Comummity herbal monographs under both the "well-estahlished use™ regime and the
"Trnditional® scheme. With all due respect to those regulators experienced in the
evaluation of HMP's, such a task is too important to be left to the regulntors alope. 1
have proposed that the European Parlisment should be given the right to nominste as
full voting members of the CHMP, two scientists particularly qualified in the fleld of
wmdmmmmhmﬁgaw.
medicine, This proposal is based on the precedent which allows Pariiament to appomt
“two selentizts particularly qualified in the field of drugs, designated by the Esropean
Pariiament on the basis of their particular qualifications in that field” w the Board of
the European Monitoring Centre for Drugs and Drug Addiction under Council
Regulation (EEC) No. 302/93,

To avoid any misunderstanding | have in mind the sppoimment of independent
scientists such oy Professor Amold Viietinck of Belgnum, Profiessor Franco Vincieri of
Italy or Professor Gerhand Franz of Germmny who attend meetings of the HMP
Working Party of the EMEA &t present. The walue of practitioners on such o
commirtee should be self-evidemi. Certainly my experience of working with herbal
practitioners on the Irish Commirtee has convinced me that the European CHMP
nceds their input. How else can data on the tmditional use of the medicinal product
be sssessed for sufficiency? How else can the requirement that the efficacy i
pimusible on the basis of long-term use and experience (my emphasis) be adequately
assessed? ‘



This aspect of our work hes attracted mmch criticiem. It has wlso ‘been the .mos
difficult sspect because mt all times my colleagues and I bad to bear in mind thet we
were advising on an interim scheme.  Therefore, we needed to work up & scheme thse
would allow & ssamless trunsition from the Natlonal into the Transnational systems,
We found curselves stuck with a faulty so-called definition. - the 30 year rule from the
Directive. That 30 yesr rule Is not an adequate defimition of “tmadition” or of
“traditiorn] use", I recognize the compromise it represents but it is wrong, In my
personal opindon it is merely an extension of the timeframe of "well-established use”
is sot out in Article 10.1.0.(§) of the Humsn Medicines Directive (2001/83/EC),

(@)  The appilcant shall not be reguired to provide the resulty of toxicological and
pharmacological tests or the results of ciinical trials if he can demonstrate:

(1)  that the constitusrt or constitusnty of the medicinal product have a well
establizhed medicinal use, with recognized efficocy and an acceptable level of
safety, by means of a detatled scisntific bibliography.

There are several factors to be taken into account in sssessing the walidity of "well-
established use”, including that the product must have been in documnented use in the
EC for not less than 10 yeers, To all intenis snd purposss therefore the present flawed
definttion for Traditional Herbal Products is merely m exdension from 10 to 30 yesrs.
It suffers from the fact that it docs not address the concepts of traditional use within
its differers puradigms and cultures. It also discriminates against ethmic medicines
from non-Buropesn traditions, many of which are unllkely to bve been on the market
within the EU for even the 15 years required as part of 2 firther compromise. I do not
believe this is scceptable on ethnio grounds becaiise these medicines and the systerms
of medicine which give rise to them most be valued culturally and sccorded the
respect they deserve. Equally consumer protection will not be provided for, This is
ironic becouse many of the safety problema encountered have mvolved ethmc
medicines especially those of the Chinese tmdition. These range from the Fang Ji
Case to the contamination with Phenylutazone of Chuifong Toukawsn Rbheumatism
Pills. It might have been thought thm such occurrences were a thing of the past but
the spaie of reports in the first 3 months of this year show the need to include these
medicines within the Scheme in order to protect consumer safety and also to ensure
consumer access to the vamable pharmacopoeias of those ethnic traditions,



Alternative Definitions.
The SCHMP and the IMB bave made known owr misgivings st European level

without success, so fir. The difficulty we faced was in formulating an alternative
defimition. We did commider the wonding from the Complementary Medicines
Evalustion Committee of the Australian TGA which smates that *Traditional use
refers to documeniary evidence that a substance hay been wsed over three or more
generations of recorded wse for a specific health related or medicinal uss”, There
was some dobate over how many years constituted & generation and the consersus
was 20, s0 we would have been requiring evidence of use over 60 yeart. This ‘was
comzidered to be more problemmtic than the EU's 30 yemrs, We wore also surprised
that origimally the Caoadisn Committes had oot defined traditionnl use mod thet a
definttion had only recently emerged which still does not define traditional use but
lists some cxamples. One helpful definition was submitted by the Irish Associstion
of Health Stores which rofers to “wse i an established radition of practice”.
Unformunately this begs the question of "established by who and for how long™ and
we still have no clesr idea of what is en established tradition of practice snd how #t
could be described and set down in the legally binding langunge of a Regulation,
Emdhwﬂﬁ&uhydhmhhqmw;m
definition/description the Committes reluctantly accepted the need to work within the
parameters of the Directive while seeking to bsve the Directive improved. Implicit in
that, 4 & peed to put forward an alternative definition which captures and
acknowledges the cultural concepts and paradigms of traditional systems of medicine.
The definition T put foremsd for discussion attempts to do that by borrowing from
some of the phrases sed in the Cochrane Collsborstion's Definition of
Complernentary and Alternative Medicine, This reflects a personal suggestion and
does not represent the thinking of the SCHMP.,

Possible Definition of "Traditional Medicinal Products”

A tradiiomal medicinal product is a medicioal product used in a system of
medicine (other than that intrinsic to the politically dommmant health system of
& particular society, or cultwe in a given historical period) which is self-
defined by its practitionsrs or by its users as preventing or tresting illness or
promoting health and well being”,

—)



Heope of the Natipnal Schome.
The scope of the proposed National Scheme is broader then the Directive, frstly

because the carly drafts of the Directive were more incinsive than the final version
published in Jenuary, secondly becsuse there was a desire to [acilitaie the continmed
availahility of products other than Herbal Products by also giving them a clesr and
unambiguous regulatory status. Some would view the inclusion of materials such as
Fish Otls snd Royal Jelly in products making medicinul clsims, s a punitive measure,
when the actual intent 8 0 sccommodste such products which are potentially
"bomeless” in regulstory tesms snd give them an sssured and definite regulatory
stntus.  Other "homeless” products such ms Anthroposophic remedies could be
incinded if the review of the Homoeopathic Directives did not result in their inclusion
within that framework. It has also been stmed thar Combination Products of herbal
substances and vitamins would be included and thmt the levels of vitamins allowable
will be in Boe with BU legislation in force at the time. Thus, if the new Food
Supplements Directive permits levels of vitamins up to the Upper Safs Limit (USL)
as opposed 1o the RDA's currently in force, then those USL's would also spply to
Combination Products within the Nationa) Scheme. There is also s clear commitment
to develop Guidelines in conjunction with the industry that would help clarify these
matters. Our responso to the submissions made concerming the draft final report
highlights the organic nature of mry such Guidefines snd the fact that they will be
continually modified in the fight of practical experience with the intention of making
these classifications as usefisl and as transparent as possibie.,

Adequately Address Standards of Quality.

It is my contention that the implementstion of various guidefines on Quality and GMP
for HMIPs as set out by the EMEA or globally by the World Health Orgmmsation
would do much to eliminute many of the adverse reactions reported to have been
caused by HMP's, Far too many of the seriows toxicity problens reported with HMP's
have, afier investigation, tuned owt not to iovolve the hertml substances themseives,
but some other toxic plant, an undeclared synthetic drug or an environmental
contemminant such es a heavy metal In other words, [ remain convinced that many so-
called safty problems are easily preventable by proper implementation of Quality
Control and Quality Assurance Schemes. These must be bused on recognised



protocols which have been specifically adapted to the special circumstances arising
from the use of plant materials fn particulsr, “Thare has been criticien that ‘thes:
requiremienis are too onerous but ‘when one looks st the purpose of the Quality
Guidelines for HMP under the Hllowing headings ons can ressomsbly ask which
aspect could be sxfaly omitted.

[t is surely aiso in the interests of the consumer that procedures used to ensure quality
should be amenshle to an external andit conducted on their behulf by &n independent
muthority,. Compllance with these requirements should not peed extensive basic
research, becanse many gquality monographs are well-docomented in the Europesn
Pharmacopoels, i Nationsl Pharmmcopoeins (Fremch, Geromn, Swiss) and in
unofficial pharmacopoeias such sy British Herbal Pharmacopoeia, the United States
Herbul Pharmacopocid and the Homoeopsthic Pharmacopociss,. What 1 find
resssuring is the involvement of the industry in the elsboration of these Notes for
Guidsnce (N£G) and that the Poimts to Comsider (PTC) document on Good
Agricultural and Collection Practice actually arose from Guidelines developed by the
European Herb Growers Association themselves, It &3 equally importamt (o
acknowledge the proactive positive sititude of industry sssociations, such as the
BHMA which I had the privilege to witness ot first band as chair of their Code of
Good Practice for Herbal Remedies Exempt from Licemsing Commmittee. My
experience is that there is a willingness within the Industry to owmintain the already
high standards of Quality and where necessary to make improvements. It is vital thu
the efforts of those committed to Quality Comrol and Assurence should be recognized
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and rewarded while those who igoore the Guidelines should pay the price of their
neglect of comsumer safet .

dequa ress Standards of Safer

The Scheme, in line with the Directive, reduces the burden on mannfacturers by not
requiring thmt new cxpensive toxicity tests be performed. Instesd hibliographic
evidence csn be presented along with an Expert Report. The ides is that the
compamny's chosen expert would draw together the traditionnl knowledge of the safety
of a horbal substance and refer to the long cxperiance of safe use of i, validsie that
nformation and integrate it with published dats on the substance It would be
desicable if some form of generic Substance Approval Procedure, as suggesied by the
Irish Health Trade Associstion could be developed  This could provide mn
invaiunhle link to the Centralised Monograph Procedure already refeered to in the
context of the Directive.

[destifinble Products,
The kbelling requircments mre similar to those of the Directive mnd require &

statemnert that “the product is a Traditional Medicine Product for use in a specified
indication and that the product has not been climically proven but relies exchmively on
long-term wee and experience”., In such coses the medicimal claims made mmst be
appropriate.  They csn be proposed by the applicant mnd justified on the basia of
sccuracy and truthfuiness by the applicant's Expert. Here aguin the expense mnd
burden of clinical trials i lifted ffom the applicant whose Expert can refir to
Bibliographis evidence from ESCOP, WHO or Commission E Monographs, stsmdard
texts snd compilations such as Mills end Bone. The wordings to be agreed between
the applicant and the assessors could be sinlar to those published in the French Awvis
mux Fpbricanty The Committee was also impressed with the range of indication
claims developed and approved by the Australisn CMEC and recognized the vaiue of
many of them.

Protection of Public Heaith.

Despite insccurate and wildly misleading cluims that the Scheme would result in all
Traditions]l Medicinal Products being baoned, the only products which could be
thresiened by this Scheme mre those which do not meet minimun Quality Standards
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or which are unsafoc under pormal conditions of use or where the label or advertising
is untruthful. It is our view that the vam mmjority of the Products currently wvailabie
will contime to be available. ~Further, we expect thai because there will be a definite
end sssed reguistory situation, this will emcourage new players to place now
products on the market. This would firther enhance the choice availshio to lrish
COomMumers.

Conciusion,
There are a mumber of implications arising from the proposed National Licensing
Scheme and by extension from the Directive.

Implications of The Nutions] Licensiny Scheme,

It iovolves a derogation from the ‘normal’ regulatory process.

There is a massively reduced burden on manuficturers,

No expensive Pharmacotoxicological tests are required.

The applicants chosen Expert in their Report will collute Ribliographic and Empirical
Evidence of Safity,

No expensive clinical trisls need be conducted.

The Expert Report will incorporate evidence from berbal practitioners.

The applicars themselves will be able t0 proposs snd justify the wording of the
indication claim.

Arising from these there will in my view be a pumber of real adventages for all
fvolved,

For onoe the perceived regulatory threat hanging over these products will be removed
mnd we will have products on the market within an assured regulatory famework and
with & dafinite regulstory stams. This will provide a seoure background for the
industry to plan investment and production.

Consumer protection will be enhanced through independent aundits of Quality snd
Sadety and through checks on the accuracy of the information being made available.
Many of the safety problems will be provemted through improved adherence 1o
Quality Control.  All of these are worthwhile and achievable. However, their
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achisvemen will require commitments from all conceroed. My approach hes been
. heavily infloenced by the commonsense attitude expressed by the famow and ndee
infamoualy prosocuted Fremch Herbalist, Mamrice Messcgué, who wrotc many years
ago, "Moke use of my belaved planis above all in benign conditions. But make swre
h‘ﬂpﬂd-wmmimm. To st in Nature
does not meam that you mot deprive yowrself of the dizcoveries of Sciance”.

What thet second sentence says to me is thet attempts 1o reach the goal of
“responsibly providing Phytotherapy for the purpose of achiaving definite outcomes
that improve a patient’s guality of life” will require cooperation between Producers,
Practitioners, Patiests and Regulators, We need to aremte 3 partnership which
incorporates loaming that esomates from the borstory snd lesmming thet does not
emanate from the lsboratory, We need to do this for the benefit of all of us who find
ourstlves in a totally changed regulstory environment, We dont bave all the
signposts or a complete route map. The challenge we face both st Nationsl and at
European level is the crestion of the pertnership which will belp us all revigsic our
way through that landscape. Who will join us in that partnership?
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Implications for Industry

Jonathan Criffith

Industry View

Assessing the Implications

Pl mul] demw dhie som o e e e e o

eHiE WET P AUALTY e T wifET) B R R O Namesma

A o gL M Il--__-lll'—q!'-_-'l'

ikrs sl Hslnmmal — b oS e e | e palen

Ve Bewlll Aaseen
















tntreviluct o

I|||.='|||" I..l_'l P e

|j|_|||| |- '

Nisiilhi i il '.||||..|I|-.|
prytbheation Torsm will be devilip Paan il s onpinnssooam odb bl




IR CI R A L ITR T

[



! ||II b ikl [' i |I||||||I i i
13 -.hl- i il Llll"l.l":"lrll'l [ ‘||IH

LR bisapri i petin’ it cppilaces o bovaia o Coomd alleibi

! 1|I|'_ --I I‘Il1ll|||1l| I‘I|_1“i'|'l ARTR1E

REET N LN




 Virs swosdwoan rewimermrses (e s afoe

al '1%11°




PRESENTATION TOPICS

FGISLATIVE BACKGROUND

ISR AL 1 - Phioarmacoy igilnbiee

i I‘I|-||II_I_|_|||||||. ||




Fharrmmacovigllance

Obligations {2) Collaboration & the IMB

— e e — i e ol

|._:E':'_"rlz‘l._1! ‘:-:._I.JI|I!|ll]i_ll!i_"_-_ﬁ_l_:ml-i_'..:'th[t'!

1o Product Authorisations

PHARMACOVIGILANCE

GUIDANCE DOCUMENTS

e E

B



UNCLUSIUN




IRISH MEDICINES BOARD

Annex 2

Seminar Programme

Wasrd Lotghamisey o paa Wf bieanin

Earigloet Coren Laitalert Drevace Duilibv o 1ol gy o s e T2a o a5 =
Weliaser wpw =



Venue:

8331 — 0.0

9.00 -9.10

.10 - 9350

050 - 110

10,10 = 1)

Session 2

1AL ~ 1050

10,50 < 11.10

204 May 2002

Hilon Dublin Hotel, Chardemont Place, Dublin 2

Registratinn

Opening Address — Prof. Frank Hallinan, Chicl Executive,
Irish Medicines Board.

Inroduction to Regulation of Trnditnonal Medicinal
Prodiuces,

Chairperson: Prof Frank Hallinan, Chief Execunive, frish
Medicines Board,

The Proposed Intenmm Nanonal Licensing Scheme — An
Urverview”

Dr. Datnne Dempsey, Herbal Medicines Projecr Manager, Insh
Medianes Board,

The Tradinonal Medicmes Directive”
Mr. Richard Woodbeld, Herbal Pobcy Manaper, Medicmes
Crontrod Ageney, L'k

COFFRER

Direct to the Consumer
Chairperson: De. Joan Gilvarry, Medical Director, Insh
Medicines Board,

Troplications for the Herbralint'
MMa. Helen MeCormack, Herbalia,

Impheations for the Consuimer”

Ma. Breds Dooley, Consumer Representative Member of the Lrish
Medicimes Board.



1110 - 11.30

130 =11.50

11.50 ~ 1230

1230 - 13.00

13.00 - 14.20

Session 3

1420 - 14,40

14,40 15.00)

15,00 — 15.20

1520 - 1540

1540 = 16.4)

16.40 - 16.50

1650 = 17,000

Tmplicanons for the Communmity Mharmacasy®
Ms. Genldine Lavelle, Community Pharmacist,

‘Retail Impheations — Health Food Stores’
M. Awleen Hurley, Insh Assocuton of Health Stores.

LUNCH

Implications for the Industry

Trade Association,

Tmplicanons for the Indusiry from sn Industry Perspective’
Me Jemarhon Griffith, trnsh Heslth Trade Association.

“Wholesale and Mamifacture — Getting Licensed’
Mz Joshn Lynch, Director of Inspection, frish Medicines Board.

Product Regisrration — What is invalved:"
Dr. Elnine Breslin, Senior Medical Officer, Insh Medicines Boand

Pharmacovigiance — What is required”
Ms Nigmh Arhor, Pharmecovigilence Cocordinator, Insh
Mediines Board

Close of Mertng,

Dr. Danne Dempsey, Herbal Medicines Project Maonager, Insh
Medicines Board.
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