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REPORT OF A COLLEGE COMMITTEE
" ON ‘'THE RELATIONSHIP

~ BETWEEN PHYSICIANS AND THE PHARMACEUTiCAL INDUSTRY

_ INTRODUCTION

There needs to be 2 close and constructive ielatidnéhip between the medical
profession, which prescribes drugs for patients, and the pharmaceutical
industry, which produces a.né ‘ma:‘:kets" theﬁ. Such a rei#';ioﬁshié brings
benefit to patients, the pha'rma:cv:euti-calr induétry and o.ur nation. It

furthers the well-_informed and safe use of the drugs which are available and
ie e’ncourafgé’s' the co—obefatiﬁ fesegrch es‘s..evnti‘val inltih.e devglopment of

new drugs. It contributes to ox;i." naf:ional :‘econo.my because ou;' research-based

pharmaceutical industry has an enviable record of success in its export trade.

New d.rugé ca.n>be prbperiy devbelo’pedr only if Vdoctors evaluate them in patients.
The phban:'é‘ceﬁtiﬂcal ‘industry depem»l'e.ﬂ‘ og independent and ixﬁgar:ial clinical
assessment of their arﬁgs by physic:.a.ns This brings ‘chemiskts and scientists
in drﬁg companiéé Zinto a relationship with doctors whid: is necessary and
cozistructive; It>must; howéver, l;e conduct.:“edr on strictly professional lines
and nei;thervi:ai-iy éhouid abusé >its éogiﬁion for financial or other gain or

mislead the other on factual evidence about the drugs under trial.

Once a drug is developed a.nd ma.rketed a new relationship comes into existence
between drug companies and doctors- a relationship in which companies in a
competitive :mdustry are try:.ng to persuade the medical profession to
prescr:.be thezr products while at the same time seeking the views of the

profession about their efficacy and safety.
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18t Lotk gdeMeanour’ on the: part -of doctbirs’@lthough itd’&rigin lies in anxiety

R&iONer-thosditasess, - ItHis’ intended to help Goctors when ..hev have tc cecide
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, Ceme o

::: Thereihas been increasihg:cencein' in: récent yeass ‘aBcut the relaticnsaip

:how besk to.handle’ their cémpléx rélations with tha” pharcaceusical industry.

between doctors and the pharmaceutical industry-in two Fespects:-

1) »: -Breseribing. . . Doctors:spend large suts “62“publit money with fewer

fas sv:restzictions than: in: a:i.mstjaﬁyiéthér area of“piblic expenditure.

lis m:owoIn J:N:um £for the. trust:placed in hm ‘the doctior is expected to

P

woi -, BYescribe for his-patients®on:.the'basis of the kndwn efficacy and

- Safety. of . drugs.and it -is essential:that there-should be no s uspicion

s wee:tRAL his prcfessional judcement .may have beeri -impaired by the receipt

o ..0f gifts, hospitality, payment.or «subsidy from phafmaceutical ccmpanies.

chsultant phvsz.c:.ms have -an addxt:.onal rEspunsihil:.ty in as much as

P they 2re opinion leaders -in drug usage and:-influence the prescribing

patterns of their junior s;a,f,f;-_ﬁﬂ@ of .general practitioners in their

area.

’ 2) ) Clinical Re‘s_ea_rvghga.nd»_cnnical.Tz'-ials.}.

- There ‘has been concexrn that

; . Some of the interactions between companies. and physicians who are

~ .Clinical investigators .fould .compromise ‘the autonomy’ ané independence

_of the doctors reflecting on. the. integrity of the profession.

HIR -

That these concerns in both fields ;are widely shared is apparent froom

comments made in three published@ documents:
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The General Medical Council's booklet on "Professipnal-‘Conduct

_ ang Discipline: Fitness to Practise" .(1985) states:!dpctors should

,.avoid accepting any pecuniary or. pategial inducement:that might

- &9

cogp;omisg! ox;j,.,pe.;ggagde_d by others: as-likely :to:compromise, the

Lpdegeadeg;,,exercise of their professional judgement:#n:prescribing.

3 Tlgg §egl_;_ing:.qr ,a;pép;gns:e.;by‘;docto:si of:unreasonable sums of money

or gifts from commercial firms which manufacture or market drugs

. .0r.diagngstic ox.therapeutic-agents:or:appliances ‘mag:be regarded

: b N = TR ST A
ectiodth e g b S gl . oL PRS B
S R 1 Seed 3 Trogiapil b

- we b

..The Department.of Health and SocialsSécurity; bl ®écentiy
. re—issued a notice on-the.acceptance:of funding, gifts and

wrne - NOSPitality which states-that.'it’is"a basiéiprinciple in all

parts Qf the public.service:thatcstaff should‘hot only be

:scrupulously -impartialcand hondstoBut “Bepond” the* Yeach of

... - Suspicion.’ .The netice-goes-.oén ' t8 éfate that "whenever an

.- e Offiger: wishes :to ‘attendsdn ‘educational “confératice or other

occasion sthat is tobé finanéed wholly 6 patt1aily from

-, = Promotional .or ‘commercial -sources ‘he 'shéuid Seék ‘@pproval frem

iii.

EERY

the -employing :authérity., i, =& w7 Anar e pHAfISET

The Code of Practice for the Pharmaceutical Industry (1984)
published by the Association -of.-the Brifish-Pharmaceutical

~Industry: (ABPI) statés (section 19) that 'né gift or financial

. inducement shall be offered or ‘GivVér to meibeérs of the medical

.~ profession' but eXcepts' jivnexp'en's'i'v'é"g'—ift's' ;i which in this

context are presumably pens, diaries, books, rulers or similar

“articles related to a doctor's work.

T s v e
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The Code also states (section 20) that 'entg;;_.a_imf or

hospitalif;y offeged. s +.Should always be secondaxy--to' the

; g 3 JuEWET &L v s
25 i R 'pu‘.-.-pose of the meeting, ...n0t extendrgeyond. menbers of
the profession, be appropriate and not ocut of Proportion to

the occasgicn,. ..not excped that level which the recipients

-.mun_n...\-. .

mght normally adcpt u‘men pay:.ng fox, themselves.__j- ~

ag el Asfee ol ®

o

SOnA BE 8% %~

Comments in television and radio proorames, “In The “Times, The Gua.rdian,
The Economist, a number of medical journals and by the Consu:ners'
Associatioh demohsfrata that .the Ma—mé-ﬂae—ﬁubﬁ;'ewect ané demandé
that the conduct of doctors, both as prescribers and investigators of

~am A et 20

Arugs; ﬁsho.'uld_-:brabéw'?.e&i’-ﬁi"qfsim. TS

a " oF w3 S ESEE B Ba UL ReedT Ly TSRS Y
Brog adftabiid 0202 Deiehh uddf S TS -
ESTABLISHMENT OF THE WORKING PARTY : -
: S i B, N Py medy 8 S b T B w‘;-‘ru P B W e e
wE e I¥ S EeEVITR. N Ful

s Wethe~lightoof this icorcérn’;: dnd ‘Becaise of the 'Fésfohé;ibi?ﬁfi;é that
¢ bPhysicians:have . £or “the care idnd tréatment Gf patients, the President
Salled.a.meeting. of ‘Pellows ‘on Féb¥iary- ISth 19847~ Tt was agreed that
32 Fpllege Working ‘Party Bhould be established to''d¥anitie the relationship
_snPgiween. physi gians and itie pharmabeuti cdl 1Hdistey. - The enphasis Of

the enguiry was to be on the behaviour of physicians and not on the

relationships between commercial organisations a.n&cﬁ.ionts I

Bipys BTLULEEDHBOT L3 TEnUaEred eThC.ew ¥ o] e e e Scny  maRlE BHRE ¥
o MEMBERSHIP OF THE WORKING PARTY )
w5 e Ftw ¥ . En %1 T e B A B, ¥ 24 FE e =

.Six Raymaond Hoffenbexrq . - - .y r: wi.. rPresident and” Chairman
“Dr OL Wade - Honorary Secretary o
D Barbara M. Ansell. b RESNCT e TR ELLS W R
Sir Dcuglas Black A
e -Dr &M’-‘_B;-eckan:idge_.:__“_— R TR Y. o1 Farns e Ry e 2 o
“OHSTDE FL Chambers
aJ Coll:.er ;sq L e DETAS - Erek A g . WD IR o 2
Dr ‘M3 benham -
_Miss Patricza Lamburn , . . ...- ERRIRCHE U R RELUC LRI SATE
D 8B Lock T
Dr DR London W R R LRt 6 Ve aneis Ra. BTN D oGS el ™ TR YL TR
TEL O ME Muers
br PC Reynell g ; APEEEE B INRTERLY wp i W R
“THE ‘Re*Bon  Sir Kénnethn Ro:n.nson
Dr PP Turner e
Dr DW Wall
Dr DA Pyke

PG5

Registrar

RCPHO0000105_0005



In attendance -: \ AR e ey

:GMG Tikbs: iBsqw +- - ¢ +F Lo i goriabe” Becretary

Mrs Myra Dawson ) s _.y_vorking B}:.‘Cg,ﬁ@pm%m
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The Workirig'Pafty met twblve times. It received both documentary and

oral evidence (see Appendix I), “ .- . . . ui s iisskeed
% gl W2l JOHTES Beaw B AR e et L Uhe 27 ol Aheadks
Feern sl 00T Cike L i ShAL D6 TENUC 2 LORT =
2 EVIDENCE RECEIVED RELATED.TO DRUG. PRESCRIBANG .75 .71+ 2>
—tE . = e
: Bz Wl NTWMOT = B wibagl $:1 IRLS

The Work:.ng Party found that there was widespx:eed agceptance thatia

pharmaceutical company has a duty to inform doctors of its products and

2

e besawns

collect informatiom of cnn‘fc':al’éipefience but the p:ovision of social

functions for docto:s ox other Ainducements. to-use its: ptoducts ‘wa$- not

..considered to be paxrt of that.Quty. - The Working :Pdrty was: yéassured by

_ the general standard of the relationship between physichssis®aha- the

. Rhﬁﬂmﬁce._‘r‘ti‘??-l. Andustry but were aware of frequt ;ex’mples"-“-bfé inoxr

.....

Sponsored Meetings. . .. i, vl La.oncara. E s EE BTINEITAIG.

There has been considera.ble and welcome development of Postgraduete Centres

and of ‘graduate medica.l' education in the last 20 years. Possibly because
the Department of Health:was slow in giving adequate support __to f.hese

actJ.v:Lt:.es, many yea.rs ago drug companies began to- S

meetings. This help was welcomed but in some Postgraduat_”c
every meeting now held is financially dependent upon f\mg:ing_iby ,la;_.

pharmaceutical company. The Working Party was informied that the :N_'.a'tional

Association of Clinical Tutors was concerned that at the"s'_‘_x._ gxe“'etinqs there
was not always appropriate separation of p:omot:i,onel,,and;'e;_:lju_'g:'a_j_;._ioria'.:l

activities.
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The Working Party was given evidence that many doctors receive hospitality
o1, a scale beyswd that recompanded inthe .XBPI.Code. It ‘w&s".‘mfermcd that

i dq_gmn o;gae;,?na}}g.:deuggahpapi,tal;ty hefoXe ;agreeing 'to-receive-a drug

ERE

%

o T

_ S .;!QPY, representative, .and that .thig demand has sven:on-occasions included

hospitality £ox: the doctox's wife. We heaxd.of inatances in which. a

.-1..“4

comp_ y wish,ed to s_hqw 2 promotignal ﬂand/gr,),nfomatmm film bat doctors

W .. ‘;.\)".nb =

have made it'. cl.ear t:hey would not attend.unless .the £ilm was :shown.and a

43 TRTFes

meal orga.nisqd at a :estguxmt Qf their chaoice. . ... i «i-2 o =
- . ] A edeEtaT B B »
LT ATEE WL RFW PERI e B

it is often understood that there should be accompanying hospitality f£rom

the cOmpa.nies which By vary, .from m—-house food and wine -to a more formal

g oy o s v o Wp,
oy

dinner at a ‘testau:a.nt.

The off.er of smal.l gifts such as d:.a.r:.es, Demo, pads or.pens .by. drug firm

S.A. W ‘, PR Sl

representatives to doctors 1s comonplace and accep‘\:ailr.ﬂ.aL but occasionally

'a— .__Y‘_ e T Nes f
T _A 3 - RSB

hints or dema.nds for more substa.ntial gifts may_pe made. ~We heard -evidence

P BRI W e

h E LEY JTHY 3T NLLeE s 5 R iy, At

of. docters being offered gxfts or cash _payments for every patient started

- a 3 A e » 4204
TdEN S IRNCY 4. B FEILC

WL S

on a. product and Qf a recent approach to a number of physi.c:.a.ns 4dn which

they were offered the sum of £500 for each five patients treated with a

new non-stero:.dal anta.-mflamatoxy drug.‘ We are concerned that .such

S m, o Tt ) e - wed 5 = 1

inducements m,ght J.nfluence the prescxibxng patte.ms of. docto:s.

Visits Abroad

The WOrk.Lng Party was Lnformed that phamaceut:.cal comnam.es rece:.ve many

. s - - - =3 . = o
- ae T, _-_~» oo :

letters from doctors sol:.c:.t:.na funds to attend meet:.nas abroad .. The

majority of such requests are refused. Sometimes requests are accompanled

Pt - e =G

bv statements wh:.ch md:.cate that the aoctor :.s 2 frecuen.. prescnber of

5 i - re; i

the company s :roducts and one doctor even stated that unless hz.s requestc

- .y

& - s - . T -k -
o a gmos iz e 4opettge s b - SERY ; S

-y g P -
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cx woA television programmé ¢Panciama) “ghowed: s&me” iiBétors'”-fiiying: that "they
went.to conferences only if they were heid“Ii’ locatisns ofﬁéﬂst and

- - hospitality ‘was -likely to“bé& geéneérous.- Justification ?Eorholding :'meetings'
abroad is sometimes Based-on their ‘éase of ifiternational acées"s:.h"ility

22+, and-lower costs, ‘but‘ the WorKing Party“was €old'Gf 4 meeting of physicians

-.who :all zlived £n ‘orie ‘NES Reé’icriiwhi'éh' wad :’Srééﬁiséé“ﬁj} i“pﬁ‘&iﬁa&é&tical

A meY

".with the socidl-cdontent and hospitality. =~ "%~ ¢ %7 Lo
) o e 5 e (Loane sMeen Agye Soe e g mas2 o gl
T %7+ EVIDENCE ON CLINTCAL RESEARCH AND CLINICAL TRIALS

The Working Party was given much evidence concerning the conduct of

- = “'"".’

research projects and clinical trials. For thé"ﬁ“sf part ﬂaese studies

rlgme Yo werhs gl

-t

" dre-carried out with' great sense’ of respons:.bility by“ members of the

2 apudi ot ot
y o S RN ED A BEY S

- medical profession’and the offi(:ers 'of the pharmaceutioal companies.
7 -In such Work' the companles are usually .sre;;ek)i;x\g ool-*op‘.e.ralt;zn':\:rith physic:.ans
~Of high scientifi¢’ and clinical repute, there‘ is ~considera;]:.‘e“mutual
T gespect; . T M TEEen S E-PUTOTE SR BT Fooues IoMlen
-HoweVer, céricern was expressed about some multr—oentre' trials and some
trials’ carr;.ed‘o{xt in hospital and general practice‘whioh&hao ?lri‘ttle
scientific value and were of the nature of promotional exercises. )

Large Sums of money ‘are now being paid to clzm.cal investigators to

conduct drug trials, and Research Compan:.es are proliferating. . Such

- compam.es arrange clin:.cal trials and recruit healthy subjects or
pat:.ents to take part in them They act as la.nks between the pharmaceutical

companles and members of the med.'Lcal profess:.on and are often set up in

RCPHO0000105_0008



associatien With FogpFEall Aiinie it WY diiversity departments. Other
companies are purely commercial enterprises, independent of hospital or
university associations. In some instances physic:.ans-u—are—cﬁiectars of
frs rQ¥sbavenassignificant .financisl Tnterest in tire Success of thecom;_;any
122 SOme; tyiaks are ccarried :out ‘making use of Health Service or Univérsity
a=agilities, without proper recompense ‘to the Authorities. ths:.c:Lar.s may

» oo Fegeive jpayment- which fs not made thioughithe’ ‘approprizte’ emplovinq

g authority, whose :facilities.are beihg used, -7 01 ihe e o csnifos
Fas pou sk s8s. $o80et moabaley al @S T oAU Y ST AR THES U4

The use,of healthy. volunteers: for.the: testihg of' pharmaceutical products
is increasing. A separate Working Party of the Royal College of Physicians
.-+ -4s.examining the:special problem of “ReSearch- ii Healthy Voluhteers". Its
wFSRREt should be:..read dinnconjunction:withaghig né *. 70l 7.zu7r o
BT LA Vor2OILAGT THSRSIC. [ 1o 9701000
Publishing .. 9. 352900 8L DR ReUWIel SO LETCAN OF 2 302 TIo a8l
o SORCEIN Was. gxpressed by: some- research.workers: that:their: #ght” to publish
-. ~$_‘§§E§ was sometimes.restricted unduly ib.the'commercial-inteast” of the

companies with whom they had collaborated. ool g LE

Dissatisfaction was also expressed-at the way some companies arranged

for the proceedings of symposia to be published as supplemen&std- the
normal circulation run of a journal: the papers in these supplements are

not always subject to the peer review process:.o of :the jourmal and the

reprints are used by the company for promotional purposes. Such papers

' also contribute to undes:.ra..le duplica,ta.on- of: published work.

- 2 = P4 =23 ol
~ e -
5 %
- -~ &
: ~ oSSR = = =
i o -
2 —— T T T P ) o e ool -, ¥ jis
WG NSRS LETF ISWSES S s Y - 2 -
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_ .. CONCLUSION AND RECOMMENDATIONS .DRAWN ;FROM THE .EVIDENCE.:: i #:

Sig 4 SN ET T L 2O T AT LENDTEULOCN Vig LT ur BEISSSI0Y
- e e " Vel e - T - - -, .
Seusxs SrincIgles Be BeA L G BITmE 60 o Nt edTORC VT TASEV AU

Thequrk:.r;q Party heljieves. that a qlqs&_;rglaticnshié _between " do¢tors and
. the pharmaceutical industry is jmportant -for'the treatment:of patients
, and for the future Ade,yevl_ppn.le,n-t and assessment of new drugs: - Bécause
t'h_i‘s_ ge_%qj:{ppsh;.p: is ..st“imp,qr_t_an; bath to. medicine and:to-thé’ pha¥*maceutical
industry, the Working Party ;&ec§mmends..ﬂmt:fal'lm r-&i&ﬂuex-iﬁéié' “of* the
College ensure that their behaviour in relation to the pharmaceutical
industxy. .}_sg,}_;wgys_f; seen to: be: scxupulousily impartini and Hondst. ' *

T mmeES LA WLl SIETBGHR A S

w

oaee w2 = e

=5 c- -

The, overriding principle-is.that any-benefit if tash® or kind, ‘arydift,
any hospitality or any.subsidy.received from a ‘pharmaceutical ‘company
must leave the doctor's independence of judgement manifestly unimpaired.

When it comes to the margin between what is acceptable and-what i&-

B

. lmacceptable, - judgement:may-sometimes ‘be al FEicult: A aseFul ‘Sriterion

-of acgeptability may-be:"wonld yod 'bé-willing”#&é have tHese arrangements

generally known?" Gars o sndlden Dz oow o 00V RSOSRG

= Tak g4 ED L “i '+ - RECOMMERDATTONS " ~* Bape i TP B el R
MEETINGS 1w .~ ... dy *ndegeotagy 5. T PO &= E
(1) :At Postgraduate -Centres ' g

(a) . :The establishment of postgraduate “Céntres , the’ aéiréloi:mé-r)t of
graduate education and the increasing joint participation of
doctors in scientific and educational meetings is much to be
commended. It is convenient for many of these meetings to
take place at lunch time or in the evening and it is
reasonable that light refreshment should be available but not

necessarily at the expense of pharmaceutical companies.

RCPHO0000105_0010
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(b) For the present we comend to all physicians the Code of

Tl {HCE R Pl B 2piit o8l

..—.-‘ w.-..

Practice of the National Association of Clinical Tutors (see

LB BeE=8S 9%l 0 PHAS =D SllzEnesd JL Tiall i
Appendix II). The Code insists that the programes and the
2 antgelrviery 0z drow oo DeinS03EGE 8u . . £%2- 4: :
choice of speakers are in the hands of clinical tutors and
are independent of any sponsor. It insists that any Gisplay
of promotional material by a pharmaceutical company is limited
wofarC-ed Fotem lingas3o.eedl DAREIDAST I NI BT B! LSO
and kept apart from the educational and scienti"ic part of the
sbrSrenn- (2aw edchyisnsszhheprers 3 legnz dxons Ter . lgn e
meeting. It allows a pharma.ceutical company which sponsors a
REL ST Ieosan SR anlde it g feanesstton RN d : 1 3
meeting to provide modest refreshment :Ln the form of a working
+ e APt S arw Neetliomae, f'_:_,_‘,; Brfouf " el ‘.'};'-:;.\.. I TN Eodegi {81
lunch or a buffet ‘supper. It J.S not accepta.ble that the cost
. ey . o o o | il '1__», < s
NoTRS Jranos ."1‘::‘!?.'5‘._,,"‘1 AL TSNS TLILCEI TSN TET
of entertaining non—medical guests should fall on a sponsor.
g &b ouruc DIsN ¥R SEoMres. LUUR T AV BAL L B e
The expenses and fees paid to lecturers must be moderate. The
7 3 sery T o a aaner? HSOS 298 W. BPLIEE LD
27VYE v HaiNiwunTotanaLllisonan Juend . 8 al=
Code recommends that no film be shown without a consultant
NE CNSLOAILLTAE
whose specialty is featured in that £ilm being present and
allowed to coment.
B ERAe SIC A0, 2lan ainsdzow T v Dag reoys s8 NIARICR T DA BANIIL !

(2) For Resident Medicai Staff in Hospitals

, HOE R ‘E'lia":)f"' 'I'he Working Party is= Z;;c;;;fa ‘ahco-et::eeti;gs-that take place
WIS BocrLmivelh between pﬁarn;acetti::a-i. re;reserltative;- a.nd' Stnior hospital
PRI S a5 R% becatse these Junior doctors have c;;smemle
yooe Dl S hh SRAL oX}:};sr'c?ﬁ:'l;ag ;attlern;:in.;xo.s‘ﬂoitals and may not yet
5 proll g et Bn e
R K ha‘ve the experience n\ec‘eﬁs‘sarir to assess new products critically.
) " THese i meetings often take"pl.asce oxi-an’a; l‘moc‘ basis in which
representatives come to a hospital hoping to find a doctor
A dOAT Ebie, AR INN, 3 “She’ 18 free to be‘intge'rvi'e;ee' AT

~ We” recommenc that such ad hoc meetings snould be ciscouraced

e “‘afid that meetings shoula take olace oni sy .:.: pDointment,

preferably ‘with “the acreement of tne' st.perv:.s:.-xo consultant.

We would prefai i s3a 'g'ii"é-"arraﬁgé"'d';Sresehtaticns bv a

RCPHO0000105_0011
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' representativé to joint meetings ‘of junior and senior doctors

- ol e -vr QLT ES e
=2l oans ;IR Bl .

where open” and critical discussion can take place. Pre—registration

- .~ AL nE s

““Youse: doctors should be approached only with the permission of

“a supervising consultant.

Wk 0 g 8 B S Tt s 3
= asim un i 3 hea W T A i YEQBL T. a
S e v

St 1 4

" (b) " Other meetings of scientific or educational merit for junior

. s maet ~ AT e

medical staff should be arranged in accordance with the Code

SRy o 5 BmEES T L e, oa

' of Practice of the National Association of c1inica1 Tutors

a B -
2 e o ERA o5 N r R
AT £ % {7 E R

. a.nd should take place within a hospital or university setting.

o s -3,

TIf promotional material is displayed an independent consultant

e YUY \ it R R o

should be present. If such meetings are held outside a

v . Y uwet lw: R YEg ]

et a - 2 . iz S

University or hospital they should conform with the above

‘- . pagEL R ) oA n;_.-L~-_.T». -
i B L . & Canth = &5 )

recomendations :

. v W e Kb s @ s
¢ g sy & T W b - TR s Eraganded B PR ELeTE -

=g emety e .—‘,_4- e &
ST iy

(3) Meetings and Conferences organised by or w:.th the help of Pharmaceutical

Companies

223 EharE o 2o

(a) These vary from conferences of high sCientific value to meetings
-~ ool - SR XION B ;

L X ‘f.‘.~..r, &
which are patently promotional exercises.__ 'I‘he distinction rests

=n 5 T “hogfaies ~ A 3 - SO0 e

primarily on the quality and independence of the scientific

Ay Y % AL SATSNE »J---_

progra.mme Physicians should participate in and attend only

- - e o

bl - B A Tl e

meetings of educational or scientific value. the content of

T et TR ¢ CFLEERYET

which has been selected independently of the .sponsor.

P .. - e d o ¥ e

(b) International meetings may be held at locations which, although
exotic, are convenient for access of doctors from a number of
countries, but the attractiveness of the venue is not of
itself a good reason for attendance._ The criteria of

educational or scientific value and independent selection
i =

' of contributions should be Jparapount. . . ..

RCPH0000105_0012
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(e) A physician may accept fees or Ltra:gﬁllinqb er-cther expenses
_ for attending a meeting but the primary invitation should
come from the orqanising body ox del,eqate of an organisation,

eg a university department.

- * 14

-

Pharmaceutical support £or scienti.f:.c and educational meetings

:Ls invaluable, but sponsorship of speakers ang attenders should

Ve . ] o -
- vy & T

be decided J.ndependently and payment should not be arranged
directly between a pharmaceutical company ané a physician.

Companies should be encouraged to make their donatians for

these purposes to the organising committees and proper
acknowledgement of their support should be made. If a company

‘ offers travel funds in the fom of scholarsm.ps, its name may

) be mdicated but applrcatlons for such support should be

LT e o s

submtted to the orgam.sers and the select:.on made independently

by them and not the company.

e - e R

(@) Payment of travellmg or other expenses by the organ:.sers for

t.he spouse of a phys:.c:.an attend:.ng a meet:.ng is not normally

) I O By ety

acceptable.

HOSPITALITY, GIFTS, PAYMENTS AND INVESTMENTS

(1) Hospitality’
(a)" A physician should not accept inordinate or excessive
hospitality from any pharmaceutical firm. The borderline of
acceptability is not easy to define. The provision of modest
refreshment at a conference would be construec as reaso"xa.le,

a lavish private dinner party at a restaurant would not. A

phdrmaceutical £irm shouid not be expected to extend hespitalirty

.

RCPHO0000105_0013
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Yo the’%pousé of ‘a physician.z

Coa pF e g 3
ML 5 L waLrens B itibuerte aed

MR gt <) L IR C S e =

& o e EE

i = D) The Working‘Party belieVe th "'edical students,

u

R B A L oL

-t

'1
pre-registration house off rs and all trainees should be

made aware during their training of the dangers of compromising

) E P St AT N
9 - " ’ WETINGE a BT 5.
e

12 their professronal Judgement By accepting or demanding

- _':‘fl. Q4 L Pi s Lwl s @ '- <

7t {ndrdainat hospitality or other favours from pharmaceutical
s ey B P T caghabont el Belkzien =l

companies.‘””

re

CERES LTV

'(2) ?‘Gifts and' Payments

z 3 . e I T # YoNE ibmukime v sw g
LYEYL c:n.,v;..'. A Sir W -~ W2 L&

« gt A L T T
Tty Ee'is’ “ﬂacceptﬂblﬁ for a physician to receive any gift or

other‘inducement from a pharmaceutical company beyond those
ml iR e - 5 e saaE o e Pemps el | &4
o specified in the Code of Practice for the Pharmaceutical
, " -.:-F: ‘.& A 24
Industry (ABPI 1983) which are "inexpensive and relevant to
whiem e TR S Sedr

the practice of medicine”. He should not receive payments

P © e A LY 7

3 b O TR A
k.

from a pharmaceutical company for seeing their representative,

& ety .-.,.,:‘4- e o i ..,-, ey - e 7-‘\—.. ﬂfq‘ g e

T B for sending letters to journals or for reporting adverse

T o 4 =
i - . ".;' A '.-\~~ 0 B u ‘s ’, - e
B m AL PR D = R = ALY ey o 65 -

reactions to drugs, this last being part of normal clinical
= el Sk 4y

practice.

. SR S ! _,..y._ . e SO R
..-w,.u R 1

ioh

R A
L e e N A — A L i it

e i et g A

(b) Reasonable payment to a phySiCian for giving an expert opinion

to a company is acceptable if the physician gives time and

S e et i & o‘-

trouble to dealing with: it. If such work is carried out in

normal working hours for which the phySiCian is already being

paid, no additional payment should be accepted.
(3) Consultancy Fees
S 2 - * i
(a) A phy5ic1an may act as consultant to a pharmaceutical company.

-

The arrangements, which should be agreed in advance, should be

RCPH0000105_0014
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those of any business contract and may include fees and

LmiTr. DILE T .xed.nbmem:cf-'tw‘r’el'-&hd-&ﬂ?af*e‘x;’sa‘%ia"éé’f If he is a full-

I ‘time: employee:'of. a ‘Health Authdrity GF a University he must

. ~y:7 ;- obtain: permission ‘From his employer to ‘entér such a contract and

item o=. Lo .always-declave: his interest-in ‘the Compa.ny It is inappropriate

.+ -~ :fox-him:to réceive addl€ioﬁéllbuymeﬁisﬁ%hibéé‘the work for the
company is clearly done in his' own time. It: is his duty to

ensure that he always declares his interest ih the company.

c0s: & o = -:When-this is nét the’ casé, féésﬁﬁst"‘b:‘ﬁaiﬁ into a special

. :departmentai ‘accéunt’ and' the ‘monies may be used to support
;s - -eresearch’ projects of to Fund attendance 5‘5'ff;';s£aff at scientific
.+ - or.educational meetings. Employing aithorities should be
<o s c-informed about Ssvch S Efansacticns and the af:cbunts supervised
20 o= -ic bytheir -finanétal off{cers téjob;iété'éﬁyzéaspicion that the
-.iaccount s ‘used s ‘a"méans ‘c‘if-di’\"‘ré'r"é‘irigb"ﬁaymehts from pharmaceutical

R vl icomparfies’ to siibﬁb”ff*iﬁ&ﬁb‘i‘éﬁffggg;iérébﬁal travel or other expenses.

oy e = il® e

* RESEARCH PROJECTS AND CLINTCAL TERMS

(1} Contracts, Pavments and the Responsibility of Physicians

P

(a) Physicians, pharmaceutical companies and ultimately our

- patiénts’have much to benefit from the"t‘:lbse co-operation

' of physicians with the officers of ;Eaﬁarmaceutical companies
in research projects and clinical trials of' drugs. 1In
providing ‘opifions and services to éomgia;xies the principles
‘of confidentiality, nonesty and decorum must prevail as in
cther professional activities. Legally binding contracts are
essential and should be negotiated t’nrouéh professional

" cclleagues in ‘the pharﬁaéeutiéél comp;ﬂi-;s. The phvsician

" --responsible for ‘theé project or trial is respcnsible for

RCPHO0000105_0015
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- advising. his employar, ;fqz:fensur:‘..nq;ethat*pmp'ez accounting

vt o PTPCEAUes are adopted with independent audit and for

. o gggg;__ll;ng_ ajl legal requirements.- The . Working Party

‘recommends that the fipancial- arrangemeats<should be made

through the finance office of a Health:Autho¥ity or a

. University. | B T T U R T o

& prois » P2 S
b S sl ¥ TN DHSe s BITE
T e R ? . BT o Gaa e wmahel . # LN D
- LEY 3 Jeapsstil

P

(b)  The monies may be: used to. finance:the.execntion of the study,

.which may require salaries of -resgareb:workers, technicians,

_— m_.xrls’es‘:.o;’v,_s,eg;e‘ta;ies, the :purchase .of.eguipment and

€ 5TE

__expendables, cor_:t‘r;butiops’-.t.q;;;hqs'pital.:ar4~uﬁi§rers1ty overheads

. and funding ,of_nqthgr;rlgsea:{:h -projectgsu-In-the view of the

) § S &

7 Working Party :it. is. not acceptable -for .3 physician to receive

I i S-S E

_ Personal .Eg_y;m,eq‘t'.,.:ogi_,'cmir;g_\ Quk:a trial.:.‘Such payments may

)

be q:a_'q_q_‘;tql.qegamgq;e;gqqg% ag: datailed-under section

3(a) on page 13. Payments must be reasonable in terms of the

time and _ef,gg,_r,t given to. the trialy:opeply declared, and subject

- s Ammme et .

to the condition mentioned in 2(b) on page 16.

PR Rt S 2SOB0te et 4 200, T .
% Vi e 4 ———— -

=" A i teesEt s s

B

(c) It is the responsibility of the physician to ensure that:

s . ‘o T 5 S ARRET R e 8. i MR- T U0ty
Tet it

1. The studies are of scientific merit .and are competently

planned. R
gEaEe FNy IREETecy ° .
. The studies have the approval -Qf an.independent research
ethical committee to whom all details -cf .the financial
arrangements are reported. , _

-~ - » v 3 . b

3 There is prior agreement.with, the company: that the resu

[
0
]
o
)
n
n
&y
0
A
0
(1
n
h ]
)

may be submitted to journals cf the phyveic:

that the company will not influence the putlication cf cre

RCPHO0000105_0016
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results of the trial. When the results of multi-centre trials
are to be published, all physiciang-participaing:£s the trial

.. +should see and agree the final-draft of:any-pager,

Bov o
Ao =

: I e
M BT NSNS Tm D e WA STLTTARTEL £ 30420

4. . . Appropriate: arrangemerits :are made by the ‘compafiy :t6 indemni fy
subjects or patients in the event of untoward Warm arising

because of the trial. (Negligence is, of course, a legal

S Bt jE@FEﬁ:)-‘:'Pg:;: N SR e oz B s £ ORI wd e
(2) Research Companies. PR T SUCC I R T 5ol L L e

remaomeda) .. The.Woyking Party .recommends that Research: ‘Companies ‘should come
under the aegis of a University or Health Authority. There
should be full and open declaration: of finaribi:aI:Er.taihgements

... .angd their.work:should:be reviewed‘by properly constituted and

_-.independent :research jethical. commiittees’. * B Sl

ro:(B) ALl arrangements:with. Research. Companiés”must be cornsidered
:_:.:.wijﬂ;;_-,paart.icular:- care: by:Ethics: Committees in view of their

¢z .-, lntrinsic commexcial nature. “It-is-impértant that physicians

namnaso. involved-in-this form of ‘research should: not -have-a’significant
financial:.interest . in. the.company. - =~ - = & &%

Some research companies have recently advertised their capability
of supplying patients suffering from specific diseases, eg of
#: .- the:liver or:kidney. This practice should be monitored most
. .-carefully hy the Ethics ‘Committees -arid ‘the weifara of patients
must be. safeguarded as. recofimendéd in the "Guideiifes to
Ethics Committees" published by the Royal Collége of Physicians

in 1984.

RCPHO0000105_0017
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(3) .Declaration of-interest..- - . . -#nii. 0. @00 =

The Working Party believes a physiciar hab &4uty ‘to-‘declare his
interest in a pharmaceutical company to ensure that opinions or

., -.».decisions-are -seen-toibe free of Pias.. Y This is particularly

. important if: - . e R DR B S
Toa sEEIe S B s ey P ) i e -

1. He is a member of a committee, national, refidifal or local,

considering matters of pharmaceutical concern, eg purchase

of drugs, decisions on drug safety ety s ls.:

e e e st 1 e

oz-2« .  Be publishes. data which s the restflt: of*werk-with a"company.

2 o T
L T TRy DO Y 0% e, B

,-{4) Publishing - » . . jz.6loed cwes D2 oo o3 3 wE

The, Working Party commends: ther paper:from:the: British:Journal of
Clinical Pharmacology,:which: is-appended+as’Appehdix"~1II. The
Working Party approves of the views expressed by the Editorial
Board of the-British-Journai-of Clinical.PHarméeelogy“conéeérning

. -the publishing. of papers presented-at.sponsoré@ meétings. It is
.the view of the.Working:Party that.offprines of su¥h‘papers should
,‘”t_:.:'l.ear,;yi indicate that ‘the papers were presented-at a"dponsored
meeting and were not routinely-published:papers. "It-is desirable
that the pagination of such papers is distinct from the normal
Jeurnal pagipation.- ... o ¢ oL.Lemt. e H

: an B0 Do
x .. o coa . ' i e P T A AT ol
- ) oo MR g 3 v et e T

In accordance with recommendation 3a:on.page 13 such submissions
.should only be published if-the meetings were of.educational or
scientific.value and the content was .selecteéd ‘independently of the

. sponsors. . - T S pethE B i v 5
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CONCLUSION

\.,} gt NS
O R

The Working Party believes thé recommendations made in this report
substantially represent the present practice of mést physicians and

of those in' training as physicians. However, in the light of the

L yevidencE it has received,: it bel‘.eveé ‘the- publicatton’ of thase = -
S O el A
recommendations will be welcomad.
to WEBiAeR tap ¥ o e oatenThd B ol o
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APPENDIX 1

Sl ®¥57T RS e

ORAL EVIDENCE WAS

Dr VR Bloom

Dr A Bowyer
*Dr DM Burley

Mrs Ruth Bycroft

Mr Philip Cox QC
Dr CT Dollery

Dr JG Domenet
Mr JJ Dower
Rev Prof GR Dunstan

*Dr O Gillie
Dr EL Harris
*Dr A Herxheimer

Dr BH Mascie Taylpr
*Dr O Morton

*Dr MD Rawlins

Dr PR Read
Dr ES Snell

Dr A Thillainayagam
Dr P Turner

Sir John N Walton

AT <

5 e o TR T L LR~

GIVEN: TQ-- THE - WORKING - PARTY"-BY THE
FOLLOWING y

2 PRI 2w el I i SE

=~ Editor, Journal of the Royal Society of
Medicine :

<. .Association_of Clinical Tutors

- Association of Medical Advisors to the
Pharmaceutical Industry

- Chairman,  National . _Association of
#7-*Postgraduate © "~ Educational Centres
Administrators, . .

e “*Association’ “of ~Medical = Advisors to the

Pharmaceutical Industry . = . = ..

- Chairman, 'ABP] " Céde ‘of = Practice
Committee

- Department of Clinical Pharmacolo
Royal Postgraduate Medical School )

- Ciba Geigy

- Deltakos (UK) Ltd.

- Department of Theology, University of
Exeter -
Medical correspondent of the Sunday Times
Deputy Chief Medical Officer, DHSS
Department of Pharmacology, Charing Cross
Hospital Medical School

- St. James's University Hospital, Leeds .

- Association of Medical Advisors to the
Pharmaceutical Industry

- Department of Clinical ‘Pharmacology
University of Newcastle

- - Hoechst, UK, Ltd.

- Association of the British Pharmaceutical
Industry (ABPI) '

- Manchester Royal Infirmary

- Department of Clinical Pharmacology St.
Bartholomew's Hospital Medical School

- General Medical Council

* Also supplied documentary .evidence.
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APPENDIX I - continued o g

qbQ__@UMENTARY- EVIDENCE WAS RECEIVED BY THE \VORKLNG PARTY

- - FROM'
Dr S Brandon - Department of Psychiatry, University of
' Leicester ol B et
CEhirumtaTas S Aairvn ops woomae " " R ;
- ar sGM- Besser« 3 ::‘“.f:- - Chairman " ‘of * Eth!cal _‘gpximi‘t}_ee, St.
SorsOUEE L TENesN wlde 4 el Bartholoméw s Hospxtal N I

~.

nags, BF BW .Cromie - - i.s2, Hounslow
v % = e . b { " G = . > T

-fb"r %‘B"Rﬁccénkéyi e Dudley Road Hospxtal, Blmungham

i

12

Dr RN Smith - Glaxo Group Research Ltid. e
a¥g “as 7 e s - ‘\ : .:'. BT o "A o . LR B o o = A * “
R T8 AL A e N g Sl KRR SR . : -\"-": o ik -

e Workxng Pa.rty also recexved a copy of 'A - glide to ‘ethical
principles in the relationship between physicians ‘and the Pharmaceutical
Industry' prepared by a sub- commxttee of the Royal Australasian

Cqu_gge. 9£ Physnc»ans, 30 Apru £984. o A

x .". 3 el - A- - L T
e
' vy iyt RN
= ot N
- &
; X
e v IS i N > * i
¥ A s Cak
DAL i >
N
§ o2y H - »
i . 3 s
o et
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APPENDIX 11 L

. .THE. RELATIONSHIP BETWEEN POSTGRADUATE MEDICAL CENTRES

’ . . R
~ . £ of :

Representatives of the Association of the British Pharmaceutical

_Industry, the National -Associatiop-'of Clinical Tutors«and:-the Advisory

Cofmittee of Deans of.the Council for Postgraduate Medical Education
in England and Wales have agreed that:

1. Meetings sponsored by..a::pharmaceutical house may ‘Be "allowed in
a postgraduate medical centre subject to the decision of the
"glipic;:a:l;_tutgr..d_, S o . g T L RN G e

-

2.  Arrangements for all sionéofed meetings should always be made
through the clinical tutor. Staff from the sponsoring
pharmaceutical house should be invited to attend.

3. Some vetting of lecture material and films should always be
yndertaken. G ekt g NTHEY gieTee o d

; Ess R oA v we
P e I I P S 4 . M Tt w eVl <

S, %Y . = Lol = g
P W g IV

“§:" An" independent opinion by.’a doctof: sufficieAtly expérienced in the

topic should always be available at such meetings.

3. Publicity by the pharmaceutical house is allowed but should be
separate from the educational content of the meeting. :

6.  Sponsorship by the pharmaceutical house should be limited to a
grant paid to the Postgraduate Dean or to the provision of light
refreshments and the printing of programmes. Meetings sponsored
in other ways cannot be approved under Section 63, but may be
recognised for the postgraduate training allowance on application

by the Postgraduate Dean to the Department of Health and Social
Security.

Council for Postgraduate Medical Education in England and Wales
7 Marylebone Road

London NWIl 5HH Revised May 1978

Reaffirmed 1985
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APPENDIX 11l Statement by

British Journal of Clinicz] Pharmacology

Supplements

The British Journal of Clinical Pharmacology is willing to consider
publishing Supplements at the request of a sponsoring organisation. The
papers included will normally have been prepared ior oral presentation
at a symposium, but manuscripts submitted for publication should
achere to the format of original papers published within the Journal
itself. However, review papers covering the background of an area of
pharmacology or therapeutics and serving as an introduction to original
papers can be included where appropriate in a Supp lement. Sponsors
and authors are asked to give some thought to the potential problem
of duplicate publication in preparing a manuscript on data that has
already been published or is being prepared for publication elsewhere.
ithough the Editors realise the advantages of collecting together
up-to-date information on a new drug, they are committed to minimising
duplicate or repetitive publication. Problems which are anticipated in
this area should be discussed with the Editorial Secretary.

The Editorial Board insists upon retaining editorial control of
Supplements, with.the right to reject any paper considered to be of an
inadequate scientific standard. The sponsors are therefore asked 1o
discuss with the Editorial Secretary nomination of a member of the
Editorial Board to act as one of the editors of the Supplement (most
Supplements have two or three editors, but at Jeast one should
represent the Journal). This can be most easily achieved by ensuring
that an appropriate member of the Board participates in the symposium,
and problems would therefore be avoided if an approach to the

Editorial Secretary is made at the time of planning the symposium
rather than at a later stage.
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