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REPORT OF A COLLEGE COMMITTEE 

ON THE RELATIONSHIP 

BETWEEN PHYSICIANS AND THE PHARMACEUTICAL INDUSTRY 

INTRODUCTION 

There needs to be a close and*  ;constrictive relationship between the medical 

profession, which prescribes drugs for patients, and the pharmaceutical 

industry, which produces and markets them. Such a relationship brings 

benefit to patients, the pharmaceutical industry and our nation. It 

furthers the well-informed and safe use of the drugs which are available and 

it encourages the co-operative research essential in the development of 

new drugs. It contributes to our national economy because our research-based 

pharmacetit"ical industry has an enviable record of success in its export trade. 

New drugs can be properly developed only if doctors evaluate them in patients. 

The pharmaceutical industry depends on independent and impartial clinical 

assessment of their drugs by physicians. This brings chemists and scientists 

in drug companies into a relationship with doctors which is necessary and 

constructive. It must, however, be conducted on strictly professional lines 

and neither party should abuse its position for financial or other gain or 

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

Once a drug is developed and marketed a new relationship comes into existence 

between drug companies and doctors: a relationship in which companies in a 

competitive industry are trying to persuade the medical profession to 

prescribe their products while at the same time seeking the views of the 

profession about their efficacy and safety. 
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Ifi +. r.:27lie +'• dacuifaritl beeYt Yoducd by' " Wokng Pazy aiid approved by the 

°& guide to physicians ±t"ia ' nct"  ci1t que.-ef the pharmaceutical 

!s 3as iSiluit8lb~1 c1i[r3 h a ce ati i i' rit, , ~rel3-pt li'elsea cases of apparent 

tcra~.istiemeanour oh' this. pat bf `doCLibrs' n thoilyh it3 'Bruin lies in anxiety 

e ;. . -over -these :oases.. . Zt- is; intend] l tc - h i dd`ctor have t decide b' , 2Hii .hey ,, 

` . : hou bet; to ,  their cc lex" elations with teaphe acea=ical icastry 

: ~! .

:'• .; : LL 7;ere,:haa ;been increasIMI.-. cbrj'te ! . in'- recent pairs arscut' the relationship 

between doctors and the pharmaceutical industry•in"two respects:-

t_ r. _ OMPr .b1mg- •BCctorA:3pe~td Yarge 'sib money with fewer 

w.,> sstXicti.Ana than: in: alm at•_ AAy ~bther area of- i 1ó expenditure. 

:;€ex the _treat-placed`ii 'him-the _dct6r=is expected to 

-  ar corib@:. for hia: -patterns' oh`:the = basjs of the' known efficacy and 

o?f: dugs -and ential that'..there- s1ó1d be no suspicion 

:> . w • .. ih st y his, profsssio 1, .ud ment .may; have been -impaiied by the receipt 

<, er4J of sa hos'p, ta ,...pay~ment;ox:suas _=from Vhi2maceutical companies. 

onsultant physicians: have -an add tiosra. ,.responsibility in as much as 

._, they are opinion e4ders in d g usage and :influence the prescribing 

patterns of their junior staff -and of, general practitioners in their 

area-. 

2) Clinica; Researr~h .and -Clinical.Tr-ials-. There has .been concern that 

some of the interactions between companies and physicians who are 

clinical investigators .,.could. ,compromise• 'the; :autcncmy'. and independence 

of`th,e doctors reflecting on. the, in.t.egri-ty of The profession. 

That these concerns in both fib]. s _are wide.ly_, shared, :is apparent from 

comments made in three published documents: 
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i.  The General; Medical..Goura.ci,.a.,_'.s booklet on +."Professionol- Conduct 

and Discipline:_Fitn ss to,Practise"• •(1885) states:: '.doctors should 

avoid accpt.ng ; any pecuniary or 4p4uceroent. that might 
-' 89' t• _ . -o-8: . ..+ . 

compromise, or,,be. regarded by other,).: aw,,,.,Ukelx::.tp::compomise, the 

indeQendgnt..exercise of theiz professional judgementfn prescribing. 

The Seeking. or acceptance,;by. ;4octors of.,.unreasonable sums of money 

or gifts from commercial firms which manufacture or market drugs 

`W., or,diagn9stic ox-therapeutic,-agents:•or_appliantce -maybe regarded 

,a improper.' 

ii. . .The Department.of ;,Health and..Socfa3aS~cur ty„~ -16,cently 

re-issued o :,notice on the: acceptance•-of fur ding'; gifts and 

., hospitalitiy:wich states -that.:' tt= it - -a basic.>pinciple in all 

: pmts of the public service - that taff should-iibt :only be 

s ulous y • i 
~.- • , 

. . .a • s~:: P mparti:al_arrd honest.::But ~5e~cnd-~t]re~~reach of 

- .. •• ~,suspicion.o!; be notice -goes-dn`tc3-:state - that - 'w never an 

„ ,£i.Cer;.wishes atterid`3t1" pduCntibrlai =Confeienrce or other 

pG.casion ••that ..ice to- be financid'•whoi1 ' • or a tia!iLly from 

promotional • or commercial - so irce's he "§hcitiid Seek - 'approval from 

the -employing authority... ' .. 

iii. The Code of Practice for the Pharmaceutical Industry (1984) 

published. by- the ~AaS'obi.ati•bn -crf.--tb.e Si  3f- t-i-sh -p1 •arnii uti cal 

Industry: (ABPI) - states •(secti:an '•19) '€hat 'ria gift or financial 

inducement shall be offered oar gi n 'to members of the medical 

profession' but excepts`ineXpensive gifts, which in this 

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

articles related to a- doctor -' s work. 
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The  Code also states (section 20) that 'ant pertt cr 

hospitality offs ed. .should always be secondaxy;to the 

iny u pcee of` ̀ the' meeting, ... not extendr.beyonyi: m; bexs of 

the profession, be appropriate and not out of proportion to 

the Occasion, , .. not, exceed that level which the recipients 

might normally adopt when pa n for them$eIves.'• 

Comments in television and radio procrammes,trfThe Times, The Guardian.. 

The Economist, a number of medical journals and by the Consumers' 

Association}V'';. mnfsq to that .the ma ,a-arrd the -p lTt+t zpecc and demand 

that the conduct of doctors, both as prescribers and investigators of 

5., tful be abodd e*iticism. _~::  <._ • _• f• , : _ 

§ _•) r'. .'~..iSi lz.dC•!r_ ','i.'. ...... 1 ' 1i. Q t" . '..`;:. C .e.  ,.' . nv. d•: ,. b F ->.- v..

ESTABLISHMENT OF THE WORKING PARTY 

I,A.Lha> ,gbi::ofz thils;`cortcern... eid=because 'of''the 'responsiblitis that 

.c  an .have icr the'- area and -treatment of psi ants iin-

eXcWS on.-P'eb ary- ]5th 'l9$4:'':;-' f was agreed that 

,,;t,.~pi;~eq~• wo i y~g Party :sho-tilci be^':esFteli Co'" alpine 'the ~ielationshin 

.the •p1Ta a eukiea~i i t jr -. The emaYiasis of 

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

relationships between commercial organisations andtc;Liehts

T:F• . ~y' W '9 . y•@/ i:cti =• 4 ~~'• '. i u " h •~.•. i "T 
't y.• •'d'p!: £+~~:~ ~ .. ~ _ : Z . ... . '.•`~. z: ='s ' . . 

MEMBERSHIP OF THE WORKING PARTY

_ Si R4Ymqnd :Hoffenbezq.:: -; ~:._.. t'Presi.dent •arid- Chairman 
5= of Wade Honorary Secretary 

.Di;Bazbhx ,Anse14;:  ,,,•, rr 
ir Douglas Black 

:ow :, 
Dr AM BreckenXidge_ u r,-~ v?;~ . ,: r ~ _ .._ 
Dr 'L Chambers 
AJ Collier Esq 
Dr •MJ: be i am 

• Miss Patricia I.aspb•urn .. .. ..... ...  . -  _. .. .: 

Dr DR London 
Muers 

Dr PC Reynell   -.. 
The Rt"ion -Sir Kenneth Robinson 
Dr PP Turner 
Dr DW Wall 
Dr DA -Pyke Registrar 
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In  attendance:•,., _ .. _ 

GMG Tibbs- -.Esq a-:' :: •s -, Collscje Secretary`
Mrs Myra Dawson

a. _ 
PRaC$DU~2E

The Working Pat :met twelQ►e' tiA .s'.  . J 7t received both documentary and 

oral evidence (see Appendix 1) 

• 
o _ EVID$NCE RECEIVED ,RELATED:,-TO DRUG .. PRESCk$D16,- .r a: 

The Working Party found that there was widespread acceptance that--a 

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

collect infermatinxr of ciriSea3 ex enceabut the provision of social 

functions for  d or otper inducemer ts.. to• :use_. its ~products.siias. nqt 

considejed to be p= • of. that..c)}1t.1►,-. ; -T•he; ylszrking :Party--vaer~3ie'ebsiufied by 

the general standar4 of.. nship •betw'e the 

pharmaceutical industry ,put weir •aware ; pfr ,frequent :ex iee'~ of minor 

infringements .of the, accepted codes 1l&a .,few:axamp -6frq`r6ft'`ahuse. 

a.e ;::r 

Sponsored- Meetings. . .. . _ ±. . x 

There has been considerable and welcome development of Postgraduate Centres 

and of graduate medi e -car education in the last 20 years. Possibly because 

the Department of Health.was slow in giving adegfate support '-to thse' 

activities, - many years ago' drug companies began to"•'epvasor,, edtiUe ational 

meetings. This help was welcomed but in some Postijra8uate:•C n es almost 

every meeting now held is financially dependent upon f ndtricj 'by a . 

pharmaceutical company. The Working Party was iii*f6i iad'th'a[t 'the '.National 

Association of Clinical Tutors was, concerned that at thesem gt ngs there 

was not always appropriate separation of promotional and'edupational 

activities. -

RCPH0000105_0006 
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Hospital ty _ 

The Working Party was given evidence that many doctors receive hospitality 

ort a scaie Ys?~}  lift .rscox a{idd in, the ABP Cade. ;Itva Snformed that 

n 
octors o rasi~Qn y.d mand; hoag ali  efoe :agreeing _tio receive a drug 

comFa~ny • re~sreseat*tiye, ..mod that .this. demand h en ;on -occasions included 

~'~ 
h((ospi,talit _..for  ̀ a :-,QgLer',s i, 4. We heasd,,q, • inMe'nces tst-whtck... a 

company wishedtoshçw .a► $;Qmoxi;gnal ; and/s~r .4nfor tix al film :but doctors 

have wads it Gear they ,tot d n,Qt ,attend: unless :xh,a - ilm gees shown . and a 

meal organised at a restaurant of .their

f:~t `r~j s!lsero s.+y:• ,C' d-b 
-a.~.~ ti -;. .,

I>i such a film is to be shown to. resdent; medical staff _at a ,hospital 

it is often understood that there should be accompanying hospitality from 

the Companies which may vary from...in-house. foOcl. nl,.w3ae Ito a more fors 
_ ;,,.~-.- ---  

di. er at a restaurant. 

. _ ,;ii' 4;d3 '? z  }C 7~',:'~`:• .,~~~` 7L~1' :'u.7L:. 
its s{;lyJ.:+ :._xrs" :::'S. _ .." ~h •w ;l, e',t~.^.L<: .7. 

ri • . 

%ftg aid Tndu # fwd 
f~ 

~` ,i• 
q ~aij = Lriyk, `_•* 4L `'~ .  - . .

The offer of small. gifts such as diaries, memo pads. or pens .by. drug firm 

representatives, to, doctors fs common lace and ;acce P +,b orasionally 

hints or demands for more substantial gifts maybe made. .,Wa heard evidence 

of, doctor,'. be3,Ag offered gifts or cash payments for eve,;y patient started 

on a. product. and Q;f a recent approach to a number of physicians.in which 

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

new non-steroidal anti-inflammatory drug. We are concerned that such 

inducements might influence the prescribing patterns of. doctors. • 

visits Abroad 

The Working. Party was informed that pharmaceutical comoa.aies receive many 
C. 

letters from doctors soliciting funds to attend meetings abroad. The 

majority of such requests are refused. Sometimes requests are accompanied 

by statements which indicate that the doctor is a frequent prescriber of 
~~x __ ., r„ - -. _ . . . . •~:: .. ._ ale.,- _ -_ _ _ :.. . _ ,k.. 

he company's products and one doctor• even stated that unless his request-
:. :..  ._ :~.--=- :~~~.: _ .-, ~;;_. . =s•'-.~. _ .. ...._. _ ~.... ._ _.s,. u„~- _~ _.__._ - - 
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was  granted he would stop prescribing the company's product • •~ 

A television programme =(-anoi'ama) =s'ho they 

went...to;•conferences• only if they +ere heid`'tn'ToCati6ns of'inte=est and 

hospitality .,was - likely to be generous. Justification for holding 'meetings 

abroad is sometimes li'asedron their ease of international 'access .biiity 

:: ~•, .and lower costs., -but =the 'Workeing Party"was tol$' of 'a meeti g` of physicians 

:.who all =l ve'd in ore ='NR Req~tori whte i , WFeS'organised y a pharmaceutical 

firm to take place on =a Nleiditerianean is2aiid,' and o other meetings abroad 

in which the professional and scientific content was minor in comparison 

' i:th the- social ontent and !io's itality. 

EVIDENCE ON CLINICAL RESEAR?H AND CLINICAI. TRIALS 

The Working Party was given much evidence concerning the conduct of 
L'. . 

research projects and clinical trials. For thL`"Fuos~part these studies 

are carried out with: great selns,eof responsibility by members of the 

medical profession- 'arid the offibers of the pharmaceutical companies. 

In such work the compaa i.es- are usually seeking co-operation with physicians 

of high scientific' and 'cl linica repute; there is considerable mutual 

respect._. _ - _ 

Eowever, concern was expressed about some multi-centre trials and some 

trials * cazried- out.. in hospital and general practice which had little 

scientific value and were of the nature of promotional exercises. 

Large sums of money are now being paid to clinical investigators to 

conduct drug trials, and Research Companies are proliferating. Such 

companies arrange_ clinical trials and recruit healthy subjects or 

patients to take part in them. They act as links between the pharmaceutical 

companies and members of the medical profession and are often set up in 
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association =with 
_...,..,, . 

_ ..._ ?Q l-cliaic.uni~ts':or•-u iversffiy departments_ Other 

companies are purely commercial enterprises, independent of hospital or 

university 'Associations. In some instances physicians-• -are-directors of 

pr -,knave •.a -significaxft -ftnaricsai-P =interest in `tyre 'success of t1á company. 

Soae - trials axe -carried out makir4'use-ofHealth Servicg for Uni—varsity 

acilities L.~without -proper :Yeompense to the- Authorities.' Phvsiciar_s may 

receive ;paymeit..whish is not made through ?,'the =appropriate employing 

aurhpri.ty..,,, whose :facilities are being dsed. 

The us of healthy_ vg1-.unteers for-:the testing` of pharmareutiClil''products 

is increasing. A separate Working Party of the Royal College of Physicians 

_a.s._ejiamini' the- special- pzoblem•of "Research in Healtzy- Volunteers". Its 

f r Apxt should be; .read _in.. conj'unction with=.t is 

PLtbl&$ Z1 
g:  .~r .9..'~fr. ~'..  ' •.'

~ :fS ..yP'  . ...:

Concern waS,expressed. by, some rese rch,:workers that- their riuht to publish 

data was sQ~nerimes;res trice d.ur;duXy- in..rhe' commercialcya iet ='of the 

companies with whom they had collaborated. 

Dissatisfaction was also expressed at t]~e way some companies arranged 

for the proceedings of symposia to be published as supplemen tQ.jhe 

normal circulation run of a journal: the papers in these supplements are 

not always subject to the peer review Process. of  the journal and the 

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

also contribute to undesIrable..dupliration- of- putkished' .work. 

. ir S9 
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CONCLUSION AND R$COMMENDATIONS .DRAWN _FROM THE EVIDENCE.: 

General. Principles  . 7.. . s. _   ..... s c •.e ~-n 

The Working Party heli,eves that .a close:_relationship -between doctors and 

thd pharmaceutical industry is important for ,the .treatment`of"patients 

and for the future development anti _asseasmen•t of new drugs = Becat e 

this . relationsh~.p: is so important bath ta. medicine and to the_ pharmaceutical 

industry, the Working Party recommends.,that. .Fpl:l:owr. ,arid Members of the 

College ensure that their behaviour in relation to the pharmaceutical 

industr y is. lways seen to be s~.xupulous:ly- :impatt~tia1 anti honeet. 

The. oyarridinq principle -is-that •any -•benefit-ziti' 'cash- or'kirid, 'asiy - gift, 

any hospitality or any .s bsidy.- 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-=ice= 

• _, unacceptable, udgeunt.: may :somet;ithes'be' 'difficult 'aiise ul'criterion 

. of. acceptability may.--be -"would you, -be 'w1ll1rig7toyhave these ~arrancjements 

generally known?" .. . . _ ._... i r, : :L •+-it• .._ . 

(a) .The es-tablishment of postgraduate centres, the development 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. 

RCPH0000105_0010 
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(b) For the present we commend to all physicians the Code of 

Practice of the National Association of Clinical Tutors (see 

Appendix II). The Code insists that the programmes and. the 
•.mil i..~4Jr = ... ... `.l .. . ... . ... _:1 C, ~ - t%4 . -. ~. 

.~.  _ _.. . . . -_ . . _._.-. _..  

choice of speakers are in the hands of clinical tutor and 

are independent of any sponsor. It insists that any display 

of promotional material by a pharmaceutical company is limited 
yC- -  : . 'e- .. 3t -5s c...- .._ .e.6-.. ~ . 

• and kept apart from the educational and scientific part of the 
s6 x ~ s:. c' :w ~7:~i its : ^:  _ . : . .. _ .. . • .

meeting. It allows a pharmaceutical company which sponsors a 
• ti. .7U '. .:iE~3~>S__ -- -.. ~.._.. .. aaA iii ._.. r: '9.` a.. ...?6-.1 S' -

meeting to provide modest refreshment in the form of a working 
•~` .-?_*te. ^I: : L•.' ~C`A`F:._, .?:' ~_"~'.•'?f` n ...~P .:.L+  .:.. ..T@ ~a ..-. . . 

lunch or a buffet supper. It is not acceptable that the cost 
: yy

of entertaining non-medical guests should fall on a sponsor. 

The expenses and fees paid to lecturers must be moderate. The 

Code recommends that no film be shown without a consultant 

whose specialty is featured in that film being present and 

allowed to comment-

- = :i.'.w _  . :':• t.~~.__.~? 

(2) For Resident Medical Staff in Hospitals

a) The Working Party is concerned about meetings that take place 
. 

'between pharmaceutical representatives and junior hospital 

• • doctors becausethese junior doctors have considerable 

VtC w1:'~+.:r s 
ZJ:'•.:+.^,_ or =:(L•1Z1 ^. • :. ' 

`influence oa prescribing patterns in hospitals and may not yet 

hat►e`'the experience necessary to assess new products critically. 

'' These meetings often take place on an ad hoc basis in which 

representatives come to a hospital hoping to find a doctor 

free to berinterviewed. 

,.. ..! :'. - 9 ,t-;•, a :.... ...; I :? E e.;o . 'i-~_ . -_ a.:..- . _ -,-.-

- n1e tec he that such ad hoc meetings should be dis couraced 

' and that theti shóu1a take place only by appoia went, 

•ofefera5lY'Vith 'the agreemert~oft'ze supervising co.-isu_ta.t. 

We would p fei"to~see pze-arraraed Presentat_cns by a 
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reprisentatiii'to joint meetings of junior and senior doctors 

-.-where open and critical discussion can take place. Pre-registration 

:Y ' •¢~'" house doctors should be approached only with the permission of 

a ̀ supervising consultant. 

Other meetings of scientific or educational merit for junior 

medical. staff should be arranged in accordance with the Code 

t• of Practice of the National Association of Clinical Tutors 

and should take place within a hospital or University setting. 

If promotional material is displayed an independent consultant 

should be present. If such meetings are held outside a 

University or hospital they should conform with the above 

recommendations. 

ter._ c: • 
(3) Meetings and Conferences organised by or with the help of Pharmaceutical 

Companies 

(a) These vary from conferences of high scientific value to meetings 

which are patently promotional exercises. The distinction rests 

primarily on the quality and independence of the scientific 

programme. Physicians should participate in and attend only 

meetings of educational or scientific value, the content of 

which has been selected independently, of the...sponsor. 

(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 

of contributions should beparacount.. 

RCPH0000105_0012 
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(c) A physician may accept fees or.trayaliing. or other expenses 

for attending a meeting but the primary invitation should 

come from.. the organising body or del¢gate. of. an organisation, 

eg a university department. 

y ♦ t v # ' Y - 

Pharmaceutical support for scientific and e a ductional meetings 

'is invaluable, but sponsorship of speakers„ andattenders should 

be decided independently and payment should not be arranged 

directly between a pharmaceutical company and a physician. 

Companies should be encouraged to make their. donations for 

these purposes to the organising committees and proper 

acknowledgement of their support should be made. If a company 

offers travel funds in the form of scholarships, its name may 

be indicated but applications for such support should be 

submitted to the organisers and the selection made independently 

by them and not the company. 

(d) Payment of travelling or other expenses by the organisers for 

the spouse of a physician attending a meeting is not normally 

acceptable. 

HOS.PITALITY, GIFTS, PAYMENTS AND INVESTMENTS 

41:
0 

0 
- 

(1) Sanitality'

'(.r A'physician should not accent inordinate or excessive 

hospitality from any pharmaceutical firm. The borderline or 

acceptability is not easy to define. The provision of modest 

refreshment at a conference would be construed as ••reasonable; 

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

pharmaceutical firm- should not be expected to extend -hospitality 

RCPH0000105_0013 
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to theSpttuse of 'a physicia`n. 
a . 

,.. .~..: ~~•... I ' w rr._ . r  r r. 1..~.~• ,. r1•.i Ei

working"F arty be ie'ves that medical+students, 

pre-registration house officers and all trainees should be 

made aware during their training of the dangers of compromising 

their' professionaI judgement by accepting or demanding 

»$.?i: •-_ L (. !t . - 4 .j. .. ;;9. ~. -. . -" .t.. a. r , 7 

inordinate hospitality or other favours from pharmaceutical 

12) Gifts an( Payments-

(a) It is unacceptable for a physician to receive .any gift or 

- 
other inducement from ay pharmaceutical company mpany beyond those 

specified in the Code of Practice for the. Pharmaceutical 

Industry (ABPI19.83) which are "inexpensive and relevant to 

the practice of medicine". He should not receive payments 

from a pharmaceutical company for seeing their representative, 

for sending letters to journals or for reporting adverse 

reactions to drugs, this last being part of normal clinical 

practice. 

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

to a company is acceptable if the physician gives time and 

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 

(a) A physician 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 

-r seslen• :Of't:eavel =and at 'er'expedsss: If he is a full-

;t ae: emg3oyeerbaf- a -Re'akth Authority 6f'a -University he must 

obtain .permi, inn 'frogs his employer tc "enter such a contract and 

away s,-decla'Ye=h-is •ihterest-=ixf a Company' It is inappropriate 

_-for;•him :to receive additith al- payments `dhl-ess the work for the 

company is clearly done in his own 'timz: tt is his duty to 

ensure that he always declares his interest in the company. 

Then-this is snot"=fine" 
case, fees th st''bê  paid into a special 

departmental account 
and' the'monies may be used to support 

- research prdjeets oY`to fund` 
a ttendaace'of`staff at scientific 

or..educatiorfal "meetings. Si ploying'authorities should be 

informed ' out -s 
u'eki'transactions -aa the accounts supervised 

...:by tlsair• -firia6diai'"-bffice`rs to obviate any suspicion that the 

account'-is 
=uee'd ii -'a' means ̀ of d verL`ing payments from pharmaceutical 

:companies to 
support inappropriate personal travel or other expenses. 

RESEARC3 #32CJECTS"ANII CLINICAL TERMS 

(1) Contracts, Payments and the Responsibility of Physicians 

(a) Physicians, pharmaceutical companies and ultimately our 

patient s`heve 
muc:i 

to benefit 
from the 

close co-operation 

of physicians with the officers of pharmaceutical companies 

in research projects and clinical trials of drugs. In 

r5rovidjng opinions and services to companies the principles 

of confidentiality, honesty 
and decorum must prevail as in 

other professional activities. Legally binding contracts are 

essential and should be negotiated through professional 

colleagues in the pharmaceutical companies. The physician 

responsible' for 'the _project 
or trial is responsible for 
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advising his tern lolrr, for-•ensuring hatprc3per accounting 

proceduxeg..are adopted +,z•yth. fnclegen t axdt and for 

fulfilling all .-1~ga1 regR rq a .... he, a'rking Party 

recommends that the firianci;a•1- arantpemeA're~.tnould be made 

through tiie finance office -of 4l•,Health:Aathakity or a 

University • r 

.. .. . v-, ..~ .. .• . .. '' 1 .. ~ S'i..-. ..mow ~: 

(b) The monies may be used to. finance, the..execsit •on of the study, 

which may require salaries ,of .resgar ;~~roakess, technicians, 

nurses or sec;etaries, the pur-ghase.;of.:ea~ai:pment and 

expendables, contributions .to-;ho5pital,_ert=.ursf.versity overheads 

and funding ofottxer researcb .pr aj:ect Fn-the view of the 

Working Party  i t  ,.is not acceptable fo; .a -phys ici an to receive 

personal payment,fe c3~rxyinq outt a ri.~L,; Such payments may 

be made to Departmenr,.a.l..ac.co-untr a6- da:tled under section 

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

time and effort given to. ,thy -trial-; cpep;.v declared, and subject 

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

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

1. The studies are of scientifig.merit ;an&_are Competent'; 

planned.

2. The studies have the aDprovai._of .an..independent researcr. 

ethical committee to whom all details ,. f - th e financial 

arrangements are reported. 

3. There is prior acreement.wtt::, thy. co.:,nar that the resa_ts 

may be submitted to journal's cf the. ,hv.sician's chc.ce 

that the ccmpany will not irf_uence the r ,lic.:tior. c_ tie 
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results of the trial. When the results of multi-centre trials 

are to be published, all physicians p• arti.cip.~ k. ig.xn_.:the - trial 

should .see and agree .the final draft %p;A;any - pier. 

4•. :. Appropriate: arrangements _are made by the compafiy 'to indemnify 

subjects or patients in the event of untoward arm arising 

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

matter _ 

(2) Research Companies . 

,(a) The.Working Party .recommends that Research Companies should come 

under the aegis of a University or Health Authority. There 

should be full and open declaration of finaric:i-s:3_ arrangements 

and their work should be reviewed by properly constituted and 

t independent research;ethical-:committees. 

arrafgements: with Research Companie•§'must ie considered 

--with -.particular. care by;-Ethics `Committees- is view of -their 

• intrinsic commercial nature. It- is-important that physicians 

4 , ,-•.•involved: in-this form of research "s outs=not -have- a'signi£icant 

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 by the Ethics'Committees -and'the welfare"of patients 

must be• safeguarded as recommended in the "Guidelines to 

Ethics Committees" published by the Royal College of Physicians 

in 1984. 
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C3) Declaration af-;interest. . 

The Working Party.•19el.ieves a ph+,rsiciarr ha t- a•`t'futy to declare his 

interest in a pharmaceutical company to ensure that opinions or 

decisions -are -seen- to ibe free of--b:iaA- ;..'This= is. particularly 

important if:  

1. He is a member of a committee, national, reivi'al or local, 

considering matters of pharmaceutical concern, eg purchase 

of drugs, decisions on drug safety

2. He pub•1ishes,. da•ta-_wh ch :is the a- company. 

_•max 

-' 

(4) Publishing 
•

_ . . 

-r: 

The, _working Pasty co=ensds° the- paper.: .from=•the, British- journal of 

Clinical Pharmacology, :which: is.-appen:de8'As",Apperi'dix' iII. The 

Working Party approves of the views expressed by the Editorial 

Board g.f the--British-Jour-nal=of'Clinica.l..Pliarmãeology' con cerning 

the publishing. of papers presented. at.sponsor d.'theeEings. It is 

the view of theWorking_Party that..offpr.ntt of-subh';papers should 

clearly, indicate. that the, papers were presented' at-a•--sponsored 

meeting and were not routinely-published papers. it -is desirable 

that the pagination of such papers is distinct from the normal 

. jpurnal.. pagination. 

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 .:selected independently of the 

sponsors. 
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CONCLUSION 

The Working Party believes the recommendations made in this report 

substantially represent the present practice of most physicians and 

of those in training as physicians. However, in the Light of the 

:• • ' esvideciae;;.it h s :received, it believes the- pubt•icattoon~of these

recommendations will be welcomed. 

k'i : AMLQ_jADGE 1ENTS. 

e' Erateful to tie Cou{icl fer.,po$tgraduate MedicalEducation and 

th British Journa>of •C,1.inlea1 ghazmecology for grantf t:g',us"permissian 

to publish thei gw.del .ties : 

%C i—. t, . ". v Y ~..':: ~• t  •'s._ . 

r ii 1 
It'd . •̂•_"~ , •'71 1.r  . ..

: ,_

.J

`~, 6 µ'4 U'~t••w~'YiM' • 4 ..v.• 
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APPENDIX I 
w 

r 

ORAL EVIDENCE WAS GIVEN... TO.. THE WORKING PARTY BY THE 
FOLLOWING 

Dr VR Bloom - Editor, Journal of the Royal Society of 
Medicine 

Dr A Bowyer -_-_ Asso..ciation.~.of Clinical Tutors 
*Dr DM Burley - Association of Medical Advisors to the 

Pharmaceutical Industry 
Mrs Ruth Bycroft - Chairman, National Association of 

...Postgraduate- 
Educationaf .. 

Centres 
Administrators 

.*Dr , J :Clifford - ` Association bf Medical ` Advisors to the 
Pharmaceutical Industry ,

Mr Philip Cox QC - Chairman, ABPI , Code of Practice 
Committee 

Dr CT Dollery - Department of Clinical Pharmacology 
Royal Postgraduate Medical School 

Dr JG Domenet - Ciba Geigy 
Mr JJ Dower - Deltakos (UK) Ltd. 
Rev Prof GR Dunstan - Department of Theology, University of 

Exeter 
*Dr 0 Gillie - Medical correspondent of the Sunday Times 

Dr EL Harris - Deputy Chief Medical Officer, DHSS 
*Dr A Herxheimer - Department of Pharmacology, Charing Cross 

Hospital Medical School 
Dr BH Mascie Taylpr - St. James's University Hospital, Leeds 

*Dr 0 Morton - Association of Medical Advisors to the 
Pharmaceutical Industry 

*Dr MD Rawlins - Department of Clinical Pharmacology 
University of Newcastle 

Dr PR Read - Hoechst, UK, Ltd. 
Dr ES Snell - Association of the British Pharmaceutical 

Industry (ABPI) 
Dr A Thillainayagam - Manchester Royal Infirmary 
Dr P Turner - Department of Clinical Pharmacology St. 

Bartholomew's Hospital Medical School 
Sir John N Walton - General Medical Council 

* Also supplied documentary evidence. 
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APPENDIX I - continued 

4O UMPNTARY EVIDEt.JC>=- WAS RECEIVED - 6Y - THE WORKING PARTY 
FROM' 

Dr S Brandon - Department of Psychiatry, University of 
Leicester 

• . y ~, t GM eiser , , i : , . Chairman of EthKcal-_ Co St. 
¢!J , zi;Stl4:r  ;: ei. . .;  Barthfllom w's Hospital 

m~utfee, 

-BW Cr. omis ..s-. -lidunslow 

Dr $ McConkey • - Dud ley Road Hospita=l,' Birmingham 

Dr RN Smith - Glaxo Group Research Ltd. 

The W
y 

Working Party also• ~~received a copy of 'A guide to ethical principles in the relationship between physicians and the Pharmaceutical Industry' prepared by a sub -committee of the Royal Australasian ,. Coil. g~ _9t Physi,c,iart$, 30.: April 1984. = 

z '  -.; '•'- _. 'ti. . ' - --T

~... ~
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APPENDIX 11 

THE. RELATIONSHIP BETPEEx'' POSTGRAD.UATE MEDICAL CENTRES 
A Ci PHARMACEUTICAL HOUSES 

Representatives of the Association of the British Pharmaceutical 
Industry, the National .Association of Clinical Tutors and the Advisory 
Committee of Deans of. the Council for Postgraduate Medical Education 
in England and Vales have agreed that: 

1. Meetings sponsored by. :pharmaceutical house may be allowed in 
a postgraduate medical centre subject to the decision of the 
clinical tutor. 

2. Arrangements for all sponsored 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 
yn.der.taken.

„ An independent opinion bya 
doctor' suffl-c-iehtly 

ezpe'rrenced in the 
topic should always be available at such meetings. 

5. 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 NWI 5HH Revised May 1978 

Reaffirmed 1985 
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APPENDIX 111 Statement by 

British Journal of Clinical Pharmacology 

S ,ol2Zents

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 for oral presentation at a symposium, but manuscripts submitted for publication should adhere 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 Supplement. 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. Although 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 to 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 least 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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