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Ei??.CJC'C':IC:: 

1. 'r"ne Second Ger.eral Confere!lce of :::e ::~i ted. ~!at ions !::::!ust:-i~ 

Development Organization (t.r.;I~C). held at Li:i:.a. ?e!'"u. in '.·'.arc:i 1;75 -

recom.':lend.ed. that mrrDC stould include ar.ong its activities a Syste:i of 

r.ontinuin~ Consultations cet;;een developing and aeveloped =ountries ~itn 

~.nP. nb.iective of raisin'1: the develonini:i; ~ountries' c;:i.are in ·..-crla i:iC.ustrial 

output through increased international co-operation. That reco!:!:lenda:ti::::n ;;as 

endorsed by the General Assenbl:r at its seventh s:;:ecial :'!ession in 

Septe::iber 1975. 

2. '::he System is being i~ple~ented under the gui~e.nce of t:i.e Industrial 

Development Board, the policy-ma.~ing organ o~ l-:r::c; it ceciceC. in 1976 

that Consultations shoulC. be held a.l!!ong ~e~oe~ cou.~tries a.~d tta~ 

participants may include oi'fida.2.s of.' Gove~ents as ;;ell as represe:itati·res 

of industry, labour, consu=er groups, etc., as d.ee:ned a:;::r-ro::;riate '":l:· eac~ 
Gover!".:lent. Relevant organizations are also in·riteC. to :;:a.._,_ -=ipate. 

Attendance has ":leen 150-250 participants from 5G-78 cot:ntries and the 

conclusions an~ recoct!lendations of ecch Const!ltatior. have :~e~ adop~c~ 

by consensus. 

3. ':'o prepare for Consul~ations on the ?:!::a!":!laceut:.cal I::.dust?·y, t·,:o 

?anels of e~erts from developing a.nc develo?ed cou.~tries ~ere convened 

in June 1977 anc ?eb::-uarf 1975. An Inte::-regional ::eeting ~o ;re?are !'or 

Consultations on th~ ?har.naceutical indust:::-:r ·.;as held i:i .Janua!'""J !.97; a-c 

Cairo, Egypt. Through these meetings, the i:n;rno secretariat identi!'ieC. the 

issues that might be suitable for Consultations on this inC.ustry. 

4.. ~-lhen considering the prograr.ime of Ccnsulta"t.~.ons for 1950-·Sl, t:1e 

Board authorized the illTIDO secretariat tc convene the Fi!'"st Consultation 

on the Pharmaceutical Industry in 1980. 

5.. The purpose of the Global Preparator.r :·'.eeting ..,as to ac.vise on the 

issues that should be dis=ussed at the First Consultation on the 

Pharna.ceut ical Indus"'.".rJ to be convened :.n Lisbo:-i, !? . ;ugal !'re~ 

1-5 December 1980. 
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6. 3earing in mind the oneoing prograc:le of co-o~eration between U:iI~O, 

~iEO and ffii~AD on this indust!""J, re-;::rese~tatives of ·,;no and U:iC':AD Ye:-e 

invited to :;iarticipate in the :~eeting. Attention w-as dravn to ':·.'::C's Action 

?rogramI!le on Essential Dr..tgs approved by ~he W~rld ~eal.th Asse~bly in 1978. 

In this co:onection, it vas noted that the Executive Eee.d.s of WHO and UlITDO 

entered into an agreement in August 197J to co-ordinate the efforts of the 

tvo Organizations on the development of the pha..""ID.aceutical industry: 

·~..ma's contribution vould focus on the identification of heal~h needs 
and on the definition and imple~entaticn of health and drug policies; 
tnITDO, on its part, vould focus on the definition and i~ple~entation 
of industrial :;>reduction policies, including pha.""!llaceutica.l :;ircduct~o~ 
and utilization of natural resources". 



- 3 -

I. 

7. 'I':le Global ?reps.ratcry ~!eeting reccr-r..er.ded that the ?irst Consultation 

'.-~eeting on the ?ha....-::tace'..ltical I:.C.ust!""J should consider the follovi::ig tt.ree 

issues: 
The pricing and availability of intermediates e.nC. bulk drugs; 

Contractual arrangements for the ?rod~ction of C.rugs 
Part 1: Relevant issues to be taken into accou.~t vhen negotiatine 
a. transfer of technology agreement; 
Part 2: ?reparation of guidelines; 

The availability, terms and conditions for t~e transfer of technology 
for the manufacture of essect:i..al ~s included b the illus-:rat:.•re 
:ist prepared by UUIDC in consultation •.tit:i ·..r...:o. 

I 
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II. ORGA:'IIZAT!OiT OF T"r.E ~-!..c...."TITIG 

8. The Global Pre!Ja.ratory i-!eeting •.ra.s convened in Cancun, i-!exico f'rort 

24-27 April 1980 at the invitation of the Goverru:.ent of ~-!e.icicc. 

9. There vere 97 persons attending the ~·reeting, including 43 partici!Jants 

from 29 countries, 14 representatives from 6 organizations, and 40 observers 

from i.fexico. 

10. The Heeting vas formally opened by Dr. Carlos Gual Castro, Vice-t\!i.nister 

of Assistance, ~-ti.nistrJ of Eealth and Assistance , in the presence of 

:-tr. Jesus ~1arti:lez Ross, Governor of the State of Q.uintana ?.oc. The 

Vice-i-rinister stressed the urgency of expending the ;ihar-aceu.~ical anC. 

pha.r!!18.ceutical chei:rical industry's contribution to national ne~th services 

in developin~ countries. 

ll. The :!eeting elected Mr. :rat an Warman, Vice~·!inister of !:idu:;tria.l 

Development, Secret aria de Patrimonio y Fomento Inc::1strial, :-rexico as 

Chair:tan end Dr. Vischer, ~-!e-i::.ber of the "Soa.r:i of Ji rectors of Cita-Gei?7'J and 

representative of Switzerland as Vice-Chairman. 

12. :~r. A.Hacin~, Head of the Negotiations Section, responsible for 

organizing consultations, explained the origin and scope of the UNIDO System 

of Consultations and st~:esseci the unique fe~tur_es of Ul!IDO' s consultations, 

namely (a) the continuing nature of the Syst~m, (b) the em~hasis on reaching 

consensus;and (c) tne direct contributiou ~ade by re?resentatives of industry. 

13. Ms. A. Tcheknavorian-Asenbauer. Chairperson of the U!!IDO Inte::-nal Task 

Force to prepare for Consultations on the Phar.naceutical IndustrJ, introduced 

the three issues vhich the UHIDO secretariat had suggested might be suitable 

for consideration by the First Consultation. These issues had been selected 

art~r detailed on-the-spot studies of the constraints faced by selected 

developing countries in establishing and expanding their ~ha~aceutical industrJ. 

'!'he three L:sues vere considered by the UNIDO secretariat as suitable because 

they could be solved by greater international co-operation. Other problems 

identified v~re the preroeative ot national policy. 
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14. ~e :~eetfag ado:o:ited ~he follo•;ing A.gene.a; 

i. Issues ~ecor'.l!:l.end.ed for consic!eration 'Cy t!':e Fi!"st Cons,.:.ltation; 

ii. . !.do:ptior. of -· 1..ne Report of the !~eetb5 . 

In the ;ire-session d.OC'.JI!lent ID/WG.317/1, t!:.e mrrno secretariat scr__.gested 

three issues th~t might be considered by the First Consultation, na.:-ely: 

(a) The pricing anC. availability of inter.::i.ediates 2-:ld bulk -i=ugs; 

(b) Guidelines for lic~nsing :irra.ng~~ents for t~e t~~nsfe~ of 
technology for t~e basic ~a.;iufacture of t~e active ingred.ients 
of essential d.r.ig3 and for:::::.l.lations; 

( c) T.le availabil.it:;, te?T.s an<i conditions fer ~r.e tre."lsfer ::.: 
technolog-J for the =anufacture c~~ 25 essential d.? .. .1€S. 

":he c-cher dot:uments sub!l'..itted. to the :-:ee~.i::.~ are listed. in .!.r..nex A. 

15. :'"~e :-:eeting acio:pted. the Re:;:crt cf t~e ::e-=ting at i.::s f:::.:::a.:. sess:.or. 

on 27 A~ri: l98G. 

Ji~ector-General, ~·!exican Social Sec!.l!"it:r Instit.":.ite. 
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III. ISSUES P2!:C0:·'.:11E:~rn~ FOR CO~ISID!:.!" .. A'i'IC:; 3'I ----- ,.,... .... ~ ... "" .. ,.,'T',..."'l.'r 
i~ : .L.r~c..._ \,,V!.:1cu.u ... :t. ... ~v •• 

(a) 'I'he nricin~ and availability of inte!"!:!ediates e.nd bu.L~ d.rugs 

16. The Meeting agreed that this issue should be considered at the First 

Consultation. '.Jhen preparing the background to this issue, it ~as suggested that 

the UNIDO secretariat consider the various factors affecting the price at vhich 

inter.!lediates and bulk drugs a.re sold. 

17. The Meeting consicered the evidence of disparity in the prices charged. 

for inter.nediates and bulk drugs contained ir. \.J~ITDC :paper ID /WG. 317 /l • The 

UNIDO secretariat rointed out that the regson for raising this issue vas that 

the high price of inten::.ediates and b~ drugs i~ relation to the price of 

finished product affected adversely the econoc.ics and feasibility of 

establishing basic ~anui'acturing and :o~ulating facilities. 

13. Participants fro~ developing countries stressed that dispari~ies in prices 

t•ere soi::ietimes even greater than those shovn in the i:.mrno report. ~ey felt 

that the dis?arity should be ~uc~ less in order to be reasonable and facilitat~ 

the develo-pment of basic nanufacture and for=tulation i~ developing cou.~tries. It 

Yas f1.irthe?" !lOinted. out that • .,.he!"e there •.re?"e ::12!17 scurces cf Silppl:•, the 

disparity of prices ~as nuch less than v~en there ~ere only ~#O or three 

suppliers or vhere sup:plies vere tied to purchases from the ;~ent co~pany. 

?urthe!":tore, in one developing country it vas indicatei that three of its 

plants established fo?" the manufacture of essential drugs ~ere closed d.o;m 

at present because of the high price of internediates 

19. Participants fron developed countries indicated that no-one should be 

sur~rised at a ver,; large disparity in prices. fadeed, a unifom set of prices 

vould not be no~al since different pric~s shoved that there wer~ a nunber of 

different suppliers and that competition existed. 'I'hese particip3.Ilts also 

pointed out that the price ~uoted for any ~articular sale vould deDend on the 

volume of sales, the duration of the contract, the quality of the product and 

relate~. services including research, the class of customer, s~ecific tend.-er 

requirements as regards :!larking, coding, etc., the liability of the supplier, 

the patent situ~tion in the purchasing countrJ, etc. In addition to these factcrs, 

the general ~ket conditions varied so rr.uch froi:: countr;,• to countrJ that there 

~as nothing su!"!lrising in finding differences in prices of the order 1:10. 
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20. The accuracy of the info!":ltatio!l presented bJ 1.;:;;.IDO :'or a feW" specific 

cases Yas ~uestioned by a fe~ partici9ants from developed countries, and in 

particular in the case of one product for w"hich prices W"ere ~uoted for one 

sole supplier. It vas also pointed out that for one other product the price 

~uoted. for one countrJ va.s tw-o yea.rs out of date. The UiiIDO secretariat infor:::.ed 

the :-Ieeting that the infor:ia.tion presented ·.ras based on quotations received by 

developing countries. Participants from developing countries confir.::ed this. 

21. Pa..-ticipants !'ram developing countries indicatei t~at it -.ras C.ifficult 

for the:::t to ?:lanitor W"orld ;rices of bulk drugs and inter.:-..ediates end to sc 3e 

the pro~le~ of prici:i.g and availability of intermediates and. bulk ~'"Uls. ':hey 

fu.rth..?r indicated. that it :ri,vit 'be u.sef~, the!-efore , ti1at U:7DO prer;ares ~d. 

regularl:' updates a. directorJ of sources of supply of essential dr~s and their 

inter-ediates in bot!: developed and developing countries, to be ci::-'=-.tl.a.ted. 

a..~ong develcpin~ countries. Collaboration fr~m the pharmaceutical industrJ, 

co:r;:a."1.ies, industr/ associations and international crgenizations ~.-ould be 

hel9~ul in this respect. 

22. In order to avoid. the big differences in ?rices of sane basic ir'.igs and 

t:!eir inter=ed.iates, ~e.rticipa.-its from deYelo~ing co1mtries ti':.oi.:.g:it it ::ri.~tt 

be useful ~hat a Joint coi:::!:littee re~resenting =otn develo~ed a...~d developing 

cc'.llltries, under the auspices of ffiiIDO, be set u~ to discuss the soi;rces of 

S'l?='lY and pricins sc!le::ie of ~he U:IIDO list of essential C-r..l(;s and the 

intermediates needed for the production of these drtibS . The same participants 

fe!t that it vould be advisable that the ~rices agreed. upon ce stabilised for 

a certain period of tirr.e; the prices set by the committee should be declared 

by UNIDO to the develo~ing countries. 

23. The international phaIT.laceutical industr/ and its associations ~ere 

invited to assist UHIDO in compiling the re~uested in!'or::iation on sources 

of supply. How·ever, the representative of t!'!e industrJ from one industrialized 

country cautioned that the la11s affecting the companies ~hie~ he represented 

11oul.d not allov them to take :;art in an exchange of information on and 

discussion of prices. 
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2 1. .... 2artici~ants fron a fev developing countries suggested t~at ca.:-ke'C 

research should be undertaken by the international ?har:n.aceutical inc~st~y 

to ascertain the rPquirenents for inter.:tediates a!ld nat'.l!"al resources es:;;:ecially 

med.icinal. plants of developing coU!ltries. Ir. or::.er to enS'.l.!"e reliable supplies , 

developing countries needed to establis~ plaa"Cs to se!"Ve sub-regional or regional 

markets. 

(b) Contractual e.rrange~ents for the uroduction of drugs 

25. The Meei.ir1g a.greed that this issue should be considered at the First 

Consultation. 

26. It ~as further agreed that this issue ~ould contain two parts, ~amely: 

Part 1: Relevant issues to be taken i~to account vhen ne5otiatin~ a 
transfer of technolo1r1 a~ee?!'.ent 

':'he follovin!.~ i!llportant factors , inter a.lia, should be taken into account : 

J. • 

ii. 

iii. 

iv. 

v. 

::ealth sector structure and health-care d.eli·rer.r system; 

Local technical s~ills and supporting -cec!'.nical. i:l:~:::-ast!"'..:.ctare; 

Economies of scale; 

Industrial property legislation; 

Fiscal and other legislation including 'Cari~~ duties. 

?art 2: ?renaration of auidelines 

Gcidelines for licensine; arrangen:.ents for the transfer of tecl"-'lolog:r for the 

basic manufacture of the active ingredients of essential drugs and for::-,ulatians. 

27. The a~reement on the contents of this issue was reached in the follow-ing ~ay. 

The U:~IDO secretariat proposed that the Consultation consider the issues described 

in Part 2. Hovever, participants from developed countries and ·the IFPMA felt that 

this issue had to be broadened. 

28. After lengthy discussion, a small working group was established by the 

Chairman, to elaborate the important factors that had to be considered when 

negotiating a licendng agreement. The :.reeting reviewed and agreed on tte five 

important factors that this working group identified. It then decided that these 

factors should be considered as the first part of this issue cather tha.~ as a 

se!1arate issue. 
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29. :·;"hen :_Jre-paring the back.ground pas;er !'or t=:e ?i::"st Cons·.tl.tatic~. t::e 'J::r:,-
~ecretariat vculd take into account (a) t~e ~oints r~ised in the disc~ssion of 

this issue and (1J) documents already p:.:.blished. ".;,y t.;.;ci:;..r; a.."'ld. the \.ir..ited ::at ions' 

A.gencies on technology tre...~sfe::" to developing coun~::"ies. 

30. As an indication of the contribution of developed countries to t~e transfer 

of technology to developing countries, the re?resentative of the ~ni:ed r-.ingdom 

presented data for the first time dra:.m frore 19 European research-ba~ed 

:;>ha.""'=8.ceutical compa.'1ies. T:lis data re11iewed the existing position relati:lg <;o 

the transfer of tecr.noloe:r, traini::lg progre..-::=ies for production, a_uali t:r control, 

distribution and stor~e. 

(c) ~e availability, te?"!'ls and conditions for the transfer of tech:lclog;.· 
for the l:lanui'ac~ure of esse:i.1;itl ir'.igs focluC.eC. ::: -:::.e :.:.2..·.istr::..:ive :ist 
-::ire-::ared by ~-:;r::::c b .:cr..su.2::.a:i~n -,;i :::: .-.;:u 

3l. ~e :reeting ~-:-eed. t:ie.t thi~~ issue s::ould ':le considered at the ?irst 

Cons:ll.tation. 

32. ~e !.:x::::;o secretariat explain~d t;:at :.t ·..-as ?ro:;:::osed. t=:at discussion en 

the a~ove issue relate to an il:~str~:ti ve list of 25 i:-.ics =-~.:=t~:- ~!'!.:;.:: ~~e -"'-~cle 

U:IIDO secretariat also eX?lai:ied. ho•...- ":.:-.e ill:.:.strat:i ve 2.:.st of 25 ~..:gs had. oee!'l 

:Jre~ared (see r:;:;r·iG.317/1, paras. 25 and 26). 

33. Th.~ :~eeting generally ag!'eed that the list selected by u:rr:co was useful. 

as an illustrative listl~ However, ce fore present at.ion to the ?irst Consul tat ion, 

u:rr:io should update the list in -:onsultation ·..-ith ':.'::C ar.d develo-;ifog count::"ies. 

lf In this connection, one participant stressed that ~edicinal plants and 
other biological resources are relevant and i:nportant resources for ti.1.e 
~anufacture of so~e essential drugs and pharmaceuticO!.ls. u::r~o should 
~remote transfer a.'1d developr.!ent of the tec'.:'molo:rJ needed to :::a."lufacture 
such essential drugs as alternatives to some drugs included in the 
present u::rno illustrative list. 

' ' 
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34. A nU!llber of co!:'.l!:l.ents •ere made related to specific i...""UgS included in 

the list such as Ethin:,·lestradiol, 3epC.eniu.":I, ?.esepine, St!"eptoeycin, 

::ethyldopa, Vita.rain E12 and 3:.ood ::'ractions. It vas suggested that so!'.':e 

of these drugs ;:ray be replaced by other d...""Ugs ~hich are therapeuticaJ.Jy 

to be preferred for primary health care and which re~uire a less sophisticated 

ma~ufacturing process. It ~as further pointed out that so~e drugs on the list 

vere classified as complementa.rf drugs by \.ffiO. In the case of blood fractions, 

albUl!lin and plasma may be given priority over the other ~ore complex fractions. 

35. Some participants felt that (a) i~unologicals 7accines and sera and (b) 

disinfectants and antiseptics scould oe included in the u~r::c list as 

reco?l!I!lended by the Second t::ITDO Panel :!eeting. It •..ras pointed out ::i:r i.J°':iI:::::C 

t:.at they had r~ot been included. so far because the tec'.:-.nolo€J :.-as alrea.cy 

a.•railable through WHC and. other sources. 

36. 3earing in I:lind the op~ort;;nities to acq'.l.ire technolog-; to produce 25 

drugs that already exist, it ·.;as suggested that L-:I!JO conr;:ile a di.rector; of 

sources of technology Yhic'.. give the salient features of the tec!mology. :::n 

co~~iling this directory, a.cc~unt stould oe taken of the eX!1erience cf 

developin~ countries ~ith these technologies ar.d the te:::-r:cs and co~ditiuns t~ey 

obtained. 

37. It was pointed out by the participa.Lts f~o~ develo9ed countries that the 

local manufacture of bQLl{. drug subste.nces Might lead to higher ex-factory costs. 

So~e of the participants from developing countries pointed out that they :=iight 

be ~illing to accept this for reasons of industrialization, foreign excha.~ge 

sa·rings or other st~ategic consideration~. 

l 
' 
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38. As regards the first issue, na.".!ely, "The pricir.g a.'l.d availabilitj· a: 

inte~edie.tes and bulk drugs,., the U:iI:iO secretariat ve.s :::-eq_uested. to identif:r 
1/ 

sources of bulk drugs a::-.d internediates for the wtro list o:: essent:.al dz-1.igs=-

and the TI'.fIDO illustrative list of essential drugs, respectively. 

39. Regarding the second issue "Contractual arrange!lents for the :?rod1:ction 

of drugs", U~UDO vas invited by one participant to take note of the 

recon::::iendation of the Ravanna Conference of ~ead.s of State or Governcent 

of ~!on-Aligned Cou."ltries t~at a cod.e or. t:-aC.e, distrib·~tion ;md t:-a:ls !'er a.~d. 

developI:lent c:: technolog-J in :ihe.r=e.ce·..itica.ls shoulC. ce :;ire-;:~ed. Ee !'u..""t~e:-

suggested that UNI::JO should ;rork together ·.ri th um:~AD 3.r.d ~iEO i~ c!:!-o.:'ti:J.g st:.ch 

a code and present any results achieved betveen no., an~ ~ece~ber 1730 to tne 

:irst Consultation. So~e doubts ;rere expressed aocut t~e use!'\ll!:ess o~ tC.is 

exercise by a participant ~:::-on a. develo~ed c0unt:-J. 

40. It •,;as :?OinteC. out <;ha~ the Interregior.a.l : :eeti::g :i.eld. in Cairo in :!.97? 

~as asked UNIDO to _prepare a ::odel contract !'or t:1e tra:is:·er of tec!:r.o:!.015Y or 

at least the essential points to oe taken into consideration a::d. ~~e c:auses 

to be included in sue~ a car.tract. 3earing t~i5 pci::t in =i:.d, it :;as S:if~estei 

'oy several :;iartidpants tt.at .:3,. d.etai:!.ed dra.:'": ce ;:-e;:are::. !'or t:ie ?irst 

Consultation a:i.d be circulated well in advar.ce. ':::e participants f~o~ developed 

ccurrtries recommended. that tr:;!JO 's treat:nent of this sub~ect ado-pt a :i.eut::-al 

approach. 

41. In connection Yith the third issue "The availability, ter.::s and. con:!itions 

for the transfer of technology for the :na."lufacture of essential drugs i.ncluC.ei i:i. 

the illustrative list prepared by mrrno in consultation with :.;:-:c·~ the suggestion 

was made by a participant froc a developing count!'"J that u:;r~o should establish 

a task force to prepare a directory of the possible sources of the ~ost up-to-date 

and reliable technology for the production of essential drugs. This directorJ 

should also indicate the ter:!ls and conditions for the transfer of such tech.~ology. 

The Selection of Essential Jrue;s: Second Report of the WHC Ex:iert Comr..i ttee. 
':lorld Health Organization, 'l'echnical P.epo~ Series 641, 1979. 
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42. BearinG in ~ind the need for strategic ?lanning in order to obtain 

economies of scale, i-t vas suggested th~t e::I;)C, 3.fter cons'..11.ta.tion ~it:: 

the relevant developing countries and reg~onal organizatiocs, should pre~are 

an action ~rogra.mtle that proposed -hich active ingredients can be produced 

and in vb.ice region; the proposals should also indicate hov, vhere end •hen 

th~se active ingredients !!light be produced. I~ was suggested that a~er some 

time of operation of such projects, tnfIDO should revie~ their ~erfor::iance in 

order to help future projects vi.th the experience gained. 
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