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16, Notes on intefviewrwfth“cﬁief‘bf“Antibiéti¢‘ﬁ;vi§i

Divisior6f Chemical
(Control of Médicine

of Anity \ and Director of e
lysis of the Centro Nacional ‘de’ Farmacobiologia .~ ek
Madrid, September 1973 SRR

 Imtervi w‘vwi.th BF. Meytinez Arroyo, Bhief of the Antibiotics ‘Diviston of the = i
- Dentro Macional de Permasobiologla and Dr. Gargla Perréhdis, Director of Division
of Chemical Analysis of theCentro Nacional de Parmacobiologia: on September 28, 19731

The interview withDr., Martinez Arroyo andDr, Ferrandiz wes very cordial end )
conducted in Fnglish which mey have occasioned some dight difficulties in under- R
standing since it was not their mother tongue. The basic impression they left o :
with ue was that in the past in Spsin the problem of control of medicines has been o
very pevere. The Oentro Nacional de Farmacobiologis ( Control of Medicines) has
been very weak, headed by political eppointees with inadequate backgrounds, under~ ;
funded, understaffed. In this ol tuatiolr the powerful pharmacenutical companies -
444 more or less as they wished and the physicians prescribed more or'less as they -~ -
wished. e CNDF just 8id mothave themanpower and funding to control the sfustion,

However, " at this: moment" everything is chenging: the new Director of Healths:

Dr. Pederigp Brave Norate and the new Director ‘of the CNDF, Dr. Jose Manuel Reol .
Tejade are ‘veory welle trained people, apparently for the firat time. The ataff of . i
CFDF has been inoreased four or five-fold and there has been a totel reorgenization
| and they are moving to & mich larger building. They sound very excited and hopeful .-
of the future, readily ad mitting that though they have many improvemnents in the:
worke et present, there are many things t‘nat,thoy #1111 cennot do all at once. . - -
We were given a 0opy: of the World Heslth pgeni sationt Circular of the United
States FDA-required Chloromycetin label and two brief statements of the CNDP's I
- pew basic position on use of chloremphenicol which, we. believe, are used as a
basie for the new chloramphenicol: labele of a1l pharmaceuticsl companies. They
- are surprisingly restricted in the indications for use, much 1like our label,
““eurprisingly“considering past chloramphenicol labeling in. Spain but they do mo¥. .
have strong and full enough warnings of fatal aplestic enemie {perhiap CBUMS . il
_the Spanish officials themselyes think that the Spanish people are no \subject to o ol
.- this reaction, though in the past they hawe not kept records. They believe the: .« . - I
fatel type is genetic and northern Buropean. peoples,’ especially Anglo-Saxons, are
“move subject to it. (yet they have 32,000,000 touriste ‘ench-year, mainly from. .
" porthern Burape)... Hokever, ‘they have just begun with WHO recerd keeping dverse -
reactions 1o medicines so Yhat. eventuslly ihere may: be..svidence 1o eupport: or

discredit their belief that Speniards are not &s subject. to chloram ientcol=
d in Spatn

. releted aplastic amemias o ot oA R it e
S They readily agreed-that ‘ehloramphenicol has beex’ Yoo widely u
with much wimecessery use but said that use is bednning to' go down, ‘especially
with the new medicines coming along, 1ike ampicillin, ‘- They estﬁmta@ that 80%"
~ of chlorsmphenicol in Spain is prescribed by physicians in the “etional Heplth -
" Service with the.other 20% private and so0ld aver-the~counter with no prescripion.
Sofio o Abowt our oWn Panke-Davie Compeny, they said thet 1t is one of the sma)ler -
“oompanies in Spain in selling its own product but said that Earke~Dawis manufactures
" "gons" of chlorémphenicol to mell to other Spanieh pharmaceutifal companies. %o
market in Spain. They agreed ‘that Parke-Davis Chloremycetin is a good quality’
medicine. They said. the new Parke-Davie Monograph and label 4s , of dourse, not
the seme a5 the Ul.S, ;,!'m-'-regui@;d Jabel ‘and indlcated that they personally would
1ike sn even stronger label. ey alsc said that they would pot want United
- States compsnies to Ue required by the V.5, goveriment to have the same labels im.
" Spain as in the U.8, (the proposal the Project for Carporete Responsibility tried
uneuccessfully ‘to have adopted by the five major U.S. exporting ;{pmmm;ﬁc;l oy
alen

. farms) but would want to require ingluding fatal wernings eto. “themselves

‘Davis has stressed that labels should be different in undeveloped end developing . . -
countries then in the United States but we had not thought Spein wae in this category | . -
" with countries like Columbia which Parke-Davie officisls cited as an example. = i
However, these Spanish health regulatory officisls eaid that Spain healthwise
- aetuadly was & developing county and impIed it still is to 8 cextain degree.
“today while they are in this process of change. However, ey did not go on to

i

. Hay that this justified past labeling of - chloremphenicod, rather that it explained
.-, the 'poor ylabeling in the’ past in terms of meknmssgt;;,ot the h_ealth regilatory ugenw.




