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Dear Editor, e
I recently read, with soms surprise,  the editorial in GENE
No. 73 concerning the propesed Burcpean Community regulatioan on
the - deliberate releass of genetically modified organisms,
It is <regrettable that a magasine of some. international status
and reputation publishea a xather sketchy, uninformed and
highly selective evaluation of a major -legislative proposal
aine months after its publication, and adopts the blind polemic
approach of FDA ofliciales as its own view without reflecting on
the co:;est or the benefit of the legislation for industry and
resgaxrch. e R TR A A

-In &  PBuropean context of extremely diverse legislative
provisiona for the regulatien of -genetically modified
organisms, whers ¢wo important countries (Denmark and Germany)
have a ban on deliberate releasss, ' and where - the political
conditions are giving rise zowing public congern ia the

to
coutries where there is no ltgilgle;on at sll ox only voluntary..

codes, an REC Commission proposal for a ‘netification of

deliberate releases with only & §0-day waiting period for

endorsement canl:hgzdlg bée considered as = "over~xegulation® or
"irzatiocnal regulation®. BERUIEY faicy

Rathexr than hinder yessarch, the adaption of the Commission
proposal will assist it and it will; in addition, provide a
unified najor wmazrket of 320 . ,;ilon-

biotechnology products <falling withia its scope ~.pines once a
product has been placed on the market in-ona ¢ountry, it will

freely circulate throughout the 12 countries - of ‘the Buropean
Community. ' As for non-BEC products, 'their trsatment will be -

exactly the sams as for BEC products ~ with no discrimination
Q! .ny km' '-' " ' S . e L

The scientific basis for the proposal is olear, and in.ﬁg '
accordance both ~with scientific opinion and the majority :.:

opinion within the OBCD. Modern bilotechnology provides the

opportunity to create entirely navel organiams and p:oducts.fﬁv
vhich were not previously possible.: The new opportunities are -.

accompanied by new  potential zisks  to "the eco-system if

- insufficient care is  taken. Our . limited experience with

released organisms and limited understanding of some of the

possible effects Qn tha eco-systeas .rTequire usp ' -to :ocood.;:
responsidbly and with  caution on"l”'edooébgbcllc: basle (as. . .
recommanded by the OECD) -‘in the interest of'the biotechnology .- . -
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" sector itself, as well as in the interest of the publiq. .

paoply:-for those
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The g:opond o] d&mmw@@ vm;ch doo@ ms .:,»f*s “9 e

by ethe Burepean Pariiament as you mention but by the coug%u of - -
Ministers, has not attracted the kind of opposition you: refey : "
to either ingide the Pa:umnt or: outside it, It Ms, in .

fact ‘wall nqo:.m both:.
'onliqhtcnod authorities::"@f the @
editorial refers to, The Buropean- Ppgumnt has not yet glven

its opinion, but £first -reactionsi would :indicate that tt !

considers that, the p:ogonl dou ms go far oaongh. .
T hope your readers hqv. been lnnnlut acm onu htened

:nding this letter. ~They can rest assured: that m "buq:{:q'
,g:enuco of new biotechnology® are:not "dimmed by the shadov'of -
rrational ' regulation® ‘'as your:: qﬂtto:ul. ‘syould have them .- .
believe. -It is a pity 'that sone’ people a"m 4in a position . ::
to know batter are  toa short sight od to uee’ tbo longexe-tazm . -

benefits of harmonised: ' and app:opr cto ugu),l or the
hiotochnolcqy uct;ox.. _’.f.', .. 3 s .g ,

induatry end ‘the - :
an’ !:num'by youE
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“Editorial

Ome MUY I3 - .0 .-';‘,_"‘.f; .
“m . . -' . s . ‘; .o Nl o ....;e
' omnuin T Belentes ORI hm umiud with the .
. '” o s oy  iniraguction of R-DNA-ndnmd organisms Ay !
o e A .uymhmummqndmmmmwp';:;’
: . dustion of unmedified orpaniems and orsanlems. |
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approved & directive sddressing planned Introdugs
tons (deliberaje

withia the Buropean Pnllm;. which mug’
approve directives, and hw lumuluul eomm‘

abroad,

There tra tl:ﬁpe general mu of concern about the |

directive: the underlying premises on which It ls

based; the risk of a regulatory spproach that will -
hinder research and development activies; and the “ -
possible use of such provisions for the sraction of -

non-tariff trads barriers to forelgn produsts. Wik

respect 1o the latter point, many of the provisiony -
may prove ant-competitive: qven within the EC -

oatiens tbmdm. Tluu qonecm are dwdom
below.

" Firs, therw are underlying pmimom.dlmuw
that are sclentifically Rawed, The direcuive fs focused -

on the regulation of 'awiuny medifled organisms

(GMOs), which are defineq 84 thase anipulated ™
with only certaln recently developed techniques, -

including recombinant DNA. Thus the direciive

prefereatially singles out for stringent regulation the
newenl technigues of genetie manipulstion that ens-
ble the moat precise and predictable genetic changss. -,

Thishatoddlwuhthemdmnmthum‘
newest lechniques represent & clear reflnement, an’-. "
improvement on conveational techaiques of genatle
manipulgtion that enhances the pucmon ad

predicuability of the effects of intervention. Such
GMOs we clearly not a functional cslegory, and

- most certainly not one correlsied to dsk. Addle
tonally, we would cits one of the salient conclusions -

“ofthe whne paper by tho U 8 Nldond an)x at

Abhm!uhul EC, Ruropean Cnmnluha. OMO&M Ui

modifed * erganiams; OEDC,. qmimlu hy IM
mmﬂnwbmm

o ummmoxmmmmnmmm .

1" comapassiag regulation of research thal the review
The Buropean Commhs!on (EC) mmly.‘

releases’) of microorganisms nio . -
the envirenment. It has attracied sirong apposition. ]

-"H
' ‘
'

H MM WWW-. view that has' m‘:
+ - widely ldﬂmd by vubu;ulhpd wd interationa). -
m

Smnd. (bl dlmahn may seriously impede .
) -'momh ‘snd development, 1t proposes such all-

- e

 process is likely 10 become elther 100 burdensome to .
. allow progress, of toa suparficial to protect againgt |
‘.abuu (a burcaucragy overwhelmed with irivial cases - :
<", puay fesont 10 'quigk and dirty' reviews). Thadireciive -,
*“sysumeq without' explanation thal there must be :
" evilugtions by nationsl suthoritles for each and,
s mmwaomﬂumwm _
. quch’sn assumption depasts from good ssince and |
from the lessony of espericnce. For grample, ane:
-+ provision of the direstive encompasses ‘all ‘lntro-
dustions of GMO3 wihow reference 10 the likely
risk of such usas.;In addlien. sven testing sub-
- yequent to an already approved introduction thet ly | !
' pmonhnmqmwvhmmuimnw !
 application 10 thy Bational authority, twbmmld '
. pountlal burden 1o’ scadamlc nveplgaions’ ln
pmleuhr This insisteacs of thediractiveupon ‘svery.
- “qagpe’ evalistion:is, In our view, a departurs from ¢
_;podadmuduhudmmuna- i
.. perisnce. The spproach is alio at odds with the -}

.'d
-

. ‘e .
e e O
T »
.

. published statamenty ol he OECD, with U.8, policy, - -
and with widsspresd eathusiasm fog establishing - 'L
- griteria for lows o minbmal-risk organisms for fleld ; if .
©"trfals, 3t appasrs to deive from 8 serious misappre- |
heaslon of the meaning of 'Sase by sase’ s ses forth
.-by-ihe OECD (Recombiaaot: DNA" Sufaly Coo- | .
1*’“““‘- Qrganixalion ‘RsiBeoqomic Cooparar !
 tow:apd Davelopmeni, Pads, Feapcs, 1986). Thelr  ,
,dmmwmmum'uh.' i
'.dlkul review’of § proposal againat ysecssment -
cﬂtmwhkhmwumpmmmn. T
thls is not [ntsaded fo loply that every case will
oquirs reviey by & natlons) ar other suthorify plage !
| various classay of prapontls may de dxcly
,,(mphuhmhd). “-
s Thied, Ilud!ml-lwmuuinvimm for tlw
S ""muoul'npa-tuiil’m: Thess aspectsof ; i { ,
.. Uhe dicectiva will Dot be examined at length hevs, Bu
-}lm mm- lhnbnllyofm B¢ nuluwaaw .
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marketing approvals indeflnitely; and the poulhlmy
. Of discriminaiiog againn dats generaied oltside lhg
EC. Some aspects of the direstlve may even prove

potentially md-conpeulive for the EC aatlons Ibm- e
sslves, If they are preferentially (and unnecessarlly)
over-reguiating producty n llw cutting ed;c d‘mw G

technology.
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g would bo unrouunm l‘w u;c hrmu pmmm or
'mr blotechaology 1 be dimmed by ths shadow of
“ rvarlonal regulation. Lt us hope tha ths splighiened
pitharities of the Mm sations return rqumm
L ld-nllﬁs mlx tiakebased lwmh.
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TELECOPY No. ( 182

WASHINGTON DELEGATION ’ .
Telecopilier : (202) 429-1766

Phone z (202) BG62—-9%73 Cover page plus 6 page(s)

TO t Mx. wvan Hoeck, DG XIIT

PROM t R.ROyY

REXF . Tt RR/T272

DATE T May 23, 19898

ARDBESSER. FPLEAMGE CORY _TO : Mesars.t

Fasalla, Valentini, Boggic,
Ccantley, DG XIXI

Brinkhorst, Del Bino, DG XTI
: Lennon, Sauer, DG IIIX

! Miranda, DG I

BUBJIECT : Proposition de directive sur l°introduction de micro-—
organismea dans Jl’environnement.

Vvous trohvorez pasut-@tre intéressant d’apprendre que Mre. PDorigean
de 1'O0ffice of Science sand Technology Policy (OSTP) s ’est
adressée A la Délégation afin de savoir, en préparation & la
réunjion d’experts de l1°’0OCDE sur la bioctechnologie,guelles avalient
été6 les réactions de la DG XII principalement,ainsi gue celles de
la DG IIrXA larticle de Young et Miller de la Food and Drug
Administration (FDA) dans Gene (ci-Joint). Il semble, en effet,
® la FDA tente da convaincre les autres agences gue la réponse
e M. Brinkhorst: cl-jointe dgalement) ne reprédsente qgque la G XTI
ot gue la Commission, divisde a ae suljet, n’'a pas, dans son
snsemle, mal accueilli l’'article. La Ddlégeaticon a blen entendu
scouligner la ecolidarits de la Commisslion.

Roy Denman
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