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Dear Mx. 8sybalski,

The crather polemic aeditozial gublllhod in Gene, ¥o. 75
concarni:g the BERC proposed regulation on deliberate release
and signed by Nessrs. r. young and H. u&llo: zaises a number of
issues which need.’ be answered. Aq .Dixector. Genera)
regponsible for' tho a:ttt pxpaencl !q:- Ythe Directive an
deliberate :eleaoo of GMOs, cqnntdns g:lato for the
Conmisaion to have a right: o! Teply and I ! gratefyl if
you could publish the attached 'Lottor ;g tbp editor”® as loqa
as it is feasidble in °‘Gene". - .

"Ynuxq.lincc:oly.

Dixector ano:ul
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Dear Editor,

I recently read, with soms surprise,  the editorial in GENE
No. 75 concerning the propesed tu:ozoqa Community regulation on
the - delibezrate releass of genetically modified orxganisxzs,
It is czegrettable that a magasine of some.international status
and reputation publisheas a =xather sketchy; uninformed and
highly selective evaluation of a major legislative p:ogounl
aine months after its publication, and adopts the blind polemic
approach of FDA ofiicials as its own view without xeflecting on
the cogﬁext or the benafit of the legislation for industry and
b 1 [ Fo-1 1Y

-In & European context of extremely diverse legislative
provisions for <the =zregulation : : of - genetically modified
organisme, where ¢wo important countries (Denmark and Germany)
have a ban on deliberate releases, and where - the political
conditions are giving rise to growing public concern ia the
coutries where there is no legislation at all D:'onII voluntary.
codes, an RBEC Corxmission pxaposal for a 'notification of
deliberate releases with only a $0-day waiting peried for
endorsement can . hardly be considered as “ovex-xegulation” eor
"irrational regulation‘®. R P,

Rather than hinder xesearch, the adaoptien of the Commission
proposal will assist it and it will, in addition, provide a
unified najor mazket of 320 . ,;iton- pecple. - for those
biotechnology products <falling withia its scope ~.sincs once a
product has been placed on the maxkekt in.one ¢ouatry, it will
freely circulate throughout the 13 countries . of :the Buropean
Community. ' As for non-BEC products,  'thelir trsatment will be
e:actly;:ﬁ: same as for BEC produycts ~ with.no discrimination
o .ny v g ’ .- .'."‘-.

The scientific basis for the proposal is oleax, and in
accordance both with scientific opinion and the majerity
opinion within the OECD. Modern biotechnology provides the
opportunity to create entirely. nevel organisms and products
which 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 organlsma ‘and ‘limited understanding of some of the
possible effects on the eco-systems .zequire us :to proceed
rasponsibly and with caution ou"c“'eaooabyhcuoo~ basis (as:
recormended by the OECD) -‘in the interest of'the biotechnology
sector itself, as well as in the {nterest of the publiq. . -
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The R:OPOIOG BC diroet&vsp "which doss not nged to > approvad
by the Burcpean Parliament as you mention hut by ths counctl of
Ministers, has not attracted the kind of opposition you: refer
to either inside the Pl:linlnnt or. outside it. It has, in
fact, been 'wall received. - both: Py induatry and Dby ‘the
"enlightened apthorities:'-@f the :: an’ sations® * yous
editorial refers to. The Buropean: Ppgl&clont has not yet given
its opinieon, but £first ‘Teactiona i would :indicate that tt
considaxs that, the p:agqsul doss nos go fag .aaugh.
I hope your readers hqvo been laaouhu ne:o oauqhmd by
reading this letter. ~They can "rest assured:that the' *bright :
t:cniaoo of new biotechnology® arxe:not “dimmed by the shadow of
rrational ' regulaticn® ‘as your:: odtto:lal ‘swould have them
believe. It is a pity that soms’ pecple a”nqp.ta a position
to know batter are tog short aighted to aee the longor-tozl
benetits of harmonised’ and appropriste rvegulation for the
biotechnology sectorx,

Youxs ‘sincerely, -
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“GEN 02130

“Editorial

°D¢||Inuto releases’ ln l:unm om-rmhtlon my"

““be the blum threst of all -

The Buropean Commission (EC) mmly'

approved & direstive sddressing planned lntroduge

tons (deliberate releasas’) of micracrganiems inlp
the envirenment. It has attracisd sirong oppodtbu'_.

within the European Pulmmg. which mugt’
approve directives, and hu ldmulued eoneem
abroad, "

There arw Lhroe general areas of concern about the
directive: the underlying premises on which i.ls
based; the risk of a regulstory spproach that will
hinder research and development activides; and the
possible use of such provisions for the srection of
non-trifl trads barriers to forelgn produsts. With

respect 10 the latter point, many of the provisions

may prove anti-competitive: qveq within the EC
patiens thmdm Tbm qonecm are dwdop-d
below.

" First, lhm areunderlying premises of the 4Imun '

that are sclentifically lawed, The diresuve is focused
on the reguiation of smtlcnly modified organisms
(GMOs), which are defined 85 those msnipulated
with only certaln receatly developed ucbniqm.
including recombinant DNA. Thus the directive
proferentially singlos out for wringent regulation 1he
newest 1echniques of genetie manipulstion that ens-
bie the most precise and prediciable genetic changas.

This is a1 odds with the broad consensus that thess’
newent ischniques repressnt o clear refinement, an’

improvement on conventional (echaiques of genstle

manipulstion that enhances the presision and’

predicuabllity of the effects of intervention. Such
GMOs are clearly not & functional ¢siegory, and
- most certalnly not one correlated to risk. Addls
tionally, we would cits one of the salient conclusions
of the whne paper by the U. 8 Nulond Acldlmx of

Abbrevisdens: EC, Europesn mmluln. OMOy, mlnlw.

modifed erganiams; OEDC,. mauu for um-h
Cooperation sad Development. '

dustion of unmdlﬂed
modified by other mathods’==a view that has Sess

Sclonces (1987)w="{i}he"Reks arsociated wuh the
inirgeuction of R-‘DNA-ndnmd organisms ary
the samy tn kind 84 thom ‘apeoelpted with the Inires
organlsms and organisms.

widsly ulomd by wbuullow snd intemationa}
W

Smd. uu dlrualvo my seriously impede
muddﬂdmml.ltmpommhlll-
compassiag regulation of ressarch thai the reviow
process is lkely 10 become either 100 burdensome to
dllow progress, ot 100 suparficial 1o protect against
llmo (a bursaucrapy overwhelmsd with trivial cases
mymmw quh!n“lﬂv'm)nmdkmlvo
syrumey withou! cxplanauon thay thers must be
svilugtions by astional suthorities for each srd
svery fild trial ‘of QMOs for rassarsh purposes;
guch'sn assumption departs from good icience and
from the lessony of expericnce. For crample, one:
provision of the directive éncompasses ‘ali ‘lntro-
ductions douo;mmuw the Lkely
risk of sugh uses.:In addition, sven testing sub-
#equent 1o an already spproved lntroductioa thes Iy
pmdhnmmwﬂmmﬂmanw
application to the Batienal suthority, o wbmmw
poteatls) burden "W scademic fn

r. This fnsisteace of the directive upoa mry

‘gase’ evalustion:Is, fp our view, 8 departurs from

good science sad | inconsistent with past ex-
perience. The approach i wlso at adds with the
published statazants of the OECD), with U.$, policy,
and with widespread enthuslasm for establishing

&riteris for lows oy miniaal-risk organisms for feld

trials, 5t appears ta defive from & serious misappre-
mmammmd'mmm us st forth
by .ine OBCD | i DNA" Sufety Coo-

Hderaticng, Ornulmbo R Reonomic Cooparss

lon:-aod Development, Paca, Frapce, 1986). Their
deflaltion was carelully quailfiad 19 Deas, 'an i
dividual review’ of ¢ ‘proposal against ‘ysscssment
crumwhkhmrdcvwl#MPmkulum&l.
this s oot Inteaded so imply that every cose will
nqulnmkwtnmmuum mhrtqm
various classes of lrm may be u:”_'.,‘
(mhwwu). e

Thisd, mdlmunmu ia invitatloa for th
'lmtlonofapa-mﬂl‘md- These upmgf
undlmﬁwwmwuuwhdnhngmmw

.,my include; the abiliy of ong BC natlon 1 delay

mumm ° ammmmlmwm
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marketing spprovals indefinitely; and the possibility
of diseriminating against dats gencrsied oltside the
EC. Some aspects of the diresilve may eyen prove”
poientially anti-competitive for the EC astlons them: *

ssivay, if they are pufmulmly (and unnecessarily)
over-regulating products at thy cutting edge ofmw
technology.

2023953462~

" 1t would be unforiuaats for the bright promises of
new biotechnology to b dimmed by the shudow of
irrauonal regulation. Let us hops that the splighiened
guitharities of the zumpm aations return mulmon
10 § sclenufia, truly riskebased approach, .-

- . FRANK B YQUNG, MD., mD.
vawnx ‘

l" .

:m Mnm. Roskeile, MD 30837 (U.5.4.)
0 Tab mum-mo

HINIY l. MILLER, M.D.*

. W Aulmun 1 the Cammistionss of

. Food ppd Drugs.
M and Dng Administrarion,

3600 ﬂdm Llnl Rockwitie, MD 20817 (U.S.4.)
T, (JOI)«J-MM

L

o To whom ouTespoadeac Loouid b sddrund. ..
RIS ' R

2024291766:8 6
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EUROPEAN COMMISSION
Telescopiexr & (202) 429-1766

Phone 5 (202) B862-9373 Cover page plus 6 page(s)

TELECOPY NO. 6,;2_

s Moesors.:
Fasoella, Valentini, Boggilio,
Cantley, DG XIXI
Brinkhorst, Del Bino, DG XI
ILennon, Sauexr, DG III
Miranda, DG I

1 Proposition de directive sur l’introduction de micro-—
organismea dans l’environnoment.

i
Vous trouverez psut-8tre intéressant d’apprendre gque Mrs. Dorigan
de l1'Office of Sajlence and Technology Policy (OSTP) s’'est
adrecsde A la Délégation afin de savolx, en préparation a la
réunion d’'experts de 1’OCDE sur la biotechnologie, gquelles avaient
4té les réactions de la DG XII principalement,ainesi qgue celles de
la DG IIrTA l’article de Young et Miller de la Food ancd Drug
Administration (FDA) dans Gene (ci~Jjoint). Il semble, en effet,
gque la FDA tente de convaincre les autres agences dque la régon-o
de M. Brinkhorst (cili-Jjointe dgalement) ne reprédsente gue la G XI
ot gque la Commission, diviesde A& ce sujet, n'a pas, dans son
ensemble, mal accueilli l’article. La Ddlédgation a blen entendu
socouligner la solidarité de la Commiasion.

Roy Denman
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