
 

November
National S
Emerging 
Office of S
1650 Penn
Washingto
Via  http://
 
This letter
FDA-2015
Framewor
the Produ
 
OSTP and
long overd
 
If this pro
must resto
represents
scrutiny an
must be re
 
The charg
comments
fundamen
amount of
memorand
 
(i) which b

                
1 Founded 
focusing on
formulate a
and progres

r 5, 2015 
Science and T
Technologies

Science and T
nsylvania Aven
on, DC 20504
//www.regulati

r provides com
5-N-3403 “fo
rk for the Regu
cts of Biotech

d the regulato
due. 

cess is at its co
ore balance be
.  What we ha
nd the level of
epaired. 

ge in this dock
s following.  B

ntally at odds w
f experience ac
dum tasks Age

biotechnology

                     
in 2006, ITIF 

n a host of critic
and promote po
ss.  

Technology Co
s Interagency P

Technology Po
nue NW. 
4 
ions.gov 

mments from t
or Clarifying C
ulation of Bio

hnology; Requ

ry agencies are

onclusion to b
tween the deg
ave now is a sy
f risk a produc

ket is to provid
But it must firs
with the 1986
ccrued over th
encies with “c

y product area

                 
is a 501(c)(3) n
cal issues at the
olicy solutions t

ouncil 
Policy Coordi

olicy 

the Informatio
Current Roles 
otechnology an
uest for Inform

e to be comm

be judged a su
gree of regulato
ystem in which
ct might pose.

de comments i
st be noted th

6 Coordinated
he past 30 yea
clarifying…  

as are within th

nonprofit, nonp
e intersection of
that accelerate i

ination Comm

on Technolog
and Responsi

nd Developing
mation.” 

ended for taki

ccess it must w
ory scrutiny a
h there is no r
. If innovation

in response to
hat aspects of t
d Framework (
rs in the Unit

he authority a

partisan research
f technological 
innovation and

mittee 

gy and Innova
ibilities Descri
g a Long-Term

ing up this co

without fail de
a product recei
relationship be
n is to be enab

o five question
the July 2, 201
(CF) as update
ted States and 

and responsibi

h and education
innovation and

d boost product

ation Foundati
ibed in the Co
m Strategy for

omplicated cha

eliver one spec
ives and the d
etween the de
bled, much les

ns.  These are q
15 EOP mem
ed in 1992, as
around the w

ility of each ag

nal institute – a
d public policy.
tivity to spur gr

ion1 to Docke
oordinated 
r the Regulatio

allenge, which

cific outcome
degree of hazar
egree of regula
ss encouraged,

quoted below
morandum are 

s well as the va
world. The 

gency;  

a think tank – 
 Its mission is t

rowth, opportun

et No. 

on of 

h is 

:  It 
rd it 
atory 
, that 

, with 

ast 

to 
nity, 



 

 

 
(ii) the rol
within the
regulatory
 
(iii) a stan
perform th
coordinati
 
(iv) the m
delays, sup
regulatory
 
The probl
only a littl
agencies im
foundation
approach. 
impressive
and agricu
This must
 
Item (i) ab
triggers of
process-sp
with caref
convincing
regulation
 
Focused re
remarkabl
                
2 See Europ
16344-9, a

les that each a
e responsibility
y assessment;  

ndard mechani
heir respective
ion function; 

echanism and
pport innovati
y systems for b

lem with this t
le to do with t
mplanting the
n of the CF, a
 This has led 

e safety record
ulture sector h
t be corrected.

bove makes th
f the 1986 Coo
pecific trigger f
fully chosen la
g case has yet 

n.   

esearch, regula
le safety record
                     

pean Commissio
at http://ec.euro

agency plays fo
y of multiple a

ism for comm
e regulatory fu
and  

d timeline for r
ion, protect h

biotechnology 

tasking is that
the coordinati
e Coordinated
and traveled so
to a situation

ds, face the hig
harder, not eas
. 

his situation w
ordinated Fra
for regulatory 
nguage, explic
been made, in

atory reviews a
d of these “bio
                 

on, “A Decade 
opa.eu/research/

or different pro
agencies, and 

munication and
unctions, and f

regularly revie
ealth and the 
products. 

t the major de
ion issues enum

d Framework h
ome distance d
 in which GM

ghest degree of
ier, at a time w

worse in that it 
amework and t

oversight for 
citly rejected f
n the United S

and a huge am
otechnology p

of EU-Funded
/biosociety/pdf

oduct areas, p
how those rol

d, as appropria
for identifying

ewing, and up
environment 

fects associate
merated above
have drifted fr
down the road

M crops and fo
f regulatory sc
when the need

effectively ab
the 1992 upda
“biotechnolog

for the Coordi
States or elsew

mount of expe
roducts.”2 Mu

d GMO Researc
f/a_decade_of_e

particularly for
les relate to ea

ate, coordinat
g agency desig

dating as appr
and promote 

ed with the im
e. The major 

rom the “prod
d towards a de
oods, which ha
crutiny. This m
ds for innovat

bandons the sc
ate. It supplan
gy products” w
inated Framew

where, to justif

erience have co
ultiple reviews

ch (2001-2010)
eu-funded_gmo

r those produc
ach other in th

ion among ag
gnees responsi

ropriate, the C
the public tru

mplementation
defect is that 

duct not proce
e facto process 
ave the most r
makes innovat
tion have neve

cientifically de
nts them with 
which had bee
work. No cred
fy a process-sp

onsistently up
s by governme

),” Brussels, ISB
o_research.pdf;

ct areas that fa
he course of a 

gencies, while 
ible for this 

CF to minimiz
ust in the 

n of the CF ha
the regulatory

ess” based 
based regulat

robust and 
tion in the foo
er been greater

efensible, risk-
an implicitly 

en considered 
dible, much le
pecific approac

pheld the 
ents that adop

BN 978-92-79-
; also Alessandr

2

all 

they 

ze 

ave 
y 

tory 

od 
r. 

-based 

and, 
ess 
ch to 

pted 

-
ro 



 

 

process-ba
the indefe
regulation
 
The July 2
through g
including 
examined 
are not dri
product.4 
 

                
Nicolia, Al
engineered 
10.3109/07
20131.pdf;
feedstuffs o
https://www
3 See Parlia
not 'fit for 
select/scien
http://www
committee/
“Report 1: 
https://www
system-for-
system for 
and-gm-reg
under curre
https://www
regulation.p
4 See US N
environmen
https://boo
engineered
XpiFK-mT
Ch3EpQ29
engineered

ased regulation
nsibility of pr

ns are “not fit f

2, 2015 EOP 
enetic enginee
plants, anima
this issue in 1
iven by the pr

                     
berto Manzo, F
crop safety rese

7388551.2013.
; and A. L. Van
on livestock pop
w.animalscienc

ament of the Un
purpose',” (26 

nce-and-technol
w.parliament.uk
/news/report-gm
Towards an ev
w.gov.uk/gover
-gmos.pdf; “Rep
GMOs” https:/
gulation.pdf; “R
ent EU legislati
w.gov.uk/gover
pdf . 

National Academ
nt: Key issues” 

oks.google.com/
+organisms+int

TXE&hl=en&sa
9#v=onepage&
%20organisms%

ns have docum
ocess-based ap
for purpose.”3

memorandum
ering or the ta
als, and microb
1987, it has be
roduction met

                    
Fabio Veronesi,
earch,”  Crit Re
.823595 at http

n Eenennaam an
pulations. Journ
cepublications.o
nited Kingdom
February 2015
logy-committee
k/business/com
m-precautionar

vidence-based re
rnment/uploads
port 2: Why a m
//www.gov.uk/g
Report 3: Towa
ion” 
rnment/uploads

my of Sciences, 
(1987) Nation
/books?id=IUE
to+the+environ
a=X&ved=0CC

&q=Introduction
%20into%20th

mented extensi
pproaches to r
3 

m notes that “b
argeted or in v
bes.” But ever
een recognized
thod, but rath

                     
, and Daniele R
ev Biotechnol, E
p://www.geneti
nd A. E. Young
nal of Animal S
org/publication

m, House of Com
) at http://www

e/news/report-g
mittees/commi
ry-principle/; A
egulatory system
s/system/upload
modern unders
government/up
ards a more effe

s/system/upload

“Introduction 
al Academy Pre
rAAAAYAAJ&

nment:+Key+iss
CoQ6AEwAmoV
n%20of%20Re
he%20environm

ively the lack 
regulation and

biotechnology
vitro manipula
r since the U.S
d that the haza
her by the char

                    
Rosellini, “An ov
Early Online: 1
cliteracyproject

g, 2014. Prevale
Science Vol. 92 
s/jas/articles/92
mmons Select C
w.parliament.uk
gm-precautiona
ittees-a-z/comm
lso, UK Adviso

m for GMOs” (
ds/attachment_
standing of geno
ploads/system/u
ective approach 

ds/attachment_

of Recombinan
ess, Washington

&pg=PA5&lpg=
sues.&source=b
VChMI6Mi8zK

ecombinant%20
ment%3A%20K

of justification
d concluded th

y products” ref
ation of geneti
S. National Ac
ards that prese
racteristics (ph

                    
verview of the l

1–12, (2013) In
t.org/wp-conten
ence and impac
No. 10, p. 425

2/10/4255?high
Committee, “EU
k/business/com
ary-principle/ an
mons-select/scie
ry Committee 
(27 August, 20
_data/file/2398
omes demonstr

uploads/attachm
 to environmen

_data/file/2398

nt DNA-engine
n DC, 24pp at 
PA5&dq=Intro

bl&ots=FvDOV
KzgyAIVSjM-
0DNA-
Key%20issues.&

n, the perform
hat such proce

fers to “produ
ic information
cademy of Sci
ent risks (expo
henotype) of t

                    
last 10 years of 
nforma Healthc
nt/uploads/201
cts of genetically
55-4278 at 
hlight=&search
U regulation on

mmittees/comm
nd 
ence-and-techno
on Releases to 
13)  
39/an-evidence
rates the need f
ment_data/file/2
ntal risk assessm

93/more-effect

eered organisms

oduction+of+R
VZwNVZ&sig=

&f=false 

mance failures,
ess based 

ucts developed
n of organisms
ences first 
osure to a haza
the organism o

                    
f genetically 
care USA, Inc. 
13/10/Nicolia-
y engineered 

-result=1#fn1. 
n GM Organism
ittees-a-z/comm

ology-
the Environme

e-based-regulato
for a new regula
239852/genom

ment of GM cro

tive-approach-g

s into the 

Recombinant+D
=_IJ_zcaXjYnsq

3

, and 

d 
s, 

ard) 
or 

          

DOI: 

  
ms 
mons-

ent, 

ory-
atory 

mes-
ops 

gmo-

DNA-
q656A



 

 

The succe
are appare
biotechno
have been 
novel risks
modificati
 
But the len
lengthened
65 month
average, $
crops imp
 
The cause
Framewor
The bigge
                
5 See USDA
https://www
sions_hom
Bf3gO6q5F
eFC-XDLv
zlrZfI1CUy
tZF2cTjeM
QIG5Xk9W
_hN9vZb1
nology%2F
Status of C
6 See W. K
9(11): e111
http://journ
7 See Phillip
biotechnolo
http://crop
8 See, for ex
genetically 
http://www
essment_is_

sses of agricul
ent: the amoun
logy in the Un
substantial an

s to humans o
ion used, per s

ngth of time i
d substantially

hs between 200
35 million pe
roved through

 has been a co
rk since 1992,
st bureaucrati
                     

A,APHIS, BRS 
w.aphis.usda.go
e/!ut/p/a1/vZF
FHR_6lObzJ9D
v0UpSpnQja5Q
yGNLSsmOag

M5ygxsQdeZmH
WuW0t1ZXBR
1dL_27H7Up1
Fsa_permits_no

Commercialized 
Klümper, and M
1629. doi:10.13
nals.plos.org/pl
ps McDougall, 
ogy derived trai
life.org/wp-con

xample, Jon En
modified salmo

w.slate.com/arti
_delayed_possi

ltural innovati
nt of innovatio
nited States ex
nd there are no
or the environm
se.6  

it now takes a 
y over the past
02 and 2011, 
r product.7  T
h biotechnolog

ombination of
 despite severa
ic failure has b
                 
 database at 

ov/wps/portal/a
NU4MwEIZ_i
DPA4AR7PZQ

QQpuKK8Kk0
QZl7pglZB7uT
HDYR42TOY
RShQPw4ri37B
6M!/?1dmy&u

otifications_and
Biotech/GM C

M. Qaim, “A Me
371/journal.pon
losone/article?id
“The cost and 
it - A Consultan
ntent/uploads/2
tine, “White H
on. Now the fis
icles/health_and
bly.html.  

ion in the Uni
on and the ac
xceeds that of 
o confirmed o
ment, nor any

product to m
t 3 decades, an
with costs ma

This has taken 
gy has been am

f bureaucratic 
al attempts) al
been the lack o

aphis/ourfocus/
i4cemWwjn0d

QwDR0-Ny7Sz
IXQZM-
TsPm6KtuVZE

YUhmt5zMhzt3
B2G_n74ZD6X
urile=wcm%3ap
d_petitions%2F
Crops: 2014,” a
eta-Analysis of t
ne.0111629 at 
d=10.1371/jour
time involved i
ncy Study for C
2014/04/Gettin

House Ends Its I
sh is on its way 
d_science/scien

ited States sin
crued experien

f the rest of the
or corroborate
y that derive fr

move from initi
nd regulatory 
aking up as mu
place at the sa
massed, and ro

failure (no sig
lthough politi
of any meanin

/biotechnology/
otdAP7aidApd
zmGLDVCZIr

ESM1Lznp2ilC
3DGrMwLG59
XbKnLD81iv87
path%3a%2Fap
Fsa_permits%2
at http://isaaa.o
the Impacts of 

rnal.pone.0111
in the discovery
Crop Life Intern
ng-a-Biotech-Cr
Interference in 
to approval,” (

nce/2012/12/gen

nce adoption o
nce with crop
e world comb
ed reports in th
rom the specif

ial field tests t
compliance ti
uch as 26 perc
ame time that
obustly confir

gnificant upda
ical interferenc
ngful update to

/sa_permits_no
dMCFDilISS1F
rgoU1zD-Z-aH

CRdxPN-24ET
9fvQG7F1yj2Q
72qbebDa1e2-
phis_content_li

2Fct_status; also
org/resources/pu
Genetically Mo

1629.  
y, development
national,” (Sep
rop-to-Market-
a Scientific Rev

(21 December 2
netically_modi

of the Coordin
s and foods im
ined.5 The res
he scientific li
fic processes o

to commercial
imes have incr
cent of total R
t a vast body o
rmed their safe

ating to the Co
ce has also cle
o the Coordin

otifications_and
FF_vZRebYsX9

HpLAHAdDFE

TBN1zGquVD-
Quu4Eo6ns7FE
-
ibrary%2Fsa_o
o Clive James,  
ublications/brie
odified Crops,”

t and authorisat
tember 2011) a
-Phillips-McDo
view - Leaks sug
2012), Slate, at
ified_salmon_aq

nated Framew
mproved throu
sulting benefit
iterature of an
of genetic 

l release has 
reased from 44

R&D costs; on
of experience w
fety. 

oordinated 
early played a r
nated Framew

d_petitions/ct_s
97az77u787woR
0yCcOt4KILK

-
E92G1z9-PR-

our_focus%2Fb
“Brief 49: Glob
efs/49/default.a
” (2014) PLoS O

tion of a new pl
at 
ougall-Study.pd
ggest politics bl
t  
quadvantage_fd

4

work 
ugh 
ts 

ny 

4 to 
n 
with 

role.8 
work to 

submis
RTFK

KH-

biotech
bal 
asp.  
ONE 

lant 

df.  
locked 

da_ass



 

 

recalibrate
degree of r
manageme
the exposu
agricultura
 
The call fo
 
1. What a
the statuto
 
The distrib
Minor cla
difficult to
regulation
that might
 
As the Na
about the 
that make
misplaced
Canada ha
experience
 
The neces
and away 
the level o
increasing
corrected. 
 

                
9 L. Val Gid
Administra
http://scien

e the nature an
regulatory scru
ent. There is l
ure of regulato
al innovation.

or comments r

additional cla
ory authority 

bution of auth
rifications and
o align the que
n focus not on 
t require risk m

ational Academ
techniques of
s them more l
, and should b
ave implemen
es might be wo

sary outcome 
from process; 

of regulatory sc
g costs, discour

                     
ddings and Bru

ation,” Science 
nceprogress.org/

nd extent of re
utiny and the 
low hanging fr
ory agencies to
 

requested inpu

rification cou
and responsib

horities and re
d adjustments 
estion above w
production p

management. 

my of Sciences
f in vitro recom
likely to lead t
be replaced by

nted elements o
orthwhile. 

of this exercis
proportionali

crutiny it rece
raging innova

                 
uce M. Chassy, 
Progress, Cente
/2009/07/ignit

egulatory over
potential for h

fruit to be pluc
o the harassme

ut on several s

uld be provided
bility of each a

esponsibilities 
may be indic

with the Coor
processes, but o

 

s has repeatedl
mbinant DNA
to hazardous p
y a focus on pr
of this focus in

se, however, is
ity must be re
eives. Regulato
tion, and deliv

“Igniting Agric
er for American
ing-agricultural

rsight so as to 
hazard that co
cked here9 tha
ent by procedu

specific items,

d regarding w
agency? 

under the Co
ated, but the q
dinated Fram
on product ch

ly reaffirmed o
A techniques (
products than 
roduct qualitie
n their regulat

s very clear: re
stored betwee

ory efforts by a
vering no ben

cultural Innova
n Progress, (1 Ju
l-innovation/. 

restore a close
ontributes to r
at, when harve
ural lawsuits f

, provided belo

which biotechn

oordinated Fra
question as as
ework’s found

haracteristics r

over the past t
nor any of the
unregulated a

es. The regula
tions, and som

egulatory ener
en the degree o
agencies have 

nefits to the pu

ation: Biotechno
uly 2009) at 

er relationship
risks that migh
ested, would d
from professio

ow. 

nology produc

amework rem
sked is itself pr
dational requi
representing p

three decades,
e newer gene e
articles. The f
atory systems i
me considerati

gies must be r
of risk a produ
strayed far fro

ublic good. Th

ology Policy Pr

p between the 
ht need 

drastically redu
onal opponent

ct areas are wi

ains fairly clea
roblematic. It 
rement that 

potential hazar

 there is nothi
editing metho
focus on proce
in Australia an
ion of their 

refocused on r
uct presents an
om this standa
his needs to be

rescriptions for 

5

uce 
ts of 

ithin 

ar.  
is 

rds 

ing 
ods) 
ess is 
nd 

risk, 
nd 
ard, 
e 

a New 



 

 

2. What a
biotechnol
multiple a
 
The existin
enforcing 
have too o
years. The
encourage
 
3. How ca
regarding 
biotechnol
 
Explaining
special int
 
Science-ba
the safety 
agencies an
driven by 
system has
explain an
 
When the
show, regu
the record
bureaucrat
undertakin

                
10 Bruce Ch
(2014) Aca
Report_Pri

additional cla
logy product a
agencies, and h

ng interagency
consultation r

often seen. Som
ere is no scient
e innovation. 

an Federal age
the authoritie

logy? 

g the Federal r
terests, is an ar

ased regulatory
of crops and f
nd Administra
so-called “pub
s strong and si

nd defend it ag

 U.S. regulato
ulatory author
d. When anti-i
tic record, off
ng, despite the

                     
hassy, David Tr
ademics Review
int.pdf.  

rification cou
areas, particul
how those role

y review proce
response timel
me products h
tific reason for

encies improv
es, practices, a

regulatory pro
rea that provid

y oversight un
foods improve
ation officials 
blic interest” o
ignal virtues, a
gainst those w

ory system is m
rities should ch
innovation adv
ficials should c
e prevalence o

                 
ribe, Graham B

w at http://acade

uld be provided
larly for those 
es relate to eac

ess has worked
lines to preven

have languishe
r this; it does 

ve their commu
and bases for d

ocess to consum
des regulatory 

nder the 1986 
ed through bio
have not don

organizations d
and Agency an
ho seek to mis

maligned and m
hallenge the m
vocates make 
challenge such
of mythmaking

Brookes, Drew K
emicsreview.org

d regarding th
product areas

ch other in th

d fairly well.  I
nt unnecessary
ed at the intera
nothing to pr

unication to c
decision-maki

mers, and def
agencies with

Coordinate F
otechnology b

ne enough to c
demonizing a
nd Administra
slead the publ

misrepresente
misrepresentat
claims that ar

h claims and co
g on the Inter

Kershen, and Jo
g/wp-content/u

he roles that e
as that fall wit
he course of a r

It could be str
y delay in reac
agency review

rotect human o

consumers, ind
ing used to en

fending it agai
h substantial o

Framework ha
brought to ma
counter aggres
agricultural inn
ation officials 
lic.  

ed in conspicu
tions and work
re contradicted
orrect the reco
rnet. The oppo

oanna Schroede
uploads/2014/0

each agency pl
thin the respo
regulatory ass

rengthened by
ching regulato

w stage for man
or environme

dustry, and ot
nsure the safety

inst false claim
opportunity fo

as confirmed a
arket to date. B
ssive and misle
novation. 10 T
can and shou

uous venues, su
k with such th
d by the facts 
ord. This need
osition propag

er, “Organic M
04/AR_Organic

lays for differe
nsibility of 

sessment? 

y setting and 
ory decisions, a
ny months, or
ntal health no

ther stakehold
ty of the produ

ms and attacks 
or improvemen

and corrobora
But regulatory
eading campai

The U.S. regula
uld do more to

uch as the Dr.
he media to co
and the 

d not be a hug
ganda machin

Marketing Repor
c-Marketing-

6

ent 

as we 
r even 
or to 

ders 
ucts of 

by 
nt.  

ted 
y 
igns 
atory 

o 

. Oz 
orrect 

ge 
ne is 

rt,” 



 

 

driven by 
their audie
 
4. Are the
the develop
predictabi
 
 
There are 
covering s
bacteria, a
 
5. Are the
order to in
products of
 
There are 
regulation
the level o
categories 
particularl
herbicide 
scrutiny is
produced 
                
11 See  CEQ
https://www
Enhanced S
Bt-Maize a
Herbicide-T
Study No. 
https://www
Bioremedia
and Case S
Bioremedia
https://www

a very small h
ences to the fa

ere relevant da
pment of the 
ility, and effic

several excelle
almon, Bt ma

and bacterial b

ere specific issu
ncrease the tra
of biotechnolog

a number of s
ns under the C
of hazard posed

of exemption
ly those captu
tolerant crops
s bad enough; 
through other
                     

Q and OSTP A
w.whitehouse.g
Salmon at https

at https://www.w
Tolerant Soybe
IV – Farm Ani
w.whitehouse.g
ation Using Pop
tudy No. VI -  
ation and Biose
w.whitehouse.g

handful of pro
acts. This is an

ata and inform
long-term stra
ciency of the r

ent case studie
aize, Ht soybea
biosensing11 

ues that should
ansparency, co
gy? 

specific issues 
Coordinated Fr
d by a produc

n from regulati
red for regula

s produced wit
it is scientific

r methods ent
                 

Assessment: Case
gov/files/docum
s://www.whiteh
whitehouse.gov
ean at https://w
imal (Goat) tha
gov/files/docum
plar Trees at ht

ensing Using Ba
gov/files/docum

fessional advo
nd should be a

mation, inclu
ategy regardin
regulatory syste

es dating from
an, farm anim

ld be addressed
oordination, p

that, if addres
ramework. As

ct and the degr
ion were expa
tion only beca
th recombinan
ally indefensib
tirely escape an

e Studies of En
ments/ostp/Issue
house.gov/files/
v/files/documen

www.whitehouse
at Produces Hu
ments/ostp/Issue
ttps://www.whi

acteria at 
ments/ostp/Issue

ocates, and the
an urgent prio

ding case stud
ng how to imp
em for the pro

m a 2001 review
mals as drug fac

d in the updat
predictability,

ssed, would im
 mentioned ab
ree of regulato
nded for prod
ause they are d
nt DNA techn
ble that this co
ny pre market

nvironmental Re
es/ceq_ostp_stu
/documents/ost
nts/ostp/Issues/c
e.gov/files/docu
man Drugs at 
es/ceq_ostp_stu
tehouse.gov/fil

es/ceq_ostp_stu

ey can be chall
ority. 

dies, that can 
prove the trans
oducts of biote

w by EOP/OS
ctories, biorem

te of the CF o
 and efficienc

mprove the foc
bove, balance 
ory scrutiny it 
ducts with whi
derived throug
niques continu
ontinues when
t regulatory sc

egulations for B
udy1.pdf ; and 
tp/Issues/ceq_o
ceq_ostp_study
uments/ostp/Iss

udy5.pdf; Case 
es/documents/o

udy7.pdf.  

lenged effectiv

inform the up
sparency, coor
echnology? 

STP/CEQ tha
mediation with

or in the long-
cy of the regul

cus and efficie
needs to be re

t receives.  It w
ich we have b
gh biotechnol
ue to be captu
n herbicide to
crutiny.  Exper

Biotechnology a
Case Study No

ostp_study2.pdf
y3.pdf; Case St
sues/ceq_ostp_s

Study No. V - 
ostp/Issues/ceq_

vely by exposi

pdate to the C
rdination, 

at remain relev
h poplars and

-term strategy 
latory system f

ency of U.S. 
estored betwe

would help if 
ecome familia
logy. That 
ured for regula
olerant crops 
rience has sho

at 
o. I - Growth-
f; Case Study N
tudy No. III - 
study4.pdf; Ca

 
_ostp_study6.p

7

ing 

CF or 

vant, 
d 

in 
for the 

en 

ar, 

atory 

own 

No. II - 

se 

pdf; 



 

 

that hazar
herbicides
heavily reg
 
Many of t
usually ov
from the c
amounts o
human or 
significant
be done, p
something
 
Another is
through b
authorities
coordinate
those invo
 
A coordin
(adventitio
approach f
materials w
extension 
 
And finall
breeding t
materials a
inevitably 
regulatory
associated 
considered

ds associated w
, not the crop
gulated. 

he delays in in
ver procedural 
chilling effect 
of time and en
environment

tly reduced by
perhaps, by ex
g OSTP shoul

ssue that shou
iotechnology 
s only to the e
ed among the 
olved in borde

ated policy on
ous) presence 
from internati
without undu
to products d

ly, it must be n
technologies th
are viewed thr
fail to keep p

y systems that 
with a produ

d, particularly 

with herbicide
ps. These can b

ntroduction o
issues associat
such litigation

nergy preparin
al health. Exp

y adopting exc
xtension of exi
ld direct regul

uld be addresse
or any other p

extent that is r
regulatory ag
r control.  

n imports will 
of material th
ional commod
ly disrupting t

derived throug

noted that som
hat may not b
rough a “proce
ace with the r
focus on the q
ct. As noted a
when countri

e tolerant crop
be managed by

f new product
ted with NEP
n has on timel
ng to defend ag
posure of regul
clusions to NE
sting regulato
atory agencies

ed has to do w
production m
required to pro
encies historic

require a unif
hat may not ha
dity trade for 
trade. This pr
h biotechnolo

me are concern
be captured un
ess-based” len
rapid tempo of
qualities and c
above, taking a
ies that adopte

ps come from 
y regulations f

ts derived thro
PA.  These dela
ly decisions by
gainst such lit
latory agencie

EPA for specifi
ry decisions, b
s to make hap

with imports. I
ethod should 
otect human a
cally involved 

form and con
ave received im
dealing with t

rovides an exce
ogy or any oth

ned as to how
nder some defi
s they will pre
f scientific adv
characteristics 
a process-base
ed such appro

inappropriate
focused on th

ough biotechn
ays have resul
y regulators. A
tigation, with 
s to this kind 

fic product cat
but other appr
pen as soon as

Imports of foo
be scrutinized
and environm
with the Coo

sistent approa
mport approva
the low level p
ellent templat

her techniques

w best to deal w
finitions of “bi
esent challeng
vance. But thi
which may be

ed approach to
oaches in deca

e use of or exp
he herbicides, w

nology are due
lted from the l
Agencies spend
no commensu
of harassment

tegories. This 
roaches are po
s possible. 

od, feed, and f
d by the appro

mental health.  
ordinated Fram

ach to dealing 
al.  There is a 
presence of no
te that is long 
s.   

with the produ
iotechnology.”
es, and regula
is problem do
e the source o
o these produc
ades past are n

posure to the 
which are alre

e to litigation,
litigation itsel
d enormous 
urate benefits 
t could be 
could most ea

ossible.  This i

fiber derived 
opriate regulat
This should b

mework, but a

with the low 
time-tested 

onstandard 
overdue for 

ucts of new pl
” As long as th

ations will 
es not exist in

of hazards and 
cts would be il
ow recognizin

8

eady 

, 
f, and 

to 

asily 
is 

tory 
be 
also 

level 

lant 
hese 

n 
risks 

ll-
ng 



 

 

their weak
compellin
 
Sincerely, 
 
Robert D.
President 
 
Val Giddi
Senior Fel
 

knesses, and tr
g argument ag

. Atkinson 
and Founder,

ngs 
llow, The Info

rying to figure
gainst process 

 The Informa

ormation Tech

e out how to c
based regulat

ation Technolo

hnology and I

orrect them (f
ion. 

ogy and Innov

nnovation Fo

footnotes 2 an

vation Founda

oundation 

nd 3). This alo

ation 

one provides a

9

a 


