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Coordinated Framework for the
Regulation of Biotechnology

(1986 - 2017)

National
Bioengineered Food

Federal Food, Drug Federal Insecticide,

and Cosmetic Act, Pant PrOFI’.'g'(A:\tDn Act, Disclosure Standard Fungicide, and Rodenticide
FFDCA Law, NBFDS, 7 CFR Act, FIFRA
Part 66
» _
| |

Introduction Of Organisms

And Products Altered Or 7 CFR Part 66.1 -

Consultation

Statement of Policy &

Guidance to Industry: Procedures e T Definition of 7 CFR Part 66.9 -
Foods Derived from Foods Derived Plant Pests Or Which There Bioengineered Detectability
New Plant Varieties From New Plant Is Reason to Believe Are Food
(1992 tin Plant Pests, 7 CFR Part 340 (2019) (2019)

Details on USDA
Plant Breeding
Innovations

(2020.5) (2018)
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Unexpected or
unintended effects

[

Expected or
intended effects
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Safety assessment:

MR AR

Safety assessment

Safety assessment
introduced proteins

Safety assessment:
new or modified

Guidance on Consultation
Procedures Foods Derived
From New Plant Varieties

[5](substantial
equivalence) ; EBI{EAERE ST
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Is the introduced
protein likely to be
a macroconstituent
in the human or
animal diet?

in new variety carbohydrates, fats
or oils in new varnety
If food from the Are thers any
donor is com- unusual or toxic
monly allergenic, monly allergenic, components?
can it be demon- eS | can it be demon- Are there any  No
strated that the alterations that |
allergenic determi- allergenic determi- could affect
nant has not been nant has not been nutritional qualities
transferred to the transferred to the or digestibility in
new vanety? a macroconstituent
of the diet?
l No
....................................................
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= A change resulting from cellular repair of a targeted DNA break in
the absence of an externally provided repair template

=« A targeted single base pair substitution

« Introduction of a gene known to occur in the plant’s gene pool, or a
change in a targeted sequence to correspond to a known allele of
such a gene or to a known structural variation present in the gene
pool
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= Consultation Programs on Food from

New Plant Varieties : Soybean=HfE &

A#mEE(TALEN) X 2
=« ZE44R5E - BNF (Biotechnology Notification Files

) No. 164
- B33 : Calyxt, Inc. Ca')‘IXt
A 7BRFf : February, 2019
FDARZEE R : We have no further questions at

this time about the safety, nutrition, and regulatory
compliance of food from FAD2KO soybean.
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Foreign DNA is absent from the
final product

Regulated
as GMO
The change induced by genome editing is within
the range of naturally occurring sequence repair
(nucleotide deletion/insertion, substitution,
naturally occurring gene deletion, and one to
several bases insertion)
SDN1 Non-GMO
. " SoNz Casebycase |
Out of the scope of GM Regulation S LR '
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< Prior consultation >
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\
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< Developer, etc. >

Consultation U ﬂResponse

I Falls under
' ! safety
- inspection * 1

< Ministry of

Request for
advice

T T 7]

I

I

Health, Labour and Welfare>g i
I

{Option) :
Determination: Request '

Request for advu:e is  for advice '

nenessaty i

< Subcommittee on Genetically Modified Foods®

< Food Safety Commissio’ﬁ@*

<j:

...............................................................................

gl‘alls

1)37%‘% R FLE uu?ﬁﬁii\

e

under notification

*EES

(Notiﬂcatlon >

< Developer, etc. >

Notification E
N

< Subcommittee on Genetically
Modified Foods >

< Ministry of Health,
and Welfare >

Labour

R

Publication on the
MHLW website

Report
afterward:

SEE

After notification, distribution is started.
(After notification, the information is published promp’
afterwards is made to the Subcommittee

++++++

**ﬂlEﬁzL?unEFﬁnﬁéstE PP REMEEREE

LT AR E @(20 19.10)
(Safety assessment >\

< Developer, etc. >

Application I

< Ministry of Health,
Labour and Welfare >

Request
for advice

< Food Safety Commission >

Notice of
evaluation

< Ministry of Health,
Labour and Welfare >

*Publication in I

an nffira oaratta

I o

Prior
consultatior

4

Safety
assessment

$
2\

Notification

 Notification Is not mandatory.
However, MHLW strongly urges

the submission of notices.
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MODERN BIOTECHNOLOGY
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NBPT assessment roadmap

1. Early Consultation Procedure
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Office of the Gene Technology Regulator
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B gene technology,
GMOs, regulated
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GMO applications in Europe
Conventionon Biological
Diversity and its protocols
GMO for food and feed GMO for deliberate release .
applications o o hrbrment GMO contained used
cectie X0YI8/EConthe Directive 2009/41/ECon
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Do you agree that organisms developed using genetic technologies such as GE, with changes
that could have been produced by traditional breeding, should be regulated as GMOs?
Proportion of Citizen Space respondents, by respondent type
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Statement on Emerging Precisio
Breeding Technology Drives the

Development of Agriculture
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= The export value of Taiwan’s seeds industry = &EfREREXHOED
has exceeded 250 million US dollars. With the #E@2E5FEZET ' £

trends of emergent precision breeding %ﬁi#ﬁﬁé‘%ﬁ%@? ’
technology, national strategies need to be ﬁ%ﬂi%}%f}%é&
redefined in order to support the developments FAZH ﬁﬁﬁg?ﬂﬂﬁmﬁ

of gene editing technologies and products. ' ZIPTEE B e

_ _ | _ R FE A R ZE RV E
= Let Taiwan play a crucial role in the Asia- Do R EE R EARE M

Pacific agricultural market. This would not only } % /o0 £ 4 g8 2 5|

maintain our competitiveness in the tropical & HEZDIEVSs Khis
subtropical agricultural technology arena, but EXfE#Ttth{y - 7R 0] &
also prevent Taiwan's seed industry from REEEEEEGF /]
falling behind in global competition. Y& 12 M B FR mhim a0
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