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o AR A O

£ XY RITH T B EE O

HAES

- EU $84 : Directive 2009/41/EC "contained use of genetically modified
micro-organisms"

- [EN1£ : Health and Safety at Work etc. Act 1974

- Ji4THH] : Genetically Modified Organisms (Contained Use) Regulations 2000

B A A & R

- A guide to the Genetically Modified Organisms (Contained Use) Regulations
2000, HSE, 2000

* The SACGM Compendium of guidance : Part 1 - Part 6, HSE, 2007

K5 L 72 D BB TS A MAEY
BRI A D 5 6 WERRY, (LRI E T2 ITAEY TR 725 CIADHTE O
TTHRYHS D, BE~OBEMBZEHZM S S OlL Environmental
Protection Act 3 XV O BB AINC K 0 BIEHLH ST 5, E72, IEIEA,
B BRI e EMESO S & TR%EO U A7 FATOILD B DIZDON
THERS,

| O

> B THBRZEMZROCD T X TORENIOWT, b MO/ X UERE

WX D FFTO Y A7 G Z S U, U R 27 GHM6SE 5 & A7 (& T4 10 F21H)
THZ L EREDOT,

> BT AEREZRO O TRXTORMKRIZIOWNT, M LZeZH R0
FRE. B LUHIHIY R (HSE: Health and Safety Executive) -~k D JE
H a2 REOT,

> VRAZOREIISUT, HEEZ 2 7 A 1007 T A4 T A0,

> JEHHEEXNTPOZ 7 21 (no or negligible risk) DiG#EhE. &30 & HIXA
LAY RIC L2 EBEEOXNGR LR 5 5,

> 277 A2 (lowrisk) OIEENL, EBNZHEFFTOBHALE, 77 A3 (medium
risk) 83XV 7 x4 (high risk) OIEFENE, BN FRTO fEH & KFE L
2L,

& AEEND 7 7 A551F1%, SACGM A # > A (part 1) 1Z XA, EfaZs Y 2
7 S OfE Rd L OETBEBE OB X L LR EROIEE2Z T TRETDHH D
EENTWD, TOBE, B MREONY = 7L —TOREKEZED -
"Control of Substances Hazardous to Health (COSHH) Regulations 2002"
5 LT "The Approved List of biological agents" % JiA L L O DEREE~DE
BEERLTIET D,

WrERA%E & EAEO XS
> WHERRE AR, BEHE, mERRE KIS IR 21T T D,
BB & 5 X
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> MEATHRNCIRWT, FRAR T — & bId & TR D IBES & o H e
%% E (Schedule 8 ® Table 1a & Table 2), 7 R A7 — /LG 0O 7]
Wr LT 72y, SACGM A X A KL, 7T Aafs@ooXF by
TDT 7= A B —TOERIITRAr— VLRI,

NOTIFICATION
REQUIREMENTS

PREMISES NOTIFIED?

PREMISES

NOTIFICATION
REQUIRED

(Regulation 9)

YES

CLASS 1 ACTIVITY

v

NO
NOTIFICATION|
REQUIRED

Activity may
start
IMMEDIATELY

RISK ASSESSMENT
Under Schedule 3

NO

Hotification can
be made: at the
same time as
activity
Hotifications

CLASS 2 ACTIVITY

CLASS 3 ACTIVITY

l

CLASS 4 ACTIVITY

|

FIRST CLASS 2 ACTIVITY AND
NO CLASS 3 CONSENT HELD?

FIRST CLASS 3 ACTIVITY AND
NO CLASS 4 CONSENT HELD?

FIRST CLASS 4 ACTIVITY?

YES J— NO

|

1

l’ YES

Lo
|

g
L

ACTIVITY ACTIVITY ACTIVITY ACTIVITY ACTIVITY ACTIVITY
NOTIFICATION| NOTIFICATION NOTIFICATION NOTIFICATION| NOTIFICATION NOTIFICATION
REQUIRED REQUIRED REQUIRED REQUIRED REQUIRED REQUIRED
Eemdwonth 10 ion 11} ion 11) ion 11) (Regulation 11)
Activitymay stat) | Activity may start vity may start y may start ivity may start Activity may start
45 DAYS IMMEDIATELY when you have when you have when you have when you have

after i CONSENT CONSENT CONSENT CONSENT
dge to doso todo so (decided to do so (decided to do so (decided
within 90 days} within 45 days) within 90 days) within 45 days)

Figure 1.2.1 Notification requirements for activities involving GMMs

30




7 A

U B2 % Bl O

HAES
- ¥5£E : Toxic Substances Control Act (TSCA), 1976
- Ji@47HiH : Microbial Products of Biotechnology; Final Regulation Under the

Toxic Substances Control Act (40 CFR parts 700, 720, 721, 723 and 725),
1997

BETA A

* Points to Consider in the Preparation of TSCA Biotechnology Submissions for

Microorganisms, EPA, 1997

RR L 72 5 BT B EY

BB MAEY (BB ko Fa2lArGbELbD =
intergeneric microorganism) @ 9 6, fOEHETHEI SN TS H D ZEER<
TRC, MOERTHAI SN TWAD D &L LTiX, FFDCA THIH S5 ESE
i (U7 F ), FIFRA TEHI S DMAEMRERR L, B2 MDD
MIRIRE B R DB T2 8 08 Aa 1L TSCAIZ L2 HHNCNA T PPAICL 5
il 2= %,

Bl O

>

>

PR (PIEEMOBE - B EZ ETe) TR FERIMAEY % ]S -
A INTF55E1E, 90 HAETE TIZ Microbial Commercial Activities
Notification (MCAN) ##EH L., EPA OV v a—%2%1F%, PASEXN T
OB X OPASEEIN COFEHOWTRICbEHA SN D, 7272 LELTICE
T DREA RBRAVRENRH D (FEREL LT, BB T 2 M EM O YL & Bk
T HXREKEH LN TORMADIFE A ED MCAN AN TS &
Bohs),
UZ MbSHIRREDEE (KRG, MR, B, BERSE) & —ED5M
(Bgre, B, (REEME%) ZW7C TR ABKR 6 72 586 X MED
ZED LT E CiADIEEO T il - AT 52855813, B EORE
Z iz, EH® 10 HATE TICEEAEZ X E v (Tier I exemption),
Tier I exemption DOX}GL L 70 586 FHAML 2 IAEW &2 B LD OE T
O#fE TR - AT 55481, MCAN (21t 2 T, Tier II exemption
request & 45 HATE TIZEH L EPAD L ¥ 2 —% %17 % (Tier II exemption),
fFge - BT B b CRPANVERER 2 a3 5 55 & 1%, MCAN 2f8x T, TSCA
Experimental Release Application (TERA) % 60 HfijE TIZigH L EPA ©
KR EZT 5,
BRI 215 £ & 5 — DS T TO/NGBE AR I T FFTO fa 1 D 2,

W FERA%E & REAREDO K

>

PSR 2 B & L7 WOIFZERRSE 13RI D% 54k, BFFERRJE Th > TH sk
FAZANET B0 (BN %ﬁ%%é%ﬁ%fh\é“) IRR LD, T2
72 UAITZE B 58 B CHERy LR B A5 U 7o ik N CHUE - EaA - I L %535
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A1, MCAN O A 5bR (NIH A R T A 51 THE > Tl A kb k4
EE Lo TNDZ & BN THER) .

REERBEIC L5 X5

> ARBIEE O BARERSE 2 BRN T, ARSI L A KB, NIH A R
Z A > TlE 10L LA LD RS % large-scale use & 7 L. BIRILEBS 1F H & 45
EEDHTND,

Tier I exemption DA %52 \T 5 72 DEfF:

BEOEM:

> LLTFIZZET S 10 FEOWTnThHdZ & Gzl 2 A BT 7E)
Acetobacter aceti Aspergillus niger Aspergillus oryzae

Bacillus licheniformis Bacillus subtilis Clostridium acetobutylicum
Escherichia coli K-12 Penicillium roqueforti Saccharomyces cerevisiae

Saccharomyces uvarum

(Bacillus amyloliquefaciens) (Trichoderma reesei)

He 5 ER DB

> BHROMHEREE 7. SRR, U o —%, LEREROER THA I TH
HZk

> TR TOMIERE T, JHHEIESE OWEEN Do TnND Z &

> KHREOHENZHERDHTZY 108 T THDHZ &

> U A MEShT-EmREE ORI ZFF 2702 &

PLHs LB DB AF

> PASHMERY (contained structure) W THEHT 5 Z &

> PASHIEER~DT 7 v A& HIRT 52 &

> FEHEOMAEHFIRZ CE L, ETT5H2 &

> KRB L OERBEED S EENLEEOREEH IO LU TIZT D2 &

> A OHrH ST vy LB L OPERHR OAE O &% fi/NMNRIZT 5 2

L

FFRLESA DV — N TOR Z A DI A IR T 5 Z &

ERARE D PR HE 1

Y VYV
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1 F ZNZ BT 2 H O
HAES
- ¥£ff : Canadian Environmental Protection Act, 1999 (CEPA1999)
- JEfTHiH] : New Substances Notification Regulations (Organisms), 2005
BETA 5 R

* Guidelines for the Notification and Testing of New Substances: Organisms,

Environment Canada, 2010

+ Laboratory Biosafety Guidelines, 3rd Edition, Public Health Agency of
Canada, 2004

KRR L 72 5B TR RAEY)

BAR TR 2084 — A x5, 7272 LEWEIE, By 7s Efthiks CH
flEn2bDxEkR<, BRIRERE KM Z M O 8 & B CIADIED T TITH
A [E CIERIEO b & TR, 7238, NSNR Ol B ARITAHE X e & 9F
R Z P AE % R LTI L TR,

i OBEE

> AE®D 5 B Domestic Substances List [ZFR#2 72V H D & #a A - liET 5
Sraid, EAXSIIE U T 30 BRI S 120 HETE T2, FAiOJEHE£HES
o

> JEHES IEREE 21T o T fask OFEH O, ZOfoE CiAOHE OA I, ff
M3 250 (may—r) REISCTHERZINS RS L, ZLEIITD
WTCHEER T — & I B OB A W M A2 5 e,

> FO O BLILEES I RE Z 1T o Io ik TOffi L. Laboratory Biosafety
Guidelines £ 721X NIH # A K Z A NIt > THLERE UIAD LV ZRTE L,
30 HRTE CIZf@id i a (WFEBARIC OWTII FREOBRAMEESH V),

WF7EBA%E & mSEAERED X
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