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Written Notice on Released GMO
Genetically Modified Organisms (Control of Release) Ordinance

S5 P PR o R

Please read the attached notes before filling in this application form

1. ¥ ~ ¥¥H Information of the Person Making the Notification

(a) iﬂ]ﬂ; Mt £, Name of the Person Making the Notification () £)73 %‘—/%Eﬁ% Identity Card/Passport Number
v A123456(7)
(b) {F\9H-Mailing Address ) 7 & F;fr Telephone (e) [ Fax
1234 5678 2345 6789

FMBCCF R 123 5

Email Address  Chantaiman(@xxx.com

2. ﬁ?}ﬁl;ﬂ;‘ﬂﬁ‘l[ﬁ:ﬁ (ﬁﬁ%ﬁ Fl1= ZFl) Nature of this Notification (Please choose either one)

H @ F}F’igt' VgL WE"S‘%F—;Q‘ Yo e L WE"?EF"—;}‘ P4 The released GMO is not an approved / exempted GMO

[ (b) @t o 2 PoH 7 [ (AR I E S IR IR PR PRI MRy

The release did not comply with any conditions for the approval of the GMO, as set out in the register

3. E}EJ T "—]‘F V%[ Condition(s) which was not Complied by the GMO’s Release

T

4. ngflgﬁfjﬁLWE&;ﬁﬁ PoprE¥R| Information of the Released GMO

@) RO B £ YT —
GMO’s Commercial and Common Name . .
Circumstances under which the GMO was Released
Sunset /R4 )T e .
P%\lﬁf[ % :—‘éLLl 'ff—; o ;[/ ,’%&fg—z ,;:ﬁﬁ ’ :%E&F[Um

?’J@E?&ﬁfﬂ o

(b) WE';‘%ELL =+ PR Es GMO’s Identity

R ¢ 55-1

(g) FLNbE % Piun )32 Use of GMO

‘TFA“‘E”iF j\ ‘l:&FI FIJ

34



(0) AP % PSP % PO ¢ () FLVFOHLERESSE Pk B
Scientific Name of the GMO’s Parental Organism Quantity or Volume of the GMO Released 5 ;LE :'_"
Carica papaya Ll ] L A v 2 ] e

papay ) ) LS PO 5 PR

Any Other Information Relating to the Release of the GMO

BT ORE S iy o JORPOTS SLE £

(d) R ETHY Date of Release

15.10.2008
(e) Pl Uﬁ i Time of Release
19:00

5. “IRgA JﬁLE&lcls"‘fﬁ Popuz Pod 2R Biosafety Information of the Released GMO

(a) H"*”“T» FY Pl = D FRY AT IJ|* FHAYEYR] Any Available (b) 5{§T{F|J§E11?ﬁ%”f“§}}§ ’P’J’ll’ljﬁ"ﬁt#‘ﬁvglfj = |'F| [ﬁ‘lia%m,'?ﬁﬁ% Any Possible
Information on the Possible Adverse Biosafety Effect of the GMO Risk Management Measures on the Release of the GMO into Environment

SRLIE e i [y £ AL - A A TR FIP UGS @ B || ARSI AR
(RS Pre

6. BtPE Declaration

A4 BRI R AR B PR R R R -

I have read the attached notes and warning and I declare that all the particulars given above are true and correct.

il [ﬁﬁ & %%¢ Signature of Applicant : [gﬁ&ﬁl\—&p SR iIH]&Company chop 1% Date: 18.01.2010

e onlv

Date Received Remarks/Additional Information
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Officer Follow Up Action
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©  FIBEYBEIA IR £ IR 303 BERVPIESTY £ AR IR S 1 S R -

2. E{E’&?}Eli‘g}ip%’aﬁfjii‘_ur&gﬁc
WIHPIIRREHE ROV R) B8 'l ﬁ%ﬁ@ RE E””Iflﬁﬁf ! LFL%WL'T AP IR S ) Eaf;['gj}f“iﬂ */T A
E?u.f;[’g}ff i

3. fief TR -5 B
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(b) W * PRI VRTET -  se EAR LSOPRR] © TS S B o s -

(©)  RUPTIfj= fURY ORI EE I T SRR 5 Py AR TERL R f5RAaT 2
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[N 23142802

A http://www.afcd.gov.hk/GMO
’FL%?F : biosafety@afcd.gov.hk

lf“n“&L’Fﬁf—ﬁfﬁ © 1823

¥

Lo OB P~ R I -
(@) FFFIETL NS % i P A RSP IRIIERS & PO F BEFFRO R Ui
(b) .4 PR, SIS o S T R -

Ty S T R 1R 50,000 WGt o5 -

20 TR TR -

Notes to Written Notice on Released GMO

1. Notes to Submitting the Written Notice

(a) Information should be written or typed in BLOCK LETTERS in English.

(b) A notice should be made for only one GMO. If there is more than one GMO, you should use additional notice forms.

(c) If additional space is needed, please continue on a separate sheet, which must be clearly labelled and included as appendices to the application form.

(d) Unless otherwise indicated, all sections of this form must be completed.

(e) A notice should be submitted by mailing or in person to Biodiversity and Conservation Division, Agriculture, Fisheries and Conservation Department, 6/F, Cheung

Sha Wan Government Offices, 303 Cheung Sha Wan Road, Kowloon, Hong Kong .

2. Subsequent Procedures for the Notification

On receiving a notice, the Director of Agriculture, Fisheries and Conservation may direct an authorized officer to enter, during reasonable hours, the place or

premises in or on which the GMO was released to dispose of the GMO; or direct you to dispose of the GMO.

3. Personal Information Collection Statement

(a) The Information provided by you will be used for the processing of the released GMO.

(b) The provision of personal data is voluntary. If you do not provide sufficient information, this department may not be able to process your notification.
(c) The said information of any part thereof may be supplied by this department to other government departments for investigation or statistics purposes.
(d) The Information provided may be supplied to the Expert groups to seek advice on the processing of the released GMO

(e) The information provided may be entered in the Register and uploaded to the Biosafety Clearing House for inspection by members of the public.

) Subject to exemptions under the Personal Data (Privacy) Ordinance, you have a right of access and correction with respect to personal data.

(2) Request for personal data access and correction should be addressed to Conservation Biodiversity Division of Agriculture, Fisheries and Conservation Department.
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Please also quote the reference number of the application/request in this department.

4. Enquiries
Biodiversity Conservation Division
Address: 6/F, Cheung Sha Wan Government Offices,

303 Cheung Sha Wan Road, Kowloon

Tel: 2150 6918
Fax: 2314 2802
Website: http://www.afcd.gov.hk/GMO

E-mail:biosafety@afcd.gov.hk

Hotline: 1823

WARNING

1. If a person who has control of a GMO knows that:
(a) an approved GMO has been released without complying with any condition for the approval of the GMO, as set out in the register; or
(b) a GMO, which is not approved or is not a pharmaceutical product for use by human beings, has been released into the environment

but does not inform the Director of the release by written notice, will be subjected to a maximum penalty of a fine of HK$50,000 and imprisonment for 6 months.

2. Any information provided for the notification should be true and correct.
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REIRIEI R T %2

P P Wgﬁlﬁéﬁa
HLPEE 2 PITHPR Di .

Application for Approval of GMO for Environmental Release

Genetically Modified Organisms (Control of Release) Ordinance
P A R BI pE ERR

Please read the attached notes before filling in this application form

1. F[Iﬁ? r 1;71%;%[@[ Information of Applicant/Organisation

(@ f lﬁ M £ I/&f}fﬁ €78 Name of Applicant/ Organisation (d) Tﬁ £ Contact Person’s name

{gﬁw\q/ Bﬁ:l Y

(b) Hlﬁ% * /&%%ﬁiﬁj?*f’iﬁ*Mailing Address of Applicant/ Organisation (e) ?CT—FF:, (H
Telephone . 1234 5678 Fax 2345 6789

FHE AT TR 123 %
() B

Email Address ~ chantaiman@xxx.com
(©) I * 2453 TR BHSRTER B0 ¥ £

Identity Card/P: rt Number of Applicant or H.K. Registration No. of
ety Tardirassport Mumber of Apphicant of cgistration 1o.© (2) jﬁ‘/ﬁé * 3741k Contact Person’s Mailing Address

FHRPCCT e 123

Organisation

A123456(7)

2. ﬁlf’dEl'sv‘iF"jgk PuposyR| Information of the GMO

(a) ﬁl P\'E"S“i]a;i ff"’JEIfJFEJi KR H ] d) Y '.*Dﬁﬁ‘ (DR = DpvEeE! ﬁ‘/f’ﬁ'*ﬁ the Quantity or Volume of the GMO to be

GMO’s Commercial and Common Name (i) Imported (if Applicable) And (ii) Released

Sunset /)@y T }lﬁj’ﬁﬁﬁ‘“ KR 50 MR-
(b) FLPHE 2 PIvAR S GMO’s Identity © F?g P T
R CEIE © 55-1 Intended Use of the GMO or Products from the GMO
S T;'ﬁ' o A R A o :%F?E'Wﬁ_ﬁff”iﬁ o
(c) $ERL1I} 1119 Intended Date of Release NN S A
15.01.2010

3 ASFE 3 1’0%@9#11: ks 1’0% (5§ ) pYePR| Information of the Recipient Organism and/or Parental Organisms (if Applicable)
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(a) 2 £ Scientific Name(s) (e) EEVRIF 1= FIE [ 2ARIE o (gp=4p IF I)

Carica papaya Centre of Origin and Centre of Biodiversity (if Known)

SR i HERLTE BT 18 R BRSO
B o AR SRR

(b) 3f]*| £/ Common Name(s)
13
TJ S PR S PO R i f VA R AVELY

() Iwee g\‘ﬂlﬁ\} ;%?V%#,‘Poin (s) of Collection or Acquisition Description of Habitats Where that Recipient Organism and Parental Organism

= BB may Persist or Proliferate
O T e 1o o (T TR R
(@) TR P = A B o RO S [ EVR D 100 20F 0
Characteristics Related to Possible Adverse Biosafety Effect [R5 66% M EVE LR 21 = 33 %

ITRLI 7 ) 2 RL R HIE - 9 ]
i -

4. f-ﬁ’ﬁ%‘ =3 #’Uﬁgl@‘;’\-ﬁ[ﬁ[ Information of the Donor Organism

(a) 2 £ Scientific Name(s) (d) Fuiﬂ e 7 a7 ”ﬁf%(

Characteristics Related to Possible Adverse Biosafety Effect

+ S (PRSV)
(b) "] #*5 Common Name(s)

AN (PRSV)

(c) I¥& Eﬂ,’p‘f’%ﬁ/&#,‘ Point(s) of Collection or Acquisition

B PH

J

Jgﬁ

ik ﬂ[ﬁli%&é{[ﬁ?ifﬁﬁ R ZEr Ity
'ﬁﬂV%”wﬁ [ B
R B AN -

Uy %L
—Em

—T1

5. ELEHEI&;—’F'TLEIUE’)"#[ Information of the Genetic Modification

(a) 917 r?)} Xl Elfl#‘*l}[lﬁﬁ‘}ﬂi AL Description of the Nucleic Acid or the Modification Introduced

1 puELH prsv-cp LIE-PRSV HA 5-1 Jut ﬁﬁl“iﬂi FROP - T Jfr PRSV HA 3.l 193 A1
By o SERL P AR (R 80 a R VOB 16 [V BLRAYRL AT 1 Rl RPN -

(b) FrffiH p9gL WL'TLFJ?Z eI e Description of the Technique(s) Used for the Genetic Modification

prsv-cp FLPNELI | FLPNEWERVAE RS AT 97 A s SRS RLPNEVIRD R BRERE 3T 17 Sunset 41 e
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(c) frubhyiE 4 p Jﬁf =+ Pop J’-’rﬁ E4PUEIP Description of the Resulting Characteristics of the GMO

17 fY prsv-cp ELWI'EIF%% TG S A ):Ygfﬁgﬁy’?f o JEHf Jig&ﬁ?u* TR - (R RLEL
o j;gfwﬁg FIZSHISEIROEY- o I AL EJJE o R T aa&éﬂ J)Fil:t[ﬁlﬂnpﬂl
and uidA (gus) - SRR IR AL NPT © P S phiagSi npﬂﬁwmﬂaﬁ- |5 Ty L SR P

s -

6. BRI 2RI~ @ I FE PRSP SRR R Y ISR SR e
Suggested Methods for the Safe Handling, Storage, Transport and Use of the GMO, Including Packaging, Labelling, Documentation, Disposal and Contingency

Procedures, Where Appropriate

Fé)f,ffg T wij’wﬁ"fﬁpﬁﬁﬂ;%ﬂl ELE SO, Mﬂ;@@ Tt BUREVER - % AR SR I
PRI sﬁ@lﬁg P P EiEfFFF[& FRLE A T 55417
WW@+¥JM*Huwﬁf@bﬁ?ﬁJrﬁw&ﬁ%$§ﬁw“

517 WHY 8 THRE I ﬂﬁj" j%ﬂiljiﬁifjﬁtl piG-8 Eﬂai‘}ﬁ %P1 Section 7 and 8 are applicable for import of GMOs intended for release into environment

7. J%ﬁﬁﬁif’dﬂi‘;ﬁﬁ ?’ﬂﬁﬁlﬁ" FYUE¥E| Information of the GMO’s Importation

(a) ﬁﬂ'.i‘“j the Exporting Place ()] 3?{55 ~ 1k £ Contact Person’s Name
BRI John Lee

(b) WETH HSIa (ij[l‘“'i—]ﬁlfl@ﬁ:ﬁ) Intended Date of Export (if known) (e) F%FTFI Telephone () {#@E Fax
FEUSEREURL F 1IN = B A (01) 123-4567 (01) 123-4567

ESTIR A
(2) ?:T”:f’lf Email Address

(c) ﬁ'? 27N flt £78 7% B4 Name of Exporter/Company & Address

SC LN

johnlee@xxx.com

8. ﬁlfﬂai«;ﬁg& PartgEr B2 Pad 2 %R Biosafety Status of the GMO at the Exporting Place
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() LD S P k3 < ST (U )

the Domestic Classification of the GMO’s Biosafety Level (if Any)

(b) Pt o P R I R )
the Regulatory Status of the GMO at the Exporting Place and the

Reason for the Refusal (if Applicable)

AT

() [P S5ty = TR (e R EPAORE R 0 1

the Result and Purpose of Any Notification Made to Competent Authorities of Other

places Regarding the Export of the GMO to that Place

Aol 2 BT R

-ET%

PRI S
L

I/EIJ o

[p\-

9. [{#%YE Remittance Details

(a) TJ rj;?LEI’"‘*IFﬁ' ISER E J;]j: fi lEijf[’Efl» %

(b) ﬁﬁi AU # %Rl o Please fill in your remittance details.

L5 €78 Name of Bank

,E’ﬂﬁ o Please write down your name and daytime contact telephone No. on the back of the cheque.

RIS 1 BIDERE Cheque/Cashier Order No.

10. B Declaration

El L R GRS TR g ST RN B oo el

o

I have read the attached notes and warning and I declare that all the particulars given above are true and correct.

H[EF b 5% Signature of Applicant : ﬁ_l\@

Fi#pate: 18.01.2010

N ﬁJHJ{%,:Company chop

Jiagi 2l l%ﬁﬁﬁﬁﬁﬁi For Official Use only

Date Received Remarks/Additional Information

Officer Follow Up Action
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Notes to Approval Application of GMO for Environmental Release

@
(b)

(d)
(e
®
(&
(h)
0]

(b)
©

(d)

©

(8

Notes to Submitting the Application Form

Information should be written or typed in BLOCK LETTERS in English.

An application should be made for only one GMO. If there is more than one GMO, you should use additional application forms.

If additional space is needed, please continue on a separate sheet, which must be clearly labelled and included as appendices to the application form.
Unless otherwise indicated, all sections of this form must be completed for the application to be progressed.

A risk assessment report for the GMO should be submitted together with the application form

An application should be accompanied by the prescribed fee payable of 14,250 HK Dollars in cheque or cashier order.

Cheque should be made payable to “The Government of the Hong Kong Special Administrative Region”.

Any prescribed fee paid under this Ordinance is not refundable.

An application should be submitted together with supporting documents and the prescribed fee payable by mailing or in person to Biodiversity and Conservation

Division, Agriculture, Fisheries and Conservation Department, 6/F, Cheung Sha Wan Government Offices, 303 Cheung Sha Wan Road, Kowloon, Hong Kong .

Subsequent Procedures for the Approval Application

Within 90 days after receiving the GMO Approval Application, you will be issued a written Acknowledgement from the Director of Agriculture, Fisheries and

Conservation (the Director) confirming the receipt.
The Director will inform you the result of the application within 270 days by written notice.

Before the expiry of the 270-day period, the Director may extended that period with a written notice stating the duration of the extended period and the reason for the

extension.

The Director may, by written notice, require the applicant to provide additional information or supporting documents or to appear before the Director to provide any

clarification or answer any question raised.

The period from the date on the written notice to the date on which the additional information or supporting documents required is received by the Director, will be

disregarded from the 270-day period.
The approval to the GMO applies to all subsequent releases after it is entered in the GMO Register as an approved GMO.

The importing shipment containing GMOs for release into environment must be accompanied by proper documentation. Details of the documentation requirements

are available from AFCD upon request or from the website www.afcd.gov.hk/GMO.
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(b)

©

(a)

(b)

(©

@

(b)

©

(2)
(b)
(©)
(d)
(e)
®

(&)

Request for Variation of Decisions

If the Director refuses to approve a GMO for release into the environment or approve the release with conditions, you can apply for variation of decision on the

disapproval or to cancel or vary the conditions attached to the release, if there is:

1) a change in circumstances that may influence the Director’s assessment on the possible adverse biosafety effect of the GMO;

(ii) additional scientific or technical information that may influence the Director’s assessment on the possible adverse biosafety effect of the GMO.
The application for variation of decision must be made in the specific form (Application for Variation Request on GMO Approval Decision, AF992).

You can also appeal to the Administrative Appeals Board against the Director’s decisions on GMO approval applications, within 28 days after receiving notice of the

decision.

Withdraw of Application or Information/Document Provided

You may, in writing, withdraw the application at any time before the Director makes a decision. In such case, the process of the application will be ceased. The

records and documents containing the confidential information will be returned to you.

You may, in writing, withdraw any information or document provided for the purposes of the application at any time before the Director makes a decision. In such
case, the process of the application or request will continue as if the information or document had not been provided. The records and documents containing the

confidential information will be returned to you.

The withdrawal notice could be in the specific form (AFXXX)

Making of non-disclosure requests

The Director will enter all information submitted for the purposes of a GMO approval application or variation request, in the register within 14 days after receipt of it.

‘When providing the information, you could request the Director not to enter the submitted information in the register.
A confidential request should be made in the specific form (Application for Non-disclosure Request, AF991).

The request must not be related to the following information:

1) the name and address of the applicant;

(ii) a general description of the GMO;

(iii)  a summary of the risk assessment on the possible adverse biosafety effect of the GMO; and

(iv)  any proposed methods and plans for dealing with the possible adverse biosafety effect of the GMO in emergency circumstances.

Personal Information Collection Statement

The Information provided by you will be used for the processing of GMO approval application in this department.

The provision of personal data is voluntary. If you do not provide sufficient information, this department may not be able to process your application.
The said information of any part thereof may be supplied by this department to other government departments for investigation or statistics purposes.
The Information provided may be supplied to the Expert groups to seek advice on the approval application.

All non-confidential information will be entered in the Register and uploaded to the Biosafety Clearing House for inspection by members of the public.
Subject to exemptions under the Personal Data (Privacy) Ordinance, you have a right of access and correction with respect to personal data.

Request for personal data access and correction should be addressed to Conservation Biodiversity Division of Agriculture, Fisheries and Conservation Department.

Please also quote the reference number of the application/request in this department.
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7. Enquiries
Biodiversity Conservation Division
Address: 6/F, Cheung Sha Wan Government Offices,

303 Cheung Sha Wan Road, Kowloon

Tel: 2150 6918
Fax: 2314 2802
Website: http://www.afcd.gov.hk/GMO

E-mail:biosafety@afcd.gov.hk

Hotline: 1823
WARNING
1. A person who knowingly:

(2) releases an unapproved GMO to be released into the environment;

(h) imports an unapproved GMO for release into the environment;

(1) maintains the life of an unapproved GMO that is in a state of being released into the environment;

) causes an approved GMO to be released into the environment that not every condition for the approval of the GMO has been complied with

will be subjected to a maximum penalty of a fine of HK$100,000 and imprisonment for one year.

2. The Director of Agriculture, Fisheries and Conservation Department may at any time revoke the approval on the GMO if the GMO was approved as a result of false

representation of any fact made by the applicant or an unlawful act of the applicant.
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Genetically Modified Organisms (Control of Release) Ordinance
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Please read the attached notes before filling in this application form
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(c) Hfarlifu2s; Intended Place of Export
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(@) 7 %%EJ [ py MUY [R[VEREY] Description of the Nucleic Acid or the Modification Introduced
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Suggested Methods for the Safe Handling, Storage, Transport and Use of the GMO, Including Packaging, Labelling, Documentation, Disposal and
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RA LU I RZAT O e B (0 SR AR v A 2 A A B e 2 PR AR 1 SRR S RS 0 Bl o i RO AR SR IR
A SCPFEENAT ) “ R o A BRI s AR 7 B REEE A BRI UE AR 55417
YIRLTE AR, A AR SO A AR It T LU 2 LT g L4 A )
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the Result and Purpose of Any Notification Made to Competent Authorities of Other places Regarding the Export of the GMO to that Place
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9. B} Declaration

A4 BRI R BT R PR PR R R R -

I have read the attached notes and warning and I declare that all the particulars given above are true and correct.

il [’ﬁﬁ b §%4 Signature of Applicant : CHAN Tai-man | = F’J HI#Company chop

[ '# Date :

18.01.2010

i l@ﬁﬁﬁlﬁﬁﬁi For Official Use only

Date Received Remarks/Additional Information

Officer Follow Up Action
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L R EAcE
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Notes to Export Notice on GMO Intended for Release
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(b)

(d)
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(b)

(d
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(d)
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Notes to Submitting the Export Notice

Information should be written or typed in BLOCK LETTERS in English.

An Export Notice should be made for only one GMO. If there is more than one GMO, you should use additional Export Notice forms.

If additional space is needed, please continue on a separate sheet, which must be clearly labelled and included as appendices to the application form.
Unless otherwise indicated, all sections of this form must be completed for the application to be progressed.

All documents related to the Export Notice should be submitted by mailing or in person to Biodiversity and Conservation Division, Agriculture, Fisheries and

Conservation Department, 6/F, Cheung Sha Wan Government Offices, 303 Cheung Sha Wan Road, Kowloon, Hong Kong .

Procedures for the Export Notification
The Export Notice should be sent to the competent authority of the place to which the GMO is to be exported.

Within 14 days after sending the export notification, a person must send to the Director of Agriculture, Fisheries and Conservation (the Director) (i) a copy of the
notification and (ii) a declaration by the person that the copy is a true copy of the notification and the information contained in the notification is true and correct to

the best of the person’s knowledge and belief. The declaration must be in the specific form (Declaration for Export Notice on GMO Intended for Release, AFxxx).

Within 14 days after receiving an approval (whether or not with conditions attached) from the competent authority of the place to which the GMO is to be exported
for that export, a person must send to the Director (i) a copy of the notification and (ii) a declaration by the person that the copy is a true copy of the approval. The

declaration must be in the specific form (Declaration for Approval Notice on GMO Intended for Export and Release, AFxxx).

Section 2(a) and (b) do not apply if prior notification to the competent authority for exporting the GMO to the place is not required under the legal or regulatory

requirements of that place.

Section 2(c) does not apply if prior approval from the competent authority for exporting the GMO to the place is not required under the legal or regulatory

requirements of that place.

The exporting shipment containing GMOs for release into environment must be accompanied by proper documentation. Details of the documentation requirements

are available from AFCD upon request or from the website www.afcd.gov.hk/GMO.

Personal Information Collection Statement

The Information provided by you will be used for the processing of GMO approval application in this department.

The provision of personal data is voluntary. If you do not provide sufficient information, this department may not be able to process your application.
The said information of any part thereof may be supplied by this department to other government departments for investigation or statistics purposes.
The Information provided may be supplied to the Expert groups to seek advice on the approval application.

All non-confidential information will be entered in the Register and uploaded to the Biosafety Clearing House for inspection by members of the public.
Subject to exemptions under the Personal Data (Privacy) Ordinance, you have a right of access and correction with respect to personal data.

Request for personal data access and correction should be addressed to Conservation Biodiversity Division of Agriculture, Fisheries and Conservation Department.

Please also quote the reference number of the application/request in this department.
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4. Enquiries
Biodiversity Conservation Division
Address: 6/F, Cheung Sha Wan Government Offices,

303 Cheung Sha Wan Road, Kowloon

Tel: 2150 6918
Fax: 2314 2802
Website: http://www.afcd.gov.hk/GMO

E-mail:biosafety@afcd.gov.hk

Hotline: 1823
WARNING
1. A person knowingly export a GMO that is intended for release into the environment before (i) an export notification has been sent to the competent authority of the

place and (ii) the approval (whether or not with conditions attached) for that export has been received from the authority, will be subjected to a maximum penalty of

a fine of HK$100,000 and imprisonment for one year.

2. A person knowingly export a GMO that is intended for release into the environment without sending copies of export notifications, copies of approval notifications
and their declarations to the Director of Agriculture, Fisheries and Conservation within the required time limits, will be subjected to a maximum penalty of a fine of

HK$50,000 and imprisonment for half year.
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Written Notice on Release or Maintenance of Released GMO 7~
Genetically Modified Organisms (Control of Release) Ordinance
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Please read the attached notes before filling in this application form

1. ¥ ~ ¥¥H Information of the Person Making the Notification

(a) R " 1% £ Name of the Person Making the Notification (c) £)73 %‘—/%Eﬁ% Identity Card/Passport Number
Bﬁiﬁ? A123456(7)
d) 5 FL' 7 Telephone (e) {@H Fax
(b) {F\9H-Mailing Address
1234 5678 2345 6789
R CT ey 129 % o o

Email Address Chantaiman@xxx.com

2. ﬁ?{ﬁllﬁﬁﬂﬁﬂ[ﬂrﬁ (F' 328 %47 Zfl) Nature of this Notification (More than one options can be chosen)

0] (a TVF Tl FLNSAE S 30 Treleased a GMO

B (b) 7 & S /F :F'I e A(F,Jrﬁfﬁ}%}l',Flfj)q&%\pfful%ﬂygpf@ipﬂ;l;ﬁ; P

Before the commencement date, I maintained the life of a released GMO that was in a state of being released into the environment

[ (c) e s 17 el [ BLURL s RAE = A g [ﬂa'riﬁ EX]

During the transitional period, I maintain the life of a released GMO that is in a state of being released into the environment.

3. ngflgﬁfjﬁLWE&iﬁﬁ PoprE¥R| Information of the Released GMO

(a) %Lpdarjwaj :Vupfjfgjﬁj RpH | £ ® H Wa;;}a;i Priy ﬁﬁj'[ﬁﬁi N
GMO’s Commercial and Common Name Circumstances under which the GMO was Released
pBdt s

(b) FLI Llsr“ =+ PR GMO’s Identity

T

(c) Bt yb/ﬁ‘/:ﬁ IJ%E#“ Location of Release and/or Maintenance
%g?r”[ib Be \&ﬁF)J 123 5,;}:{45?& ) ﬁlﬁdai}ﬁ% PopuEiE Use of GMO
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(d) B/ gl‘/ R fl U] Date of Release and/or Maintenance

#2009 F

10 kR

(h) % ITFIUEL W“'TI'F—LH‘ PrpugyEl F&‘Fglﬁ
Quantity or Volume of the GMO Released

AR

(e) T /H5 T éﬂﬁﬁﬁ fii] Time of Release and/or Maintenance

T

() B L 2 Pt o 5 P
Any Other Information Relating to the Release of the GMO

12F

4. BBPH Declaration

0 SR R B R R L T

I have read the attached notes and warning and I declare that all the particulars given above are true and correct.

H[EFF b %% Signature of Applicant : CHAN Tai-man

2 fil ] Company chop F1iv]Date: 18.01.2010

e onlv

Date Received

Remarks/Additional Information

Officer

Follow Up Action
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Notes to Written Notice on Release or Maintenance of Released GMO
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Notes to Submitting the Written Notice

The use of this Written Notice form is for the transitional period only. “transitional period” means the 6-month period beginning on the date on which this

Ordinance comes into operation

Information should be written or typed in BLOCK LETTERS in English.

A notice should be made for only one GMO. If there is more than one GMO, you should use additional notice forms.

If additional space is needed, please continue on a separate sheet, which must be clearly labelled and included as appendices to the application form.
Unless otherwise indicated, please try to complete all sections of this form.

A notice should be submitted by mailing or in person to Biodiversity and Conservation Division, Agriculture, Fisheries and Conservation Department, 6/F, Cheung Sha

Wan Government Offices, 303 Cheung Sha Wan Road, Kowloon, Hong Kong .

Subsequent Procedures for the Notification

On receiving a notice, the Director of Agriculture, Fisheries and Conservation (the Director) may direct an authorized officer to enter, during reasonable hours, the place

or premises in or on which the GMO was released to dispose of the GMO; or direct you to dispose of the GMO.

If you have informed the Director of the release or maintenance of a released GMO, you are not prohibited from knowingly maintaining the life of the GMO that is in a

state of being released into the environment, during the period from the date of the notice to the date when the GMO is disposed of.

Besides informing the Director of the release or maintenance by written notice, you can also submit a GMO approval application in respect of the released GMO. You
are not prohibited from knowingly maintaining the life of the GMO that is in a state of being released into the environment, during the period from the date of the

application to the date when the decision on the application is entered in the register.

Personal Information Collection Statement

The Information provided by you will be used for the processing of the released GMO.

The provision of personal data is voluntary. If you do not provide sufficient information, this department may not be able to process your notification.
The said information of any part thereof may be supplied by this department to other government departments for investigation or statistics purposes.
The Information provided may be supplied to the Expert groups to seek advice on the processing of the released GMO

The information provided may be entered in the Register and uploaded to the Biosafety Clearing House for inspection by members of the public.

Subject to exemptions under the Personal Data (Privacy) Ordinance, you have a right of access and correction with respect to personal data.
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(g) Request for personal data access and correction should be addressed to Conservation Biodiversity Division of Agriculture, Fisheries and Conservation Department.

Please also quote the reference number of the application/request in this department.

4. Enquiries
Biodiversity Conservation Division
Address: 6/F, Cheung Sha Wan Government Offices,

303 Cheung Sha Wan Road, Kowloon

Tel: 2150 6918
Fax: 2314 2802
Website: http://www.afcd.gov.hk/GMO

E-mail:biosafety@afcd.gov.hk

Hotline: 1823

WARNING

1. If a person who has control of a GMO knows that:
(a) an approved GMO has been released without complying with any condition for the approval of the GMO, as set out in the register; or
(b) a GMO, which is not approved or is not a pharmaceutical product for use by human beings, has been released into the environment

but does not inform the Director of the release by written notice, will be subjected to a maximum penalty of a fine of HK$50,000 and imprisonment for 6 months.

2. Any information provided for the notification should be true and correct.
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USDA/APHIS Petition 96-051-01P for the Determination of Nonregulated Status for
Transgenic Sunset' Papaya Lines 55-1 and 63-1

Environmental Assessment and Finding of No Significant Impact
September 1996

The Animal and Plant Health Inspection Service (APHIS) of the U. S. Department of
Agriculture has prepared an environmental assessment before issuing a determination
of nonregulated status for two genetically engineered (transgenic) papaya lines
designated as Sunset' papaya lines 55-1 and 63-1. APHIS received a petition from
Cornell University and the University of Hawaii regarding the status of these
papaya lines as regulated articles under APHIS regulations at 7 CFR Part 340. APHIS
has conducted an extensive review of the petition, supporting documentation, and
other relevant scientific information. Based upon the analysis documented in this
environmental assessment, APHIS has reached a finding of no significant impact on
the environment from its determination that these lines of virus-resistant papaya
shall no longer be regulated articles.

John H. Payne, Ph.D. Acting Director Biotechnology, Biologics, and Environmental
Protection Animal and Plant Health Inspection Service U.S. Department of
Agriculture Date:
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I. SUMMARY

The Animal and Plant Health Inspection Service (APHIS) of the United States
Department of Agriculture (USDA) has prepared an Environmental Assessment (EA)
prior to making a determination on the regulated status of two genetically
engineered, virus-resistant lines of papaya (Carica papaya) designated as Sunset'
papaya lines 55-1 and 63-1. The developers of these papaya lines, the University of
Hawaii and Cornell University, believe that these papayas do not present a plant
pest risk, and therefore petitioned APHIS to make a the determination that these
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lines shall no longer be considered as regulated articles under APHIS regulations
(7 CFR Part 340). Under these APHIS regulations, the importation, interstate
movements and field tests of these papaya lines have required permits issued by
APHTS.

The transgenic Sunset' papaya lines 55-1 and 63-1 were developed to resist
infection by papaya ringspot virus (PRV), a major limiting factor in papaya
production. Sunset' papaya lines 55-1 and 63-1 were developed by using genetic
engineering (recombinant DNA) techniques to introduce the PRV coat protein (CP)
gene into papaya plants of the cultivar Sunset.' Incorporation of the PRV CP gene
into the papaya plant does not cause plant disease, but rather enables the papaya
plants to resist infection by PRV. The PRV CP gene was introduced into the papaya
as part of a genetic construct which also included two plant-expressible, genetic
marker genes, nptII and uidA (gus) (Line 55-1 contains both nptII and gus, whereas
line 63-1 contains nptII). These marker genes enable researchers to easily select
those plant tissues that have been successfully transformed with the genetic
construct. The construct was introduced into Sunset' papaya via a particle
bombardment technique.

From 1991 through 1996, APHIS has authorized the University of Hawaii to conduct
field tests with these lines of transgenic papaya. Prior to the authorizations for
field testing, APHIS prepared an EA that addressed issues pertinent to any plant
pest risks associated with a field test conducted under physical and reproductive
confinement. The previous EA did not address several issues relevant to the
unconfined growth of these transgenic papaya lines. In the course of considering
the current petition, APHIS has considered potential impacts of the unconfined
growth of the transgenic Sunset' papaya lines 55-1 and 63-1. APHIS has reached the
following conclusions:

1. The transgenic Sunset' papaya lines 55-1 and 63-1 exhibit no plant pathogenic
properties. Although plant pathogenic organisms were used in the development of

these papaya lines, these papaya plants are not infected with PRV, nor can they

incite disease in other plants.

2. Cultivation of the transgenic papaya lines 55-1 and 63-1 will not increase the
likelihood of the emergence of new plant viruses. In assessing the potential for
new plant viruses to appear, APHIS has carefully considered the biology and
epidemiology of the plant viruses that infect papaya, and has determined that the
unconfined cultivation of these transgenic papaya lines would be no different than
nontransgenic, PRV-infected papayas.

3. The transgenic Sunset' papaya lines 55-1 and 63-1 are no more likely to become
weeds than any other types of papaya. Papaya is not considered to be a weed pest,
and there is no reason to believe that the ability of these papayas to resist
infection by PRV will lead to them becoming weed pests.

4. The transgenic Sunset' papaya lines 55-1 and 63-1 will not increase the
weediness potential of any other cultivated plant or native wild species with which
they can interbreed. Transfer of the PRV-resistance trait from lines 55-1 or 63-1
to another Carica species, although unlikely, would not result in the resulting
offspring which are weed pests.

5. The transgenic Sunset' papaya lines 55-1 and 63-1 will not harm threatened or
endangered species or other organisms, such as bees, which are beneficial to
agriculture.

6. The transgenic Sunset' papaya lines 55-1 and 63-1 will not cause damage to
processed agricultural commodities.
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APHIS has also concluded that any new papaya varieties bred from transgenic papaya
lines 55-1 and 63-1 should not exhibit new plant pest properties, i.e., properties
substantially different from any observed for the papaya lines already field
tested, or those observed for papayas in traditional breeding programs.

Therefore, after review of the available evidence, APHIS concludes that the
transgenic Sunset' papaya lines 55-1 and 63-1 will be just as safe to grow as
papaya cultivars developed through traditional breeding practices. The cultivation
of these transgenic papaya lines should present environmental impacts that are no
different from those - associated with cultivating papaya varieties that are not
subject to regulation under 7 CFR Part 340 before they enter agriculture. Based
upon the analysis documented in this EA, APHIS has reached a finding of no
significant impact on the environment from its determination that the transgenic
Sunset' papaya lines 55-1 and 63-1 will no longer be considered regulated articles
under the regulations in 7 CFR Part 340.

II. BACKGROUND

Development of Papaya Lines 55-1 and 63-1. The transgenic Sunset' papaya lines 55-1
and 63-1 have been developed to resist infection by papaya ringspot virus (PRV).
The gene conferring viral resistance was introduced via recombinant DNA (genetic -
engineering) techniques rather than conventional breeding techniques. The
recombinant techniques enabled the developer to introduce a viral coat protein gene
from a mild strain of PRV into the genome of Sunset' papaya. Incorporation of the
PRV coat protein gene into papaya to yield the transgenic Sunset' papaya lines 55-1
and 63-1 does not cause plant disease, but rather enables the plants to resist
infection by PRV. The PRV coat protein gene was introduced into the papaya as part
of a genetic construct that also included the nptII and uidA (gus) genes which
serve as genetic marker genes. These marker genes are widely used in the
development of transgenic plants to enable researchers to easily select those plant
tissues that have been successfully transformed with a genetic construct that
includes the marker(s) and other genes of interest (A more detailed description of
the genetic constructs and other technical aspects of APHIS' review can be found in
the appended determination document that is hereby incorporated by reference). The
genetic construct containing the PRV coat protein gene and the marker genes was
introduced into Sunset' papaya tissue via a particle bombardment technique.

The transgenic Sunset' papaya lines 55-1 and 63-1 have been evaluated extensively
in laboratory, greenhouse, and field experiments to confirm that they exhibit the
desired agronomic characteristics and that they do not present a plant pest risk.
Researchers have evaluated these lines in field tests conducted continuously from
1991 to the present 1996 field tests. These field tests have been conducted under
APHIS permits which stipulate confinement of the transgenic plant material in
controlled agricultural settings.

APHIS Regulatory Authority. APHIS regulations at 7 CFR Part 340, which were
promulgated pursuant to authority granted by the Federal Plant Pest Act (7 U.S.C.
150aa-1503jj), as amended, and the Plant Quarantine Act (7 U.S.C. 151-164a, 1l66-
167), as amended, regulate the introduction (importation, interstate movement, or
release into the environment) of certain genetically engineered organisms and
products. A genetically engineered organism is considered a regulated article if
the donor organism, recipient organism, vector or vector agent used in engineering
the organism belongs to one of the taxa listed in the regulation and is also a
plant pest, or if there is reason to - believe that it is a plant pest. The
transgenic papaya plants described in this petition have been considered regulated
articles because DNA sequences incorporated into these lines were derived from
plant pests, specifically bacterial and viral plant pathogens (see appended
determination document for additional details).
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An organism is not subject to the regulatory requirements of 7 Part 340 when it is
demonstrated not to present a plant pest risk. Section 340.6 of the regulations,
entitled "Petition Process for Determination of Nonregulated Status," provides that
a person may petition the agency to evaluate submitted data and determine that a
particular regulated article does not present a plant pest risk and should no
longer be regulated. If the agency determines that the regulated article is
unlikely to pose a greater plant pest risk than the unmodified organism, APHIS can
grant the petition in whole or in part. As a consequence of determining
nonregulated status, APHIS permits are no longer required for field testing,
importation, or interstate movement of that article or its progeny.

ITI. PURPOSE AND NEED

APHIS has prepared this EA prior to making a determination on the status of Sunset'
papaya lines 55-1 and 63-1 as regulated articles under APHIS regulations. The
developer of these papaya lines, the University of Hawaii and Cornell University,
submitted a petition to USDA/APHIS requesting that APHIS make a determination that
Sunset' papaya lines 55-1 and 63-1 shall no longer be considered regulated articles
under CFR Part 340. This EA was prepared in compliance with: (1) the National
Environmental Policy Act of 1969 (NEPA) (42 U.S.C. 4321 et seq.), (2) Regulations of
the Council on Environmental Quality for implementing the procedural provisions of
NEPA (40 CFR parts 1500-1508), (3) USDA regulations implementing NEPA (7 CFR part
1b), and (4) APHIS' NEPA Implementing Procedures (7 CFR part 372; 60 FR 6000-6005,
February 1, 1995).

IV. ALTERNATIVES

No Action. Under the Federal "no action" alternative, APHIS would not come to a
determination that papaya is no longer a regulated article under the regulations at
7 CFR Part 340. Permits from APHIS would still be required for introductions of the
transgenic Sunset' papaya lines 55-1 and 63-1. APHIS might choose this alternative
if there were insufficient evidence to predict the lack of plant pest risk from
unconfined cultivation of papaya.

Determination That Papaya Lines 55-1 and 63-1 Are No Longer Regulated Articles.
Under the Federal action to render a determination that Sunset' papaya lines 55-1
and 63-1 are no longer regulated articles under the regulations at 7 CFR Part 340,
these papaya lines would be subject to the same regulatory oversight as papaya
cultivars that result from traditional breeding practices. As such, permits from
APHIS would no longer be required for introductions of Sunset' papaya lines 55-1
and 63-1 or their progeny.

V. AFFECTED ENVIRONMENT AND POTENTIAL ENVIRONMENTAL IMPACTS

This EA addresses potential environmental impacts from a determination that
transgenic papaya lines 55-1 and 63-1 would no longer be considered regulated
articles under APHIS regulations at 7 CFR Part 340. Previous EAs prepared by APHIS
in conjunction with the issuance of permits for field tests of have addressed
various attributes of these papaya lines. This EA discusses the genetic
modification of these papaya lines, the resultant phenotype, and the potential
environmental impacts that might be associated with the unconfined cultivation of
Sunset' papaya lines 55-1 and 63-1.

Additional technical information is included in the determination document appended
to this EA, and incorporated by reference. This includes detailed discussions of
the biology of papayas, the genetic components used in the development of papaya
lines 55-1 and 63-1, and the potential plant pest risks associated with a
determination that these papaya lines will no longer be regulated articles under 7
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CFR Part 340.

Potential for the Introduced DNA Sequences to Cause Disease in the Transgenic Lines
55-1 and 63-1. Although some DNA sequences used in the transformation process were
derived from bacterial and viral plant pathogens, these genes do not cause disease
in the papaya plant. Once inserted into the genome of the papaya plant, the
introduced DNA sequences are maintained and transmitted in the same manner as any
other DNA sequences within the plant. Papaya plants pass their genes to their
progeny by sexual reproduction that involves self pollination, or pollination of
other papaya plants or sexually compatible relatives.

The Sunset' papaya lines 55-1 and 63-1 were produced using a microprojectile
bombardment protocol to transform papaya with genes designed to confer resistance
to PRV. The PRV CP gene that confers this resistance was derived from a strain of
the virus originally isolated from infected papayas growing in Hawaii. Expression
of this PRV CP gene in the papaya does not cause plant disease, but rather confers
resistance to infection by PRV.

The introduced DNA that encodes the CP gene also has accompanying DNA regulatory
sequences that modulate the expression of the CP gene in the transgenic lines. The
DNA regulatory sequences were derived from plant pathogenic organisms: the
bacterium A. tumefaciens, cucumber mosaic virus (CMV), and cauliflower mosaic virus
(CaMV) . Although these regulatory sequences were derived from plant pathogens, the
regulatory sequences cannot cause plant disease by themselves or with the genes
that they regulate. During characterization of the performance of the transgenic
Sunset' papaya lines 55-1 and 63-1 in laboratory, greenhouse, and field
experiments, the plants exhibited the typical agronomic characteristics of the
parent papaya cultivar, with the addition of resistance to PRV infection.

Potential for the Appearance of New Plant Viruses. As mentioned above, papaya was
developed by engineering the viral coat protein gene of PRV into the Sunset' papaya
cultivar, a plant which is frequently infected by PRV. As part of its analysis,
APHIS evaluated whether the expression of this viral gene in these papayas might
present some unusual circumstances that could lead to the appearance of new plant
viruses.

In the course of the infection of a plant cell by more than a single type of virus,
it is possible for some of the constituents of the viruses to become mismatched.
Such occurrences can lead to recombination of the nucleic acid genome or a mixture
of the protein subunits (called transcapsidation), which comprise the coat of the
virus particle. It is theoretically possible for new plant viruses to arise in the
papaya through the recombination or transencapsidation, and APHIS considered this
issue carefully in making its determination. A technical discussion of this issue
is found contained in the determination document appended to this EA. After careful
consideration of the physical and biological properties of PRV, APHIS concludes
that it is unlikely that new viruses will arise as a consequence of the widespread
cultivation lines 55-1 and 63-1, because no other virus infects papayas in the
United States.

Potential Increased Weediness of Papaya Lines 55-1 and 63-1 Relative to
Traditionally Bred Papaya. APHIS evaluated whether the papaya itself is likely to
present a plant pest risk as a weed pest. The parent plant in this petition,
Sunset' papaya, 1s an agricultural crop plant that exhibits no appreciable weedy
characteristics. None of the standard texts and lists of weeds indicate that papaya
is regarded as a weed (Holm et al., 1979; Muenscher, 1980; Reed, 1970; Weed Science
Society of America, 1992).

The relevant introduced trait, resistance to infection by PRV, is unlikely to make
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the papaya into a weed. Before PRV infection became a commercial limitation for
papaya production, nonengineered Sunset' papaya cultivars were not considered as
weeds. Thus, there is no indication that resistance to PRV will result in papaya
becoming a weed pest (see the appended determination document) .

No other attributes of the transgenic papaya lines 55-1 and 63-1 suggest that they
are any more "weedy" than papaya cultivars that are the result of traditional
breeding. The transgenic Sunset' papaya lines 55-1 and 63-1 have retained the
agronomic characteristics of the parental Sunset' papaya.

Potential Impacts on the Free-Living Relatives of Papaya Arising From Pollination
by Sunset' Papaya Lines 55-1 and 63-1. APHIS evaluated the potential impacts that
papaya lines 55-1 and 63-1 might have on the free-living, sexually compatible
relatives of papaya. C. papaya is usually described as sexually incompatible with
other member of the genus. Initial steps have been taken to develop methods for
somatic hybridization of C. papaya with C. stipulata (Litz and Conover, 1979; Litz
and Conover, 1980) and with C. pubescens (Jordan et al., 1986), but no hybrid
plants have been regenerated to date. No Carica species is considered a weed, and
there is no evidence in the scientific literature to suggest that susceptiblility
to PRV is the factor that prevents these plants from being weed pests. Therefore,
it seems likely that even if the PRV-resistance trait could be transferred from
line 55-1 or 63-1 to another Carica species, the resultant offspring would not be
weed pests.

Potential Impacts on Nontarget Organisms, Including Beneficial Organisms Such as
Bees and Earthworms. APHIS considered the potential impact that papaya lines 55-1
and 63-1 might exert either directly or indirectly on organisms that are recognized
as beneficial to agriculture. APHIS concludes that there is no reason to believe
that the unconfined growth of papaya will pose any deleterious effects or
significant impacts on nontarget organisms, including beneficial organisms. The
coat protein expressed in papaya is not known to have any toxic properties. In
fact, this viral coat protein is routinely ingested by virtually all animals,
including humans, when papaya is - consumed. Naturally occurring infections of
susceptible papaya varieties result in concentrations of coat proteins far higher
than those that occur in the tissues of the transgenic papaya lines 55-1 and 63-1
(see the determination document) .

APHIS believes that the transgenic papaya lines will have no deleterious effects on
- organisms recognized as beneficial to agriculture (e.g., earthworms, honeybees) .
In addition, there is no reason to believe that the presence of these transgenic
papaya lines would have any adverse effect on other organisms, including any
species recognized as threatened or endangered in the United States.

Potential Impact on Processed Agricultural Commodities. Consistent with its
statutory authority which defines plant pests as those organisms which cause direct
or indirect damage to plants and plant products, APHIS evaluated whether papaya
lines 55-1 and 63-1 might indirectly harm plant products such as some agricultural
commodities. Analysis of the components and processing characteristics of Sunset'
papaya lines 55-1 and 63-1 lines reveal no differences in any component that could
have an indirect plant pest effect on any processed plant commodity.

VI. CONCLUSIONS

APHIS has evaluated information from the scientific literature as well as data
submitted by Cornell University and the University of Hawaii that characterize the
papaya lines 55-1 and 63-1. After careful analysis, APHIS has identified no
significant impact to the environment from issuance of a determination that papaya
lines 55-1 and 63-1 would no longer be regulated articles under APHIS regulations
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at 7 CFR Part 340.

APHIS has considered the foreseeable consequences of removing the transgenic
Sunset' papaya lines 55-1 and 63-1 from its regulation and reached the following
conclusions:

1. The transgenic Sunset' papaya lines 55-1 and 63-1 exhibit no plant pathogenic
properties. Although plant pathogenic organisms were used in the development of

these papaya lines, these papaya plants are not infected with PRV, nor can they

incite disease in other plants.

2. Cultivation of the transgenic papaya lines 55-1 and 63-1 will not increase the
likelihood of the emergence of new plant viruses. In assessing the potential for
new plant viruses to appear, APHIS has carefully considered the biology and
epidemiology of the plant viruses that infect papaya, and has determined that the
unconfined cultivation of these transgenic papaya lines would be no different than
nontransgenic, PRV-infected papayas.

3. The transgenic Sunset' papaya lines 55-1 and 63-1 are no more likely to become
weeds than any other types of papaya. Papaya is not considered to be a weed pest,
and there is no reason to believe that the ability of these papayas to resist
infection by PRV will lead to them becoming weed pests.

4. The transgenic Sunset' papaya lines 55-1 and 63-1 will not increase the
weediness potential of any other cultivated plant or native wild species with which
they can interbreed. Because no Carica species is considered a weed, transfer of
the PRV-resistance trait to any other Carica species, although unlikely, would not
result in the resulting offspring becoming a weed.

5. The transgenic papaya lines 55-1 and 63-1 will not harm threatened or endangered
species or other organisms, such as bees, which are beneficial to agriculture.

6. The transgenic Sunset' papaya lines 55-1 and 63-1 will not cause damage to
processed agricultural commodities.

APHIS has also concluded that any new papaya varieties bred from transgenic papaya
lines 55-1 and 63-1 should not exhibit new plant pest properties, i.e., properties
substantially different from those observed for the papaya lines already field
tested, or those observed for papayas in traditional breeding programs.

Therefore, after review of the available evidence, APHIS concludes that the
transgenic Sunset' papaya lines 55-1 and 63-1 will be just as safe to grow as
papaya cultivars developed through traditional breeding practices. The cultivation
of these transgenic papaya lines should present environmental impacts that are no
different from the impacts associated with other papaya varieties that are not
subject to regulation under 7 CFR Part 340 before they enter agriculture. Based
upon the analysis documented in this EA, APHIS has reached a finding of no
significant impact on the environment from its determination that the transgenic
Sunset' papaya lines 55-1 and 63-1 will no longer be considered regulated articles
under the regulations in 7 CFR Part 340.
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