Testing of the Guidance on Risk Assessment of Living Modified Organisms

#46 COMPLETE

Collector: BCH website (Website Survey)

Started: Wednesday, March 05, 2014 2:41:01 AM
Last Modified: Tuesday, April 01, 2014 8:22:30 AM
Time Spent: Over a week
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Q1: Type of submission:

PAGE 2

Q2: Name of the Party:

Q3: Person submitting this questionnaire:
Full Name:
Email Address:

Q4: Institution(s) or organization(s) that participated in the
testing:

Q5: Context in which the testing was conducted

Party

Belarus

Eena Makeyeva
E.Makeyeva@igc.bas-net.by, biosafety.by@gmail.com

Government authority(ies), Academic institution(s)

Group event(s) (e.g., workshop, training course, meeting)

Q6: Actual case(s) of risk assessment used in the testing: Note: Please enter the hyperlinks of BCH Risk Assessment
Records (e.g. http://bch.cbd.int/database/record.shtml?documentid=104904 and
http://bch.cbd.int/database/record.shtmiI?docum entid=104905) or other publicly accessible web pages containing the
technical and scientific data of the actual cases of risk assessment used in the testing.

Risk Assessment 1:

Risk Assessment 2:

Q7:In what language was the Guidance tested?

PAGE 3

Q8: Name of the other Government:
Q9: Person submitting this questionnaire:

Q10: Institution(s) or organization(s) that participated in the
testing:

Q11: Context in which the testing was conducted

Q12: Actual case(s) of risk assessment used in the testing:
Note: Please enter the hyperlinks of BCHRisk Assessment
Records (e.g. http://bch.cbd.int/database/record.shtmI?
documentid=104904 and
http://bch.cbd.int/database/record.shtml?
documentid=104905) or other publicly accessible web pages
containing the technical and scientific data of the actual
cases of risk assessment used in the testing.

http://bch.cbd.int/database/record.shtmi?
documentid=104904

http://bch.cbd.int/database/record.shtml?
documentid=104905

Other (please specify): English and Russian

Respondent skipped this question
Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question
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Q13: In what language was the Guidance tested? Respondent skipped this question
PAGE 4

Q14: Name of the organization: Respondent skipped this question

Q15: Person submitting this questionnaire: Respondent skipped this question

Q16: Institution(s) or organization(s) that participated in the Respondent skipped this question
testing:

Q17: Context in which the testing was conducted Respondent skipped this question

Q18: Actual case(s) of risk assessment used in the testing: ~ Respondent skipped this question
Note: Please enter the hyperlinks of BCH Risk Assessment

Records (e.g. http://bch.cbd.int/database/record.shtmI|?

documentid=104904 and

http://bch.cbd.int/database/record.shtmI?

documentid=104905) or other publicly accessible web pages

containing the technical and scientific data of the actual

cases of risk assessment used in the testing.

Q19: In what language was the Guidance tested? Respondent skipped this question

PAGE5

Q20: Would you like to submit an evaluation of the following Yes
section of the Guidance: Part I: The Roadmap for Risk
Assessment

PAGE 6

Q21: This section of the Guidance is practical.1

(no label) Agree
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022: Would you like to suggest improvements to this section to increase its practicality? If so, please indicate the line
numbers and explain which improvements could be made:

178-179 - The Guidance is w orked out in such a w ay that it is not prescriptive in character and is devoid of particular recipes and
prescriptive examples for assessing risks. The Guidance is rather difficult to be used as a training tool for unexperienced experts
therefore. It most likely is a good tool for already trained experts. Also w e propose to arrange terms in glossary in alphabetic order. Each
term should be described as full as possible in clear manner. So, w e w ould like to suggest the follow ing text for lines 178-179:

"...review ing risk assessment and as basic tool for developing training modules on risk assessment process (procedure)".

193 - We propose to make the follow ing correction: "...acceptable and/or manageable..."

199 - We w ould like that for simplicity of perception such concepts as "protection goals" and other ones w ere not only interpreted in the
section "Use of Terms" but also particular examples or references to the examples illustraiting w ell the concepts w ere given just after
the definition in the text.

453-456 - We think it is necessary to include information w herther target gene is expressed in a certain part of a plant (e.g. in tubers) or
in all the plant parts w ith indication of the expression level. It is desirable to include figures illustrating instrument readings, for example,
the gene expression level, insertion sites, copy number, PCR results, verifying stability and integrity of insertion. It is desirable also to give
references to analogous scientific research and tests, if any, or to indicate them as "know -how ".

519-522 - It would be fruitful to give an example of quantitative determination of uncertainty. The same thing could be made in the text of
lines 580-582.

2030-2031 - In our opinion, it is unfortunate w ording of the term "antagonism". We suggest to use the term w hich expresses an
ecological sense of this termrelevant to LMO and biodiversity, namely: "Antagonism - relationship of tw o (or more) species of alive
organisms w hen individuals of one species negatively influence on individuals of other species as competition for use of the same
ecological niche resulting in displacement (partly or in full) of competitors by one species".

2064-2065 - It is desirable to clarify the definition "cumulative effect". For example, the cumulative effect is the effect (impact), enhanced
as a result of a joint or repeated influence of LMOs or their products on the receiving environment. Effect of accumulated exposure.

209-211 - [JaHHOE pyKOBOACTBO HE HOCUT 00SA3aTEeNbHOro XapakTepa U NULLEHO KOHKPETHbIX YKa3aHU U NpeanmchIB atoLLmx Npumepos
OCYLLECTBJIEHMS OLEHKM p1CKa. B cuny aToro pykoBOACTBO JOCTaTOYHO TPYAHO UCMONb30BaTh B Ka4ecTBe cpeacTBa obyyeHus Ha
HayarnbHbIX 3Tanax NoaroToBKKu akcnepToB. Ckopee BCEro 3T0 XOPOLLUMA UHCTPYMEHT OJ15 YK€ NMOAroT OB fIeHHbIX akcnepToB. s
00yu4eHus, Ha Hall B 3rnsg, onMpasiCb Ha JaHHOE PYKOBOACTBO, crieayeT NoaroToBMUTb cneumnasnbHoe nocobre (yy4ebHbin moaynb) ¢
AeTarnbHbIM pasbsiCHEHMEM UCMONb3yeMbIX TePMUHOB. [M03TOMY npegnaraemM U3noXuTb CTPokn 21--211 B crnegytowen
peakuuu:"...oLeHOK PUCKOB UMK UX aHanu3e, a Takke UCMOMb30BaTb Kak OCHOBY Anst pa3paboTky obyyatoLyx Mogyfiel B pamkax
NPOB eAeHNst MEPONPUAT I MO CO34aHMI0 NOTeHLmana".

213-217 - na 6onee ACHOro NOHMMaHWs TEKCTa PYCCKOA3bIYHBIMU CNeupanMcTamu npeanaraem caenaTb B HEM CrieflyoLme NpaBKu:
"...K OLieHKe pMCKOB B OTHOLLeHUn Bcex Bunaos X WO n npegnonaraemoro UCnosnb30BaHns Ux B pamkax cepbl AeNCTBUSA U Lenu
MpoTokona. [JaHHbI JOKYyMEHT pa3paboTaH NperMyLIeCT BEHHO Ha OCHOB e NOMYyYEHHOro Y HaKOMMEHHOTO K HACT OsILLEMY BPeMeHN
onbiTa B 06rnacTu oueHok akornormyeckux puckoB XXM O, oTHOCAMXCS K CEMNMbCKOXO3ANCTBEHHBbIM PacT EHUSIM.

229 - BHeCTu crieqyoLLy 0 pedakLUMOHHY0 NpaBKy: "...OLUEeHMB aeMblvi PUCK NpUeMneMbIM W/ perynmpyemsiM..."

230 - BHecTun cnegytoLlyto peaakuMOoHHYH MpaBkKy: "...acnekT bl HeonpeaeneHHoCT . OLUEHKM PUCKOB CIy>XaT OCHOBaHWEM OJ1s1
NMPUHAT S peLLeHU B OT HoLlueHun XK N O".

237 - Ans npoCTOTbl BOCAPUSITUSA XOTENoCh Obl, YUTOObI Takne NOHATUS, Kak "uenu sawmtbl" 1 ap., Obinv He Tonbko noapobHee
00bsICHEHbI B pa3gene "M cnonb3oBaHne TEPMUHOB", HO U AaHbl KOHKPET Hble NpUMepbI MO0 CCbISKK Ha NPUMEpPbI, XOPOLLO

WINIIOCT pUPYOLLME JaHHbIE MOHAT WS, Cpasy Nocre NX UCMONb30BaHUsi B TEKCTE.

262 - BHeCTU crieqyoLLy 0 pedakUMOHHY 0 NpaBky:"...paccMmat pyBaemMon nHdopMaLumm, a Takke crnocoboB BbISIBNIEHNS Y ONUCaHKS
CTeneHeln HeonpeaeneHHoCTn..." (BblpaxxeHne "onncaHne BONpPOCOB HeonpeaeneHHoCcTn" 34ecb HEKOPPEKT HO. HeonpeaeneHHoOCT b
MUMEET BEepOSATHOCTHbIi XapaKTep, KOTOPbI MOXET ObiTb BbIpaXXeH CTEMNEHbI0 3TON HEONPeaeNeHHOCT ).

521-523 - [laTb npuMepbl K UCMOMb3yEeMbIM NMOHATUSIM.

627-628 - MprBECTU CCbISIKY Ha NpMMEpP NOCT POEHNSA KOHLENTYarnbHbIX MOAENEN NPy OLEHKE pUCKa.

643 - [pMBECTU CCINKY Ha NpUMep KOMMYEeCT B EHHOIO B bIpaXeHus BeposTHOCTW. To xe ana 716, 770.

549 - 553 - BKnounTb MHPOPMALIMIO O TOM, IKCNPECCUPYETCSH N LENeBOV reH B ONpeAeneHHoNn YacTn pacTeHns (Hanpuvep, B
KnyBHSAX) 1M BO BCEX YacTsIX pacTeHUsi C yKasaHneM ypoBHS akcnpeccun. XK enaTenbHo BKMIYUTb PUCYHKU, UINMIOCT pupyowpme
nokasaHusl NpMbopoB, HaMpYMep, ypPOBEHb 3KCNPECCUM, CalTbl BCTPanB aHus, YnCIo Konui, pesynbTatsl MNUP, noarsepxaatoume
CTabWnbHOCTb M LENOCTHOCTb BCTaBkU. XK enaTenbHoO AaTb CChINKM Ha aHarnorM4HbIe Hay4YHble UCCEAOB aHWs U UCMbIT aHWs, eCrn
TaKkoBble eCTb, UM YKa3aTb, YTO 3TO "Hoy-xay".

1100, 1101, 1102, 1103 - B gaHHbIX NpeanoxeHuax naet noBTopeHne. [ns pyCccKoa3blYHbIX CMEeUmMannucToB He MOHATHO, YTO Takoe
"aHTUNUTaTenbHble dakTopbl”. Mpeanaraem Mcnonb3oBaTb TEPMUH "aHTUMETabonuTbl", ICNONb3yeMblli B Py CCKOA3bIYHON
nmMTepartype.

2524, 2525 - o HaleMy MHeHUWI0 JaHa HeydavyHasa hopMyNMpoBKa NOHATMA "aHTaroHu3m". Mpeanaraem cregyowmi BapuaHT
pa3bsACHEHUs! TepMUHa, Kak MMetoLLero oT HolleHre K XK MO n GuopasHoobpasnio: "AHTaroHn3m - B3avmogencTBue AByx (1 6onee)
BWAOB XUB bIX OPraHN3MoB, NPy KOTOPOM 0COBU OOHOrO BuAa HeraTuBHO BMSIIOT Ha ocobeln Apyroro Buaa npy KOHKypeHumu 3a
3aHATME OOHOW U TOW XKe 3KOMOrMYECKON HULLIK, YaCTMYHO UIM NOSTHOCT b0 BbITECHSAS U3 HEE KOHKYPEHTOB".

2564-2565 - XK enaTenbHoO yTOYHUT b (OOPMYIMPOBKY TepPMUHA "KYMYNATUB HbIV acbdekT". Hanpumep, KyMynaTuBHbI 3pdeKT - 3To
adhcbekT (mencTBme), YCUNEHHBIN B pe3ynbTaTe COBMECTHOro 1M MHorokpatHoro gencteusa XK MO unm ux npoayktos B
NPUHMMaIOLLEN Ccpefe; HaKoMMeHNe U CyMMUPOB aHNE 3TOro AeiCTBUsi.

Q23: This section of the Guidance is useful or has utility.2

(no label) Strongly Agree
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Q24: Would you like to suggest improvements to this section Respondent skipped this question
to increase its usefulness/utility? If so, please indicate the

line numbers and explain which improvements could be

made:

Q25: This section of the Guidance is consistent with the Cartagena Protocol on Biosafety.3

(no label) Agree

026: Would you like to suggest improvements to this section to increase its consistency with the Protocol? If so,
please indicate the line numbers and explain which improvements could be made:

Moreover it should be noted that Article 15 of the Cartagena Protocol on Biosafety provides that risk assessment is conducted for
determining and evaluating potential adverse effects of LMOs not only on conservation and sustainable use of biological diversity but in
view of risk to human health. We w ould like to emphasize the importance of LMO risk assessment to human health and the necessity for
the maximum coverage of the issues w hich should be taken into consideration by experts w hen conducting such risk assessment. We
propose to develop a separate Guidance on the issues of LMO risk assessment to human health.

PykoBoacTBoO cornacyetcs ¢ KapTaxeHckum npoTokornom no 6uobesonacHocTu. BMecte ¢ TeM crneyet otmMeTutb, Yto B Cratbe 15
KapTaxeHckoro npoTokosa onpeaerneHo, YTo OLEHKa pyUcka NPOBOAUTCS C LeSbio onpeaenieHnst U OLEHKN BO3MOXHOMO
HebnaronpuaTHoro Bo3aenctBus XX MO He TonbKo Ha COXpaHeHWE 1 YCTONYMB Oe UCMONb30B aHne B1UONornyeckoro pasHoobpasus, HO 1
C y4eTOM pucka ansi 300poBbs YeroBeka. Mel XxoTenu 6bl OTMETUTb BaXHOCTb oLeHkM pucka XX MO Ha 300poBbe YenoBeka u
HeobX0AMMOCTb MaKCMMarnbHOro OCB ELLEeHMS BOMPOCOB, KOTOPble AOIMKHbI ObITh YUTEHbI 3KCNepTamMu Npu NPOBeAEHUN YKa3aHHOM
oLeHKK puckoB. MNpeanaraem paspaboTaTh oTAenbHoe "PykoBoacTB O No oueHke puckoB XX MO ans 3gopoBbs vyenoseka". Ctout
y4yecTb TOT ¢oaKT, YTO Nogen (obLecTBEHHOCTb) o4eHb BecnokouT npobnema BrmsHua MO MMEHHO Ha UX 300pOBbeE.

Q27: This section of the Guidance takes into account past and present experiences with LMOs.4

(no label) Strongly Agree

Q28: Would you like to suggest improvements to this section Respondent skipped this question
in order to better take into account past and present

experiences with LMOs? If so, please indicate the line

numbers and explain which improvements could be made:

029: Here you may provide further details to explain your answers in evaluating this section of the Guidance:

The general conclusion of the guidance testing: Road map is an integral and comprehensive guidance and a reference material to
concentrate experts' attention on main important issues w hich should be taken into consideration w hen conducting risk assessment and
w hich may be missed. For example, it is absolutely right that in lines 453-456 emphasis is put on both intentional and unintentional
genetic products, emergence and effect of w hich are frequently not taken into consideration.

OGN BbIBOA MO TECTMUPOBaHMo [LopoXKHOW KapTbl PYKOBOACTBA crieayowmii: [opoxkHas KapTa ABAeTCs LenocTHbIM U
BCE06BHEMIIOLLMM PYKOBOACTBOM U CMpaBOYHbIM MaTepuarioM Ans Toro, YTobbl aKLEHTPOBaTb BHUMaHNE 3KCMEepTOB Ha OCHOB HbIX
1 BaXKHbIX BOMpOCaXx, KOTopble HaZ0 Y4eCcTb NpU NPOB eAEHNN OLEHOK PUCKOB 1 KOTOPble MOryT ObiTb ynyLUeHbl. Tak, Hanpumep, B
cTpokax 552-553 oueHb NpaBUMbHO cAenaH akLUeHT Ha YPOBHW 9KCMPECCUN reHOB, a Takke Ha npeaHaMepeHHbIe 1
HernpeaHaMmepeHHbIe reHHble NPOAYKT bl, NMOSIBJIEHNE U B INSHUE KOTOPbIX YacTO HE NPUHUMAETCsl BO BHUMaHWe.

PAGE7

Q30: Would you like to submit an evaluation of the following No
section of the Guidance: Part ll: Specific types of LMOs or

Traits - Risk assessment of LMOs with stacked genes or

traits

PAGE 8

Q31: This section of the Guidance is practical.1 Respondent skipped this question

Q32: Would you like to suggest improvements to this section Respondent skipped this question
to increase its practicality? If so, please indicate the line
numbers and explain which improvements could be made:
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Q33: This section of the Guidance is useful or has utility.2

Q34: Would you like to suggest improvements to this section
to increase its usefulness/utility? If so, please indicate the
line numbers and explain which improvements could be
made:

Q35: This section of the Guidance is consistent with the
Cartagena Protocol on Biosafety.3

Q36: Would you like to suggest improvements to this section
to increase its consistency with the Protocol? If so, please
indicate the line numbers and explain which improvements
could be made:

Q37: This section of the Guidance takes into account past and
present experiences with LMOs.4

Q38: Would you like to suggest improvements to this section
in order to better take into account past and present
experiences with LMOs? If so, please indicate the line
numbers and explain which improvements could be made:

Q39: Here you may provide further details to explain your
answers in evaluating this section of the Guidance:

PAGE9

Q40: Would you like to submit an evaluation of the following
section of the Guidance: Part ll: Specific types of LMOs or
Traits - Risk assessment of LM crops with tolerance to
abiotic stress

PAGE 10

Q41: This section of the Guidance is practical.1

Q42: Would you like to suggest improvements to this section
to increase its practicality? If so, please indicate the line
numbers and explain which improvements could be made:

Q43: This section of the Guidance is useful or has utility.2

Q44: Would you like to suggest improvements to this section
to increase its usefulness/utility? If so, please indicate the
line numbers and explain which improvements could be
made:

Q45: This section of the Guidance is consistent with the
Cartagena Protocol on Biosafety.3

Q46: Would you like to suggest improvements to this section
to increase its consistency with the Protocol? If so, please
indicate the line numbers and explain which improvements
could be made:

Q47: This section of the Guidance takes into account past and
present experiences with LMOs.4

5/8

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

No

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question



Testing of the Guidance on Risk Assessment of Living Modified Organisms

Q48: Would you like to suggest improvements to this section Respondent skipped this question
in order to better take into account past and present

experiences with LMOs? If so, please indicate the line

numbers and explain which improvements could be made:

Q49: Here you may provide further details to explain your Respondent skipped this question
answers in evaluating this section of the Guidance:

PAGE 11

Q50: Would you like to submit an evaluation of the following No
section of the Guidance: Part Il: Specific types of LMOs or
Traits - Risk assessment of LM mosquitoes

PAGE 12

Q51: This section of the Guidance is practical.1 Respondent skipped this question

Q52: Would you like to suggest improvements to this section Respondent skipped this question
to increase its practicality? If so, please indicate the line
numbers and explain which improvements could be made:

Q53: This section of the Guidance is useful or has utility.2 Respondent skipped this question

Q54: Would you like to suggest improvements to this section Respondent skipped this question
to increase its usefulness/utility? If so, please indicate the

line numbers and explain which improvements could be

made:

Q55: This section of the Guidance is consistent with the Respondent skipped this question
Cartagena Protocol on Biosafety.3

Q56: Would you like to suggest improvements to this section Respondent skipped this question
to increase its consistency with the Protocol? If so, please

indicate the line numbers and explain which improvements

could be made:

Q57: This section of the Guidance takes into account past and Respondent skipped this question
present experiences with LMOs.4

Q58: Would you like to suggest improvements to this section Respondent skipped this question
in order to better take into account past and present

experiences with LMOs? If so, please indicate the line

numbers and explain which improvements could be made:

Q59: Here you may provide further details to explain your Respondent skipped this question
answers in evaluating this section of the Guidance:

PAGE 13

Q60: Would you like to submit an evaluation of the following No
section of the Guidance: Part ll: Specific types of LMOs or
Traits - Risk assessment of LM trees

PAGE 14
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Q61: This section of the Guidance is practical.1

Q62: Would you like to suggest improvements to this section
to increase its practicality? If so, please indicate the line
numbers and explain which improvements could be made:

Q63: This section of the Guidance is useful or has utility.2

Q64: Would you like to suggest improvements to this section
to increase its usefulness/utility? If so, please indicate the
line numbers and explain which improvements could be
made:

Q65: This section of the Guidance is consistent with the
Cartagena Protocol on Biosafety.3

Q66: Would you like to suggest improvements to this section
to increase its consistency with the Protocol? If so, please
indicate the line numbers and explain which improvements
could be made:

Q67: This section of the Guidance takes into account past and
present experiences with LMOs.4

Q68: Would you like to suggest improvements to this section
in order to better take into account past and present
experiences with LMOs? If so, please indicate the line
numbers and explain which improvements could be made:

Q69: Here you may provide further details to explain your
answers in evaluating this section of the Guidance:

PAGE 15

Q70: Would you like to submit an evaluation of the following
section of the Guidance: Part lll: Monitoring of LMOs
Released into the Environment

PAGE 16

Q71: This section of the Guidance is practical.1

Q72: Would you like to suggest improvements to this section
to increase its practicality? If so, please indicate the line
numbers and explain which improvements could be made:

Q73: This section of the Guidance is useful or has utility.2

Q74: Would you like to suggest improvements to this section
to increase its usefulness/utility? If so, please indicate the
line numbers and explain which improvements could be
made:

Q75: This section of the Guidance is consistent with the
Cartagena Protocol on Biosafety.3
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Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

No

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question

Respondent skipped this question
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Q76: Would you like to suggest improvements to this section Respondent skipped this question
to increase its consistency with the Protocol? If so, please

indicate the line numbers and explain which improvements

could be made:

Q77: This section of the Guidance takes into account past and Respondent skipped this question
present experiences with LMOs.4

Q78: Would you like to suggest improvements to this section Respondent skipped this question
in order to better take into account past and present

experiences with LMOs? If so, please indicate the line

numbers and explain which improvements could be made:

Q79: Here you may provide further details to explain your Respondent skipped this question
answers in evaluating this section of the Guidance:

PAGE 17

Q80: Would you like to submit an evaluation of the following No
section of the Guidance: Background Documents

PAGE 18
Q81: This section of the Guidance is practical.1 Respondent skipped this question
Q82: This section of the Guidance is useful or has utility.2 Respondent skipped this question
Q83: This section of the Guidance is consistent with the Respondent skipped this question

Cartagena Protocol on Biosafety.3

Q84: This section of the Guidance takes into account past and Respondent skipped this question
present experiences with LMOs.4

PAGE 19

Q85: Please use the space below if you wish to provide additional feedback regarding the testing of the Guidance on
Risk Assessment of Living Modified Organisms:

We w ould like to emphasize that testing w as prepared and conducted very thoroughly with experts’ involvement of the Parties from all
regions of the planet. Taking into account the fact that at present many countries have no sufficient experience in assessing LMO risks,
w e propose to conduct repeated testing of the Guidance w hen a rather large number of comments and suggestions w ill be accumulated
after practical application of the given Guidance.
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