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Pesrome

Hacrosimuii cipaBo4HbIN JOKYMEHT NPEACTABISAET TEPMUHBI OU00E30NACHOCTb
U Ouo3awuujeHHocms N pacCMaTPUBAET, KaK OHU YIOTPEOISIIOTCS M YTO OHU O3HAYAIOT
B Pa3HBIX KOHTEKCTax. I MOTOM paccMaTpuBarOTCs MPEABIAYIIHAE COTIIAIEHNS, TOHUMAaHUs
U TIPEIIOKEHHS IO OM00€30MaCHOCTH 1 OMO3AIIUIIEHHOCTH C IPEKHUX COBEIIAHUI
no Konsenuuu. B npunoxenue | (Toibko Ha aHTITHICKOM sI3bIKE) BKITFOUCHA KpaTKas
UH(pOpMaLKs O COOTBETCTBYIOIIUX BUAX JI€ATEILHOCTH, IPOBOJIUMBIX PSAAOM MEXITYHAPOTHBIX
Y PETHOHAIIBHBIX opraHu3aiuii. B mpunoxenun || (TONbKO Ha aHITTHICKOM SI3bIKE)
HEePeYHCIICHbl HCTOYHUKH JOTIOJHUTEIbHON TEXHUYECKON MHPOPMALIUH.
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l. Yro moapasymeBaeTcs 1moja 6M00e30MaCHOCTHIO M OM03AMMIIIEHHOCTHIO?

1.  Konnenuuu 6mo6e30nacHOCTH U OMO3aIIUIIEHHOCTH KacaloTCs CMEXHBIX, HO OTYETIUBO
pa3HbIX IpobsieM. broGezonacHOCT IpeacTaBiseT co00il YCTOABIIYIOCS KOHIENIIHIO C ITUPOKO
MPUHSITHIM CMBICIIOM M MEKIyHApOIHBIMU OPUEHTUPAMU OTHOCUTEIBHO TOTO, KaK ee
peann30oBaTh Ha MPAKTUKE HAa HAIMOHATFHOM YpOBHE. BHO3alUIIIEHHOCTS K€ SBISETCS
CPaBHHUTEIHFHO HOBBIM TEPMHHOM, M B 3aBUCUMOCTH OT KOHTEKCTA, B KOTOPOM OH yIOTpeOsieTcs
B HETO BKJIQJBIBACTCS PA3IMYHBIA CMBICTT.

bro6e30macHOCTD

2.  OOmee moHUMaHUE OUOOE30NaACHOCHU TIOYEPITHYTO U3 TPAKTUYECKOTO HACTABIICHHUS,
BBIMYIIIEHHOTO BeeMupHoO# opranusaiueil 31paBooXpaHeHns OTHOCUTENbHO METO/I0B

Ha TIpeIMET UCIIOIB30BaHus B tabopaTtopusix. PykoomcrBo BO3 mo mabopartopHoit
ounodesonacuoctu (PJIBB) paccmarprBaet 6M00€30MaCHOCTD KaK "TPUHIIHUITBI, TEXHOIOTHH

U CIIOCOOBI U30JISAIIUHU, KOTOPHIE OCYIIECTBIISIFOTCS C LIETBI0 MPEIOTBPATUThH HETPEIHAMEPEHHYIO
SKCIO3UIMIO MATOT€HaM U TOKCMHAM WJIA UX CIydailHOe BBICBO6O)KI[€HI/I€"1. PJIBb conepxut
9KCIIEPTHOE HACTABIIEHUE O TOM, KaK OCYIIECTBIISITH COOTBETCTBYIOLINE MPUHIUIIBI, TEXHOJIOTUN
u cnocoObl. BO3 nmoOy»kaaeT Bce rocyaapcTBa paccMaTpUBaTh TaKUE MOHATHS IPU pa3padboTKe
U YIIPOYEHUH HAIIMOHAIBHBIX PErJaMeHTAllMOHHBIX peXXUMOB. U Torna MexayHapoaHoe
HACTABJICHUE YBS3bIBACTCS ¢ KOHKPETHBIMU HAIIMOHAJLHBIMU TPeOOBaHUSAMH. Takue MOHSTUS
OTIIMYAIOTCS COTTIACOBAHHOCTHIO IO BCEM CEKTOPaM 3/IpaBOOXpaHEHUs, 300- U (PUTOCAHUTAPHH,
U TecHOe coTpyaundecTBo Mexay BO3, DAO nu MOb criocoOcTByeT pazpaboTke
COOTBETCTBYIOIIMX HACTABICHUI 1 MOHUMAaHHIA.

3.  buob6e3onacHOCTh KOPpEIUPYET C 00s13aTeIbCTBOM 0 KoHBEHITMN 00€cIieunBaTh
MIPUHATHE HEOOXOAMMBIX MEP MPETOCTOPOKCHHOCTH Ha MPeAMET 0€30MacHOCTH MPH
MIPOBEICHUH BUIOB JICSITEIILHOCTH, He 3amnperieHHsx KbO, B 11e1sax 3ammTsl HaceaeHus
u okpyxaromieit cpenpl. (CM. pa3iesn o MpeabIIynuX COrAlIeHUIX, TOHUMaHHUIX

U MPEITIOKCHHSIX HUXKE.)

bro3amuIeHHOCTh

4.  TepmuH OMO3AIIUIIEHHOCTH HOCUT O0JIee CIOXKHBINA XapakTep, 00 B pa3HBIX KOHTEKCTaxX
. 2

OH MOXET UMETh pa3Hblil cMbica. CornacHo HactaBieHuto BO3%, aTo nonstue ¢purypupyet

OJIHOBPEMEHHO B paMKax Pa3JIMYHBIX MPOIIECCOB, U B KAXKJIOM U3 HUX OHO YIOTpeOisercs

1 BO3, "PykoBoncTBO 10 TabopaTtopHOH OnoOe30macHOCTH", TPEThe U3TaHuE,

http://www.who.int/csr/resources/publicationg/biosafety/ WHO_CDS CSR_LYO_2004 11/en/.
2 BO3, "Vupasnenue 6uopuckamu: PykoBocTBoO 1o abopaTopHoii 6uodesomnacHocTu”, centsops 2006 roaa,
http://www.who.int/csr/resources/publications/biosafety/ WHO_CDS EPR_2006_6.pdf
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no-pazHomy. B ycnoBusx KbO oHO Oonbiieii 4acThi0 ynoTpeOaseTcs M1 CChUIKU Ha
MEXaHHU3MBI C 1IeJIbI0 YCTAHOBUTD U MOACPKUBATH 3AIIUIEHHOCTh U MOJHAI30PHOCTh
MaTOTEHHBIX MUKPOOPTaHU3MOB, TOKCHHOB M COOTBETCTBYIOIIUX PECYPCOB, KaKk 00CYXK1a10Ch
B xoJ1e coBemntanuii mo Konsennuu B 2003 roxy.

5.  Tepmun 6uozawuwenHocms, TO-BUAUMOMY, HE UMEET CTAaHIAPTHU3UPOBAHHOTO
CMBICJIA TT0 CEKTOPaM 37paBOOXpaHEHUs, 300- U (putocaHuTapuu. B BeTepI/IHapHBIX3

W CENbCKOXO3SHCTBEHHBIX chepax 3TOT TEPMHUH CTaJl 0003HAYATH 3AIUTY OMOJIOTHUECKUX
PECYPCOB OT UYKEPOIHBIX WU MHBA3UBHBIX BHJIOB.

6.  Uro ke KacaeTcsl KOHHOTAIMI OMO3alMIIEHHOCTH B YCIOBHUSIX OOIIECTBEHHOTO
3/IpaBOOXPAHEHUs, TO TYT OHH Oyrke cooTHocATcs ¢ KBO. B mpeaucioBun k TpeTbeMy
n3nanuto PJIBB, Beimymennomy B 2004 roy, oTMedaeTcs, 9To B cepe 00mecTBEHHOTO
3/IpaBOOXPAHEHUs, OMO3aIIMIIEHHOCTh KacaeTcs "'3allUuThl MUKPOOHOJIOTHYECKHX PECYPCOB

OT XHIICHHUS, yTPaThl WJIA NIEpPEHAINIPaBICHHS, KOTOPBbIE MOTJIM ObI MPUBECTH K HEHAIICKAIIIEMY
MCIIOJIb30BAHUIO STUX areHTOB, YTOOBI MPUYMHHUTD BPEI OOIECTBEHHOMY 3]PaBOOXPAHCHHIO".
B pamkax BO3 npoo/mkaroT pa3BepThIBATHCS YCHIIHS C 1IENBbIO TUBGepeHITMpoBaTh 3TOT
KOHKPETHBIN CMBICJ M TPUMEHEHHS OMO3aIUIIICHHOCTH B MHOM KoHTekcTe. B 2006 roay, kornma
BO3 BhITycTHIIAa CBOKO TIEPBYIO CHEITHATM3UPOBAHHYIO IMyOJUKAIIMIO B BHJIE PYKOBOJICTBA I10
3TOMY Bonpocy5, 9Ta (pasa crajia 3BydaTh Kak JadOpaTopHas OMO3aIIUIICHHOCTb.
JlaboparopHasi OMO3aIIUIIICHHOCTh ONMCHIBAET "'3aIMTY, KOHTPOJIb U YIETHOCTh IICHHBIX
OMOJIOTHYECKUX MaTepHan036 B paMKax J1a00opaTopHid, C TEM YTOOBI TPEIOTBPATUTH

WX HECAaHKIIMOHUPOBAHHYIO JIOCTYITHOCTD, IOTEPIO, XUIIICHUE, HEHAIeXKAIlee UCITOIh30BaHuE,
NIepeHaIpaBICHUEe WK MPETHAMEPEHHOE BHICBOOOXK IeHUE .

7.  Takue MOHATHA HE OTPAHUYUBAETCS TAOOPATOPHUSIMHU, & PACTIPOCTPAHSIIOTCS
U Ha MHOKECTBO JPYTUX 00BEKTOB, pa0OTAIOIIUX C pECypcaMu, KOTOPhIE MOTIIH ObI ObIThH

3 . .
Hanpumep, rinoccapuii HactaBnennss DAO 1o 6a30Boii 1abopaTopuu AJsl MAIOMACIITAOHOTO TIPOU3BO/ICTBA

Y MCITBITAHVSI BaKIUHEI |-2 OT HBIOKACJICKOH OOJIE3HU paccMaTpUBACT OMO3AIIMIICHHOCTh KakK "'MepHhl

MPEI0CTOPOKHOCTH C LENBI0 CBECTH K MUHUMYMY PUCK MHTPOIYKIUH HH(EKIIHOHHOTO areHTa B MOMYJISIUI0".

Hamnpumep, rmoccapuii HOBO3€1aHICKOTr0 NapJaMEHTCKOI0 KOMHCCapa 10 OKpY»KarolLlel cpelie paccMaTpUBAET
0MO03alIMIIEHHOCTh KaK "UCKIIIOUeHNE U HICKOPEHEHUE BPEANTEINEH U HeXKeJIaTEebHBIX OPraHU3MOB U 3 (eKTHBHOE
ynpasienue umu B Hosoit 3enanaun”. http://www.pce.govt.nz/reports/pce_reports glossary.shtml
> BO3," Ympasienne 6HoprcKamMi: PykoBOACTBO 10 abopaTopHoii 6robesomacHoctn” , ceHTsiops 2006 rosa,
http://www.who.int/csr/resources/publications/biosafety/ WHO_CDS EPR_2006_6.pdf

® Ilennsie Guonoruueckne matepuans (LIBM) B JaHHOM KOHTEKCTE 03HAYAIOT "GHOTOTHUECKHE MATEPHAIIBI,
KOTOpBIE TPeOYIOT (B 3aBUCUMOCTH OT UX BIIaJeJbLEB, I0Jb30BaTeNeH, XpaHUTEIIeH, HOCUUTENICH I
PEryIHPYIOLIMX OPraHOB) aIMHHUCTPATHBHOTO HA30pa, KOHTPOJIS, yYETHOCTH M CIICLIU(PHISCKIX MepP 3aIlUThI
¥ MOHHTOPHMHTI'A B JJaOOPaTOPHAX, YTOOBI 3AIUTUTh HX IKOHOMUYECKYIO H HCTOPUYECKYIO (apXHMBHYIO) LIEHHOCTh
W/MIIN HaceJICHHE OT MX BPEIOHOCHOTO noTeHImana. [{bM MoryT BKIIO9aTh HaTOreHbl M TOKCHHBI, a TaKKe
HeraToreHHbIe OPraHN3Mbl, BAKLIIUHHBIE IITaMMBbI, IPOYKThI, FEHETHYECKH MOTU(PHUIIMPOBAHHBIE OPTaHU3MBbI
(TMO), kieTo4YHbBIe KOMITIOHEHTHI, TCHETHYECKUE DIIEMEHTHI i BHE3EMHbIE 00Pa3IIbl.
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WCITOJTB30BaHHbI B 1ENsIX, 3anpemaeMbix Konsennueii. OOCP, nampumep, paspadoraina
PYKOBOJISIIIIAE MMPUHIIAIIBI TT0 HAVUTYYIIICH HpaKTI/IKe7 B OTHOIIIEHHH OHMO3aIUIIEHHOCTH

Ha BCITIOMOTaTeNIbHBIX 00beKTaxX (IEHTPBI OMOIIOTHIECKHUX pecprOB)S. B »TOM KOHTEKCTE
OMO3aIUIIICHHOCTh 03HAYAET " OPraHU3allMOHHbIC ¥ HHANBUIYaTbHbIE 3aIITUTHBIC MEPbI

Y TIPOLICTYPhl, MPU3BAaHHBIE IPEIOTBPATUTh YTPATy, XUIIIEHNE, HEHAIeKAIEee UCII0JIb30BaHNE,
YTEUKY WIH NIpeaHAMEPEHHOE BBICBOOOXKICHHE MTaTOTC€HOB MIIM WX YacTeH

Y TOKCHHOTIPOIYIIUPYIOIIUX OPTraHU3MOB, a TAaK)Ke TaKMX TOKCMHOB, KOTOPBIE COJIepKaTCs,
nepeaaroTCs U/UIN MOCTABIISIOTCS [IEHTPaMU OHOJIOTHYECKUX PECYPCOB".

Jluddepernmars Mexxay 0Mo0e30IaCHOCTRIO U OMO3alIHIIIEHHOCTHIO0

8. Ha cosemanusax no KbO B 2003 roy oauH aenerat, 9ToObI TOMOYb Y4aCTHUKAM
IIPOBECTH pa3rpaHUUCHUE MKy MPoOIeMaMu OM00e30IaCHOCTH M OMO3aIIMIIEHHOCTH,
HCIIOJIb30BaJl BOT KaKyI0 HEXUTPYIO (POPMYIHUPOBKY:

bro6e30macHOCTh 3aluUIIaeT JIFACH OT MUKPOOOB — OMO3alTUIIICHHOCTD K€ 3aIIUIIAET
MHUKPOOOB OT JIFOJIEH.

XOTs 3TH 33J1a4¥ COOTHOCSTCSI MEXAYy co00i 1 00e cBsi3aHbl ¢ KOHBEHIMEH, HX 11eTTH
COXPaHSIOT OTJIUYHBIA XapakTep. A B pe3yibTaTe KOHICIIINA OMO3alTUIIICHHOCTH OTIMYA0TCS
OT KOHIIeNIui Ornobe3omacHocTH. [101X0/bl, HCTIONIb3yeMble IS UX JOCTHXKECHHUS, 3a4acTYIO
AQHAJIOTUYHBI WJIM B3aUMHO MOJIKPEIUISIOT IPYT APYTa, HO B HEKOTOPHIX CIIyYasX OHU MOTYT U
BCTyNaTh B KOJUTH3UI0. OOIIUi mpuMep KOJUTU3UHU UMEET MECTO B CBS3H C TIEPEBO3KON OMACHBIX
MaTOTEHOB. B MHTEpecax OM00e30MacHOCTH TaKHE MaTOTeHbI HAICKHUT Y€TKO MapKUPOBAThH
B X0JI¢ TPAaHCIIOPTUPOBKH, & BOT C TOUKH 3PCHHS OMO3AIUIIIEHHOCTH MAPKUPOBKA OTTPYKaeMbIX
MaTOT€HOB MOXET TOBBIIIATh PUCK XUIIICHHUS WM ITepEHaIpaBICHUS.

1. Tlpeabiayuiue corJiameHusi, TOHUMAHUS U MPEIJI0KEHHsI

brobGe3onacHocts 1 KoHBeHIIMS

9.  buobGe3omnacHOCTh CBsi3aHa C ESIMH U 331a4amMu KOHBEHIINH, U 3Ta KOHIICTIIUS
AKCIUTHITUTHO yroMsiHyTa B ctathe ||. JlaHHas ctaThs TpeOyeT OT rocyaapCcTB-yUaCTHHKOB
"YHUYTOKUTH WM TIEPEKITIOUYNTh Ha MUPHBIE IIeJH JTF000e OMOJIOTHYECKOe OPYXKHUE, KOTOPOE

PyxoBomsue mpuaItnnel OOCP 1o HanTydmie mpakTUKe B OTHOIICHUN OH00E30TIacHOCTH IS IICHTPOB
ononornueckux pecypcos, 2007 ro.
http://www.oecd.org/document/36/0, 3343, en_2649_34537_38777060_1_1_1 1, 00.html

Bronornyeckue ucciae0BaTeNbCKUE HEHTPHI BKIIOYAIOT: MTOCTABIIMKOB YCIYT M XPAaHHJIHIIA KHUBBIX KIIETOK,
TE€HOMOB OPTaHU3MOB U MH(OPMAIMH, UMEIOLIeH OTHOLLIEHNE K HACIECTBEHHOCTH U (PYHKIMAM OHOJIOIMYECKUX
CHCTEM.
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OHM MMEIOT, U YKa3bIBAET, YTO MPHU OCYIIECTBICHUH 3TOT0 TPEOOBAHHUS " TOJDKHBI OBITH TPHHSITHI
BCE HEOOXOUMBIEC MEPHI MPEOCTOPOKHOCTH C LIEIbIO 3al[UThl HACEJICHUS U OKPYIKaIoMIeh
cpensr .

10. Tlocnenyromue 0630pHBIC KOHPEPEHIIMH COTIACHIINCH, YTO "TOCYAapCTBa-YIaCTHUKH
JIOJDKHBI TPUHUMATh BCE HEOOXOIUMbIE MEPBI IIPEIOCTOPOKHOCTH C IIEIIbIO 3aIUThI HACEICHHUS
¥ OKPY’KAIOLIeii CPe/Ibl B CBS3HU C ACSTEILHOCTBIO, He 3anpemenHoii Konpenuueir"®. Tem cambiM
JTAHHOE MTOHMMaHUEe PacIpOCTPaHWIO TpeOOBaHNE B OTHOIICHUU Mep OM00E30MacHOCTH

C IeSATENILHOCTH 110 YHHUTOXKEHHIO U TIepeHAaInpaBJIeHuIo 10 ctatke || Ha Bce BUIBI
NeSITeTLHOCTH, He 3anpeniaeMoii KoHBeHIueH, BKITrovast BCe BHJIbI MUPHOM HAy4YHO-
TEXHOJIOTUYECKOH EATETLHOCTH B chepe HAyK O KH3HH, a TAKKE T€, KOTOPBIC IPECICAYIOT

3allIUTHBIC 1 HpO(bI/IJ'IaKTI/I‘IeCKI/IC Ociau.

buosanmmmennocts 1 KoHBeHINSA

11. Kosxnenmuu 6uo3ammuineHHocTH o KoHBeHIIMN pa3BUTHI COTIIACOBAHHO Kak 1o crathe |1,
Tak u 1o craree V.

12. Bropas, TpeThs U YeTBepTast 0030pHBIC KOHPEPEHIIMN OTMETHIIH 'BaXKHOCTb. ..
3aKOHOJIATENLCTBA O (PU3MUYECKON 3alIuTe TA00PATOPUIl U OOBEKTOB C LENBIO MIPEIOTBPATUTH
HECAHKIIMOHMPOBAHHBIN JIOCTYII K MMATOTEHHBIM U TOKCUYHBIM MaTepuaiaM U X
HECAHKIHOHMpoBaHHoe H3bstie” . [llectas oG30pHas KoHbepeHums npussana

"K COOTBETCTBYIOIIIMM MepaM CO CTOPOHBI BCEX TOCYIapPCTB-YIaCTHUKOB C IENIbI0 00ECTICUnTh,
YTOOBI OMOJIOTHYECKUE areHThl U TOKCHHBI, IMEIOIIIE OTHOIIeHNEe K KOHBEHIIMH, 3aIIUIIATICh
U cOeperaiuch, B TOM YUCIIE 33 CUET MEP KOHTPOJIS 3a JIOCTYIIOM K TAKHM areHTaM U TOKCHHAM

1
W 3a 00pallleHueM ¢ HUMH'' .

13. lecras o630pHas Kondepenuus takke npusBaia rocy1apcTBa-y4acTHUKH

"MPUHSATH, B COOTBETCTBUHU C MX KOHCTUTYIIMOHHBIMH MPOIIeIypaMH, 3aKOHOIaTeIbHbIE,
aJIMUHHUCTPATUBHBIC, CyZeOHbIE U MHbIE MEPHI, BKIIOUYas YTOJIOBHOE 3aKOHOIaTEIbCTBO,
pU3BaHHBIE. .. 00eceynBaTh 0€30MaCHOCTh U 3AIIUIIEHHOCTh MUKPOOUOIOTHYECKUX

WIH IPYTUX OMOJIOTHYECKHUX areHTOB WM TOKCHHOB B J1a00OpaTOpUsX, Ha 00BEKTaX WU B XO/I€

® BakmounTenbHbI TOKYMEHT TpeTheil 0030pHoit Kondepenrmm, BWC/CONF/I11/23, cratss |, myHkr. 5.
10 BaksrounTenpHEI JoKyMeHT BTOpOii 0030pHOit Kondepermmu, BWC/CONF.11/13, cratss 1V, nynkr. 4 (b),
3aKIIIOuUTEeNbHBIN JOKyMEHT TpeTheit 0030pHoit Kondepenunu, BWC/CONF/I11/23, cratest IV, nyukr. 3 (b),

3aKIIFOYUTENBHBIN JOKyMEHT YeTBepToi 0030pHoii Kondpepenuuun, BWC/CONF.1V/9, crates 1V, nyukr. 3 (b).

" BakTrounTeNBHEIH JOKYMEHT mecToil 0630pHoit Kondepenmun, BWC/CONF.VI/6, ctatss |11, myHkr. 9.
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TPAaHCIIOPTUPOBKU C LCJIBIO ITPCAOTBPATUTD HecaHKI_[I/IOHI/IPOBaHHHﬁ AOCTYII K TAKUM arcHTamMm

WJIM TOKCHHAM U UX U3baTHe" 2

14. Cogemanue rocynapcts-ydacTHUKOB 2003 rojga coriacuiaoch ¢ IEHHOCTHIO
"BCEOOBEMITIONINX U KOHKPETHBIX HAIIMOHAJIBHBIX MEP C IEJIbI0 00€30MacuTh NaTONCHHBIC
KOJUISKIIMK U KOHTPOJIMPOBATh UX MCIIOJIb30BAHKE B MUPHBIX IIeIAX. MMeno mecto obiiee
MpHU3HAHKE [IEHHOCTH MEpP M MPOoLeyp OMOCOXPAHHOCTH, KOTOpPhIE Oy IyT 00ecIeYrnBaTh
HEJIOCTYIMHOCTh TAKMX OIMACHBIX MAaTEPHUAJIOB JUIS JIUIl, KOTOPbIC HMEJIH OBl BO3MOXKHOCTD HJTH
OBLIM OBbI CITOCOOHBI HEHATISKAIUM 00Pa30M HCITOJIB30BATh UX B IEJIAX, IPOTHBOPEYAIIINX
Konpenmuu". CoBenranue Takke Mo J4epKHyII0 "HEOOX0IUMOCTh pealli3aliuu ACHCTBUN

Ha HAIIMOHAIBHOM YPOBHE B PycCJie HX 00s3aTelIbCTB U 00S3aHHOCTEH M0 YKPEIUICHHUIO

u ocyiectBiacHuo KonBenmuu. ['ocymapcTBa-ydacTHUKH COTJIACHIINCH C 3TOM MEJIbIO
OTHOCHTEJIBHO IEHHOCTH. .. pa3dop[a] u mpu HEOOXOAMMOCTH BBEJACHH[ 5| MM aKTyaau3alu[u]
HAI[MOHAJBHBIX MPABOBBIX, B TOM YHCIIE PEriIaMEHTAI[MOHHBIX U YTOJOBHBIX, MEp, KOTOPbBIE
obecnieurBaii OBl 3 (HEKTUBHOE OCYIECTBICHHE 3anpelieHuid Mo KOHBEHIIMK U yITPOYUBAIH

13
3 PEeKTUBHYIO COXPAaHHOCTh MATOTEHOB M TOKCHHOB' .

15. Cogemanue rocynapcts-ydacTHUKOB B 2007 roay, KOTOpOE pacCMOTPENO pa3IndHbIC
aCIIeKThI HAIIMOHAIBHOTO OCYIIIECTBIICHUS, COTIIACHIIOCH 'C BAXKHOCTBIO PETYIISIPHBIX
HAIIMOHAJLHBIX 0030POB MPUHATHIX MEP, B TOM YHUCIIE 32 CYET... OOHOBIICHHSI CITUCKOB areHTOB
U 000PY/IOBaHMSI, UMEIOIINX OTHOIICHUE K PEKUMaM 0e30MaCHOCTH, 3alTUIIEHHOCTH

14
U mepemadn’ .

[IpexHre TpeUIOKSHUS 10 OMO3aINIIEHHOCTH

16. U mosTOMy HBIHEIIHHE COTJIAIICHUS U TIOHUMAHHUs OXBaThIBAIOT JKEJIATEILHOCTh MEP
OMO3aIIUIIICHHOCTH, UX MpeHa3HaYeHne, HEOOXOAMMOCTh 00SCIICUNBATh JCHCTBEHHOCTh
OTEUYECTBCHHBIX MEp, a TAK)KE MEXaHU3M ]ISl 0030pa U YIIPOUYCHHS HBIHEIITHUX TPOLICIYP.
[TpemoxkeHus1, BBIIBUHYTHIC OTACILHBIMH FOCYIapCTBAMHU-YIACTHUKAMH B X0JI€ COBEIAHUI
2003 roga o KBO, TecHO COOTHOCSTCS C STUMU IOHUMAHUSIMU U OXBAaTBIBAET 00beM

U codepoicanue Mep OUO3AIIHUIIEHHOCTH, a TAK)KE CPEJICTBA YHPOUCHUS OMeHeCmE8eHHO20
compyonuyecmaa. ITH MPEIIOKESHUS He OBUTH PACCMOTPEHBI HIIM O(PHUIIMATBLHO MPUHATHI
COBCIIAHUSAMH U TIOITOMY HE UMEIOT O(HUITHAIBHOTO CTaTyca; OHU OBUTH PacpOCTPaHCHBI

B TOKyMeHTe 3aja 3acenanuii oT 14 nHosiops 2003 roga, moaAroToBIEHHOM TOTAAITHIM
[Tpencenarenem. IlpenmoxeHus BKIIIOUEHBI 3/1€Ch IS JIETKOCTH CCBUIOK.

12 3akmounTenbHbIH JIOKyMEHT 1iiectoit 063opHoit Kondepenunn, BWC/CONF.VI1/6, cratss 1V, mynkr. 11 (c).
13 Joxian Cosenranust rocyaapcr-yuactaukos, BWC/MSP/2003/4, wacts |1, nyukr 3 (b).

¥ Noxman CoBemanus rocymapcts-ydactankos, BWC/MSP/2007/5, nyskr 23.
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17. TlpemnoxeHus 1Mo 06svemy COOTBETCTBYIONIUX MPOIEAYP OMO3AIIMIIEHHOCTH COCTOSITH

B TOM, YTO TaKM€ IIPpOLECAYPhI JOJIKHBI:

i)
i)
iii)
iv)
v)
Vi)

OXBaTBIBATh arCHTHI, TOKCUHBI U KPUTHYECKOE 000pYIOBaHHE,
OXBaTBIBaTh O0BEKTHI, XPAHEHUE, TPAHCIIOPTHPOBKY, a TAKXKE MEPCOHA;
OBITH 3aTPaTO’((PEKTUBHBIMU;

OCHOBBIBAThCsI Ha TIOAXO0/IE 110 TIPUHIIMITY YIIPABJICHUS PUCKAMU,
OCHOBATBHCS Ha YETKUX HAIIMOHAJIBHBIX PYKOBOISIINX MPHHITUIIAX;

OBITh CIIEIU(PUYHBIMU 110 KOHKPETHBIM ILIOMIAIKaM, N00 pa3Iuyus

B 00CTOSTENLCTBAX UCKIIIOYAKOT OOIIME YHUBEPCATbHbBIE IPEATUCAHNUS,
BOCTPeOOBATh CTAHJAPTHI U HAJ30PHBIC MEXaHHU3MBI,

aJIalITUPOBATh, BCAKUH pa3 KOTJa BO3MOXKHO, CYIIECTBYIOIIUE HAI30PHBIE
U perjlaMeHTaIllHOHHBIE CTPYKTYPHI;

YYUTHIBATH PA3IMYUs B IESIX M HHCTPYMEHTaX M0 OMO0E30MacHOCTH

1 OMO3aIUIIEHHOCTH; H

pEryJsipHO MOABEPraThCs pa3doopy.

18. IlpemnoxeHus 1Mo codeporcaruio MPOIeayp ONO3AIMUIIIESHHOCTH 3aKIF0YAIMCh B TOM, YTO

TaKHE NPOLCAYPHI JOJIKHBI BKJIHOYATh.

)
i)
iii)
iv)
v)
Vi)
vii)

viii)

HA/JISXKAIYIO HAYYHYIO TPAKTUKY;

ruOKUe HallMOHAIbHBIE KOHTPOJIbHBIE CITUCKHU,

TpeOOBaHUS B OTHOILIEHUHU YIIAaKOBKH U MapKHUPOBKH,

KOHTPOJIb TOCTYIA U HAA30PHbIE CUCTEMBI B COOTBETCTBYIOIINX YUPEKICHHIX;
pOBEpKa aHTEIIe/IEHTOB MEPCOHAAa,

BCEOOBEMITIONIYIO U KOMIUIEKCHYIO MOHUTOPHHTOBYIO JIE€SITEIBHOCTD;
BBISIBJICHHE U PETUCTPALIMIO COOTBETCTBYIOMINX O0BEKTOB, TPAHCTIOPTHBIX CUCTEM
U TIepCOHana,

MEXaHM3M JJIsl CO3/IaHus U BEJACHUS MOAPOOHBIX KYpPHAIIOB 00Ia1aHus,
TPAHCTIOPTUPOBKH, XPAHEHHUSI, UCIIOJIb30BAHUS COOTBETCTBYIOIINUX PECYpPCOB,

a TaKKe MepcoHaa, yTBepKACHHOTO AJis pabOThl C TAKUMH PECYPCAMH.

19. Ilpemnoxenus o0 ynpoueHuu omeuecmeeHH020 COMpPYOHULECMB8Ad COCTOSITH

B CJICTYIOIIEM:
i) UIECHTU(UIIMPOBATH TOJIOBHOE MPABUTEIHCTBEHHOE YUPEIKICHNUE WU CO3/aTh
[EHTPATM30BaHHOE HAI30PHOE BEIOMCTRBO;
i)  paspaboTaTh HAIMOHAIBHBIN IIAH 10 OCYIIECTBICHUIO OHO3AIHIIIEHHOCTH;
iii)  MCHoaB30BATh MPABUTEIILCTBCHHBIE U HEMPABUTEIBCTBEHHBIE OPTaHbl ATHYECKOTO

HaJ30pa IJIs CO3/IaHUs HAlIMOHATIBLHOM KYJIbTYPBI 110 OMO3aIIMIIEHHOCTH;
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IV)  TIpOBOAUTH CKOOPIMHUPOBAHHBIE IPOTPAMMBI OCBEIOMJICHHUS M IOJATOTOBKH; U

V)  HMHKOPIOPUPOBATH MEPhI OMO3AIIUIIIEHHOCTH B PYKOBOJICTBA IT0 HAMTYYIICH
MPAaKTUKE U JIPyrHe PYKOBOJCTBA, HE HOCSIIINE IOPUANYECKU 00S3bIBAOIIETO
Xapakrepa.

DopMupoBaHKE TOTEHIMAIIA IO 6100€30IMaCHOCTH ¥ OMO3AIUIIEHHOCTH

20. Cogemanue rocyaapct-yaacTHUKOB B 2003 o1y cOryIacuiioch ¢ IEHHOCTHIO
"MO3UTUBHOTO 3P PeKTa COTPYAHHNUSCTBA MKy FOCYAapCTBAMU-yJaCTHUKAMHU

C pa3INYarOIIMMHUCS TPABOBBIMU U KOHCTHTYIIMOHHBIMH CTPYKTypaMH. [ ocyaapcTBa-
YYaCTHUKH, KOTOPBIC B COCTOSTHUH JIeJaTh 3TO, MOTJIH ObI IOXKeJIaTh MPEJOCTaBIATh IPYTUM, KTO
IPOCHUT 00 3TOM, IIPABOBYIO U TEXHHUUYECKYIO MTOMOIIb B ((OPMUPOBAHHMHK H/HITH PACIIUPEHUH HX
COOCTBEHHOTO 3aKOHO/IATENICTBA U KOHTPOJISA B c(hepax HAIMOHATBLHOTO OCYIIICCTBIICHUS

15
1 OMOCOXPAaHHOCTH ™.

21. PsxgrocyaapcTB-yd4acTHHKOB (M MPYIIT TOCYAapCTB-YIaCTHHKOB), M B TOM YHCIIE
Asctpanus, ['epmannsi, EBponetickuii coro3, Kanana, Ky6a, Poccuiickas deneparus,
Coenunennoe KoponesctBo BenmukoOputanuu u CeBeproii Upnanaun, Coennuennsie I TaTer
Awmepuku u [1IBeiiapus, SKCTUIMIIMTHO U3bSIBUIIM TOTOBHOCTH MOIyMaTh O MPEI0CTABICHUHI
COACHCTBHS IT0 OMOOE30ITACHOCTH M OMO3aIIUIIEHHOCTH. J[OMOIHUTEIbHBIC CBEACHUS HMCIOTCS
B PaCHOPSOKEHUH TOCYIapCTB-YUYaCTHUKOB Ha CTPAHUIIAX OTPAHUYSHHOTO JIOCTYyTa Ha BeO-caiiTe
KBO (http://www.unog.ch/bwc/restricted). 3aunTepecoBaHHBIE CTOPOHBI TAKIKE MOOYKIAFOTCS
cBs3piBaThes ¢ UL

22. Psap npennoskeHHi, BRIIBUHYTHIX Ha coBemanusax no Konsenuu 2003 roga nmenu
OTHOIIIEHHE K OPMUPOBAHUIO COOTBETCTBYIOIIETO IMOTEHITMANA 33 CYET JIBYCTOPOHHHUX
MEXaHWU3MOB, BKJIIOUasi: OOMEHBI TEPCOHAIIOM 10 OMO3aIIUIIEHHOCTH, B TOM YHCJIE B paMKax
HaIlMOHATBHBIX HAJ30PHBIX OPTaHOB; MOJATOTOBKY IO OMO3AIIMIIEHHOCTH; WH()OpPMaIMOHHBIC
0OMEHBI; pa3BUTHE U peATTU3AIMI0 MUHUMAJIbHBIX CTAH/IapTOB; HAOMIOACHUE U pearupoBaHUe
B ciIydae HH(EKIIMOHHBIX 3a00I€BaHNM, a TAK)KE JCOHTOJIOTHYECKYIO HAUTYUITYIO TTPAKTHKY.
Hpyrue npennoxxeHus GOKyCHPOBAIMCh Ha YIPOUEHUH MTOTEHITHANA 3a CUYET 00JIee ITUPOKOTO
MEXIYHApOAHOTO COTPYTHUYECTBA, BKIIFOYAs. BBIPAOOTKY OOIIMX ITOHUMAHHUKI HAa TOT CYET,
YTO MMOJPA3yMEBACTCS M0 OMO3AIIHUIIIEHHOCTHIO, Pa3padOTKy MEXKTYHAPOIHBIX HOPM

1Mo 6M00E30MaCHOCTH ¥ OMO3AIMUIIEHHOCTH, TAPMOHU3AIMIO OTEUYECTBEHHBIX PEKUMOB
ouo3amnuiieHHocTH; 1 mooyxaeaue BO3, MOb u ®AO k pa3paboTke MeXTyHAPOTHBIX
CTaHJaPTOB 110 OMO3AITUIIICHHOCTH.

> Joknax CoBemanus rocymapcrs-yaactankos, BWC/MSP/2003/4, uacts |1, mynxr 3 (b) (ii).
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Annex |
[ENGLISH ONLY]
BIOSAFETY AND BIOSECURITY ACTIVITIES OUTSIDE THE CONVENTION

1. Issuesof biosafety and biosecurity fall within the remit of various international, regional
and professional organizations. These organizations have undertaken considerable work on these
issues, much of which is relevant to the Convention. A basic outline of these organizations and
major initiativesis provided below. Many of the organizations listed have been invited to
participate in the Meeting of Experts and will make presentations and provide information which
will supplement the contents of this paper. All of these resources will be available online at
www.unog.ch/bwc.

American Biological Safety Association (ABSA)
http://www.absa.org/

2.  ABSA has participated in past meetings of the BWC. Founded in 1984 to promote
biosafety as a scientific discipline, ABSA isthe regional professional society for biosafety and
biosecurity personnel in North America. It is also active internationally. ABSA pursues four
aims: developing and maintaining professional standards; advancing biological safety asa
scientific discipline through education and research; providing members with sustained
opportunities for biosafety communication, education and participation in the development of
biological safety standards, guidelines and regulations; and expanding biosafety awareness and
promoting the devel opment of relevant work practices, equipment and facilities.

3. ABSA has also been active on biosecurity concepts for several years. In 2001 it founded a
task force on the issue and in 2003 the task force released a White Paper on Understanding
Biosecurity®. This document examines the complexity of addressing security conceptsin the
biological sphere and concludes that it is necessary to: understand the unique aspects of

biological work and material; identify assets and vulnerabilities associated with biological
activities; and develop measures that address and solve these problems. Additional information is
provided to assist in the devel opment and implementation of tailored biosecurity efforts. ABSA
also provides guidance to its members on the regulatory regime present in North America.

4. ABSA isdso allied with the Sandia National Laboratory’s International Biological Threat
Reduction Program which is designed to ensure the safe and secure use of pathogens and toxins
through: training activities; technical consultations at institutions which are national or regional

! ABSA Task Force on Biosecurity White Paper on Understanding Biosecurity,

http://www.absa.org/0301bstf.html
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leaders in infectious disease diagnostics and research; efforts to increase professional affiliations
and interactions between biosafety professionals; and encouraging the devel opment of local
bi osaf ety associations.

Asia-Pacific Biosafety Association (A-PBA)
http://www.a-pba.org/

5. A-PBA wasfounded in 2005 to act as a professional society for biosafety professionalsin
the Asia-Pacific region. It has members from Singapore, Brunei, China, Indonesia, Malaysia,
Thailand, the Philippines and Myanmar. A-PBA fosters recognition of biosafety as a distinct
scientific discipline; promotes safe management of microorganisms and the products of
biological processes; establishes aforum for the dissemination and continued exchange of
information on biological safety; promotes biosafety in the Asia-Pacific region; and establishes
links with other biosafety associations internationally. It is an active member of the International
Biosafety Working Group and directly contributes to the devel opment of biosafety best practices.

6. Sinceitsinception, A-PBA has held numerous conferences, workshops and seminars,
including those on: Principles and Practices of Biohazard Containment in aBSL-3 Laboratory;
Biological Risk Assessment - Developing an Effective Biosafety Programme; Biosafety
Management Course; and Design and Engineering for Biosafety Emergency Preparedness and
Response.

European Biological Safety Association (EBSA)
http://www.ebsaweb.eu/

7. EBSA wasfounded in June 1996. It is a hot-for-profit organisation which aimsto provide a
forum for its members to discuss and debate issues of concern and to represent those working in
the field of biosafety and associated activities. EBSA strives to establish and communicate best
practices amongst its members and to encourage dialogue and discussions on developing
biosafety and biosecurity issues. EBSA seeks to influence and support emerging legislation and
standards in the areas of biological safety, biosecurity, biotechnology, transport and associated
activities and acts as afocal point for the consolidation of views on these issues.

8. EBSA iscurrently engaged in six projects. Biosafety Professional Competence (defining
the tasks, skills and a curriculum to train biosafety professionals, and setting a framework for
establishing training programmes, as well as certifying biosafety professionals); a Biorisk
Laboratory Management Standard (to safeguard life, property and the environment from
biological risks through the development and adoption of recognized standards in the area of
management of biological organisms and their products within laboratory environments);
Biosafety Europe (a project mandated by the European Commission within the Sixth Framework
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Programmme on Research and Technological Development for coordination, harmonization and
exchange of biosafety and biosecurity practices within a pan-European network); European
Biosecurity and Bio-preparedness (contributing to various European Union biosecurity initiatives
on transport of bio-materials, import control, traceability of bio-materials, detection

technologies, and food security); OECD Quality Standards for Microbiological Resource
Centers; and international forums on the transport of dangerous goods.

Food and Agriculture Organization (FAO)
http://www.fao.org/biosecurity/

9.  Given the different use of the term biosecurity in the FAO setting (one denoting protection
against the introduction of plant pests, animal pests and diseases, and zoonoses, genetically
modified organisms, and alien species), the activities of FAO are not so obviously linked to the
topics under discussion at the BWC Meeting of Experts. Nevertheless, certain elements,
especially as they relate to the devel opment of biosafety best practices, are closely related; others
contain resources which could be extrapolated to fit the BWC context, such as principles of
capacity building in disease-related fields. The FAO has conducted a technical consultation on
biological risk management in food and agriculture in Thailand in 2003; created an international
portal on food safety, animal and plant health; established a Working Group on Biosafety;
detailed examples of national approaches to biosecurity; conducts a capacity building
programme; and has reviewed certain thematic areas, including biotechnology in food and
agriculture, biotechnology and food safety, and animal and plant health.

International Biosafety Working Group (IBWG)
http://www.international biosafety.org

10. Through collaboration among national and regional biosafety organizations, the
International Biosafety Working Group aims to support and promote biosafety on a national and
international level. It is made up of avariety of sectoral, geographical and national groups,
including EBSA, A-PBA, ABSA, ABSA Canada, ANBI 0, the Japanese Biosafety Association,
the International Level-4 Users Group, the International Veterinary Biosafety Workgroup, the
Pharmaceutical Biosafety Group, the US Centers for Disease Control, the Public Health Agency
Canada, and the International Society for Biosafety Research. The IBWG provides technical
biosafety information on: biosafety concepts; establishing national programmes; containment
laboratory capacity; and biosafety research. The IBWG also acts as a clearing-house for a
number of relevant training tools, including CDs and videos, course curricula and presentations.
The group has a so produced a Biosafety Compendium on Regulations, Guidelines and
Information Sources from around the world?.

2 IBWG Biosafety Compendium on Regulations, Guidelines and Information Sources from around the World

http://www.international biosafety.org/engli sh/internl Compendium.asp
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International Veterinary Biosafety Workgroup (1VBWG)
http://www.vetbiosafety.org/

11. ThelVBWG isaspeciaist international forum for dealing with biosafety issuesin high
containment (BSL 3 and above) large animal facilities. It contributes to the devel opment of
generic biosafety guidance and participates in the International Biosafety Working Group. It
publishes the Veterinary Containment Facilities: Design and Construction handbook®.

12. ThelVBWG came about through a shared recognition that most countries throughout the
world share similar problemsin operating veterinary containment facilities and conducting
research on livestock and poultry diseases. how to prevent the introduction of foreign animal
diseases into the country; strategies for control and eradication of foreign diseases; the need to
conduct research involving animals without rel ease of viable agents into the environment; the
necessity to provide a safe and healthy work environment for employees; prevent cross
contamination among research materials and animals; and biosafety issues and facility
reguirements.

Organization for Economic Cooperation and Development (OECD)

13. The OECD currently has two projects of particular relevance to biosafety and biosecurity:
the Biotechnology Division; and the International Futures Programme.

Biotechnology Division

14. The Biotechnology Division coversfive primary areas. biotechnology policies;
bioeconomy; biosafety (through its BioTrack Online); intellectual property rights, and a research
programme on biological resourcesin agriculture. Of these, the activities on biotechnology
policy and BioTrack Online are perhaps most rel evant.

15. Biotechnology policy activities included work on what the OECD calls Biological
Resource Centres (BRCs) — functionally similar to culture collections. Over several years, the
OECD has been developing best practice guidelines for BRCs'. These guidelines cover arange
of quality assurance issues relevant to this year’s BWC meetings. It has also devel oped

3 Veterinary Containment Facilities: Design and Construction handbook,

http://tecrisk.com/projekte/projektl/Handbook _070323.pdf

4 OECD Best Practice Guidelines for BRCs,
http://www.oecd.org/document/36/0,3343,en_2649 34537 38777060 1 1 1 1,00.html
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comparable guidance specifically addressing biosecurity at these facilities — the Best Practice
Guidelines on Biosecurity for BRCs’. This document complements the work done by the WHO
for laboratories and covers the application of risk management approaches, physical security,
management of personnel and visitors, training, material control and accountability, transport
security, incident response, and information security.

16. BioTrack Online focuses on information related to the regulatory oversight of products of
modern biotechnology, including genetically engineered organisms or transgenic organisms, in
the field of environmental safety and food and feed safety. It includes a number of free
documents (including consensus documents, guidance and other publications); an online
database of products of modern biotechnology; and links to regulatory contactsin OECD
member countries (where available) and other related web sites.

International Future Programme

17. TheInternational Futures Programme was home to the Project on Emerging Systemic
Risks from 2000-2002. The project was conducted under the supervision of a steering group
composed of the representatives of 19 governmental departments, seven corporations and three
international organisations. It led to the publication of Emerging Risksin the 21st Century: An
Agenda for Action®, a cross-sectoral analysis of risk management issues in the 21st Century. This
publication laid the foundations for subsequent risk management concepts and lays out the
principles for: emerging systemic risks; risk assessment; risk prevention; emergency
management; and recovery iSsues.

UN Environment Programme (Global Environment Facility) (UNEP-GEF)
http://www.gefweb.org/

18. Inthe UNEP context, biosafety is often related to the Cartagena Protocol on Biosafety of
the Convention on Biological Diversity. The Cartagena Protocol describes the concept of
biosafety as "ensuring an adequate level of protection in the field of the safe transfer, handling
and use of living modified organisms resulting from modern biotechnology that may have
adverse effects on the conservation and sustainable use of biological diversity, taking also into
account risks to human health, and specifically focusing on transboundary movements'”. In

> OECD Best Practice Guidelines on Biosecurity for BRCs, http://www.oecd.org/dataoecd/6/27/38778261.pdf

6 OECD Emerging Risksin the 21st Century: An Agendafor Action,
http://www.oecd.org/dataoecd/23/56/19134071.pdf

! Cartagena Protocol on Biosafety, Article 1, http://www.cbd.int/biosafety/articles.shtml ?a=cpb-01
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November 2000, the the Global Environment Facility Initial Srategy on Biosafety was adopted.
This strategy was designed to assist in the development of National Biosafety Frameworks®
through capacity building initiatives; to promote information sharing and collaboration,
especially at the regional and sub-regional level; and to promote collaboration with other
organizations to assist capacity-building for the Protocol. In order to realise these aims, the GEF
runs three programmes: devel oping national biosafety frameworks; implementing national
biosafety frameworks; and supporting countries to participate in the biosafety clearing-house. As
of March 2008, 99 countries had completed their draft national biosafety frameworks, eight
countries had completed implementing their national biosafety frameworks, 11 countries started
implementing their national biosafety frameworks, and 122 countries are currently setting up
their participation in the biosafety clearing-house.

Developing national biosafety frameworks
http://www.unep.org/biosaf ety/Devel opment_Projects.aspx

19. Thisproject was started in June 2001, and aimed to assist up to 100 countries comply with
the Cartagena Protocol, and takes into account the lessons learned from the UNEP-GEF Pilot
Project on Development of National Biosafety Frameworks. In January 2004, the GEF approved
additional funding for afurther 20 countries. There are currently 123 countries participating in
the Development project. Under this project UNEP-GEF has held a series of regional and sub-
regional workshops; produced a range of case studies (including those for Ghana, Grenada,
Guatemala, the former Y ugoslav Republic of Macedonia, the Philippines, and Samoa); published
atoolkit (which contains resources for four phases: starting the project; taking stock;
consultation and analysis; and drafting the national biosafety frameworks); and has proposed a
framework for creating national biosafety frameworks.

Implementing national biosafety frameworks
http://www.unep.org/biosaf ety/Il mplementation_Projects.aspx

20. Thisproject started in December 2002 and 19 countries are currently participating. A
further eight countries have completed the project. It is designed to ensure that participating
countries have a workable and transparent regulatory regime consisting of enabling legidlation,
implementing regulations and complementing guidelines that are consistent with the Biosafety
Protocol and other relevant international obligations. This requires the development of systems
for handling of notifications or requests for approvals (including systems for administrative
processing, risk assessment and decision making); enforcement and monitoring; and public
information and public participation. Key documents produced by this project include a survey

8 A National Biosafety Framework is acombination of policy, legal, administrative and technical instruments

that are set in place to address safety for the environment and human health in relation to modern biotechnol ogy.
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of national policies on biosafety and a manual for the implementation of national biosafety
frameworks.

Supporting participation in the biosafety clearing-house
http://bch.cbd.int/

21. InMarch 2004, the GEF approved anew project to assist Parties of the Cartagena Protocol
to strengthen capacity in eligible countries through: the training of key stakeholders; creating an
enabling environment for Parties to meet their obligations; and supporting capacity building
through the devel opment and dissemination of an interactive computer-based training package.
The project provides resources to participating countries: to assist in the design and development
of the national participation in the clearing house; for the initial equipment set up, (including,
where required, intranet and Internet connectivity); an interactive guide to the clearing house; a
database template that could be used with existing computer programs to store data at a national
level; atraining package and user-friendly computer-based training manual; resourcesto hold
national workshops; and follow-up by the project team to ensure that the training is useful.

World Health Organization (WHQO)
http://www.who.int/csr/bioriskreduction/

22. The WHO has at least two sets of relevant activities. the Biosafety and Laboratory
Biosecurity Programme; and the project of the Biorisk Reduction for Dangerous Pathogens
Team on Life Science Research and Development for Global Health Security.

Biosafety and Laboratory Biosecurity Programme

23. The WHO Biosafety and Laboratory Biosecurity programme is designed to assist Member
States understand, adopt and implement biorisk management strategies to minimize risks of
infections through safe and secure practices in laboratory and transport environments, and to
accomplish these goals in a cost-effective manner. It is part of WHO' s efforts to establish a
biosafety and laboratory biosecurity culture worldwide. To this end, the programme provides
guidance on, and promotes the use of, safe and secure workplace practices, appropriate
protective equipment, engineering and administrative controls in the handling of pathogenic
organismsin laboratories, during transportation, in field investigations and in vaccine
manufacturing facilities, to protect workers, the environment and the community from exposure,
infection, and subsequent development of disease. Five WHO biosafety collaborating centres
support the Global Biosafety and Laboratory Biosecurity Programme. They each have nominated
afocal point to be amember of the WHO Biosafety Advisory Group (BAG) to support the
programme. The BAG meets regularly to address outstanding biosafety and laboratory
biosecurity issues, to discuss activities, projects and collaborations.
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24. The Biosafety and Laboratory Biosecurity programme operates at the international,
regiona and domestic levels. Underpinning current efforts is the resolution on the enhancement
of laboratory biosafety adopted in 2005, at the 58th World Health Assembly®. This resolution
mandates the organization to undertake certain relevant activities and urges Member States to do
likewise. The programme is involved with ongoing international efforts to ensure the
safekeeping of eradicated dangerous pathogens. It also supports the work of the BAG and
contributes to international frameworks for the transport of infectious substances. At the regional
level the programme holds workshops to raise awareness of biosafety and laboratory biosecurity
and coordinates the relevant activities of the WHO regional and country offices.

25. The programme produces a range of important publications, including: the 1997
Guidelines for the safe transport of infectious substances and diagnostic specimens'®; 2004
Transport of Infectious Substances. background to the amendments adopted in the 13th revision
of the United Nations Model Regulations guiding the transport of infectious substances™; 2004
Laboratory Biosafety Manual - Third Edition™?; 2005 Guidance on regulations for the Transport
of Infectious Substances*®; 2006 Biorisk management: Laboratory biosecurity guidance™; and
2007 Guidance on Regulations for the Transport of Infectious Substances 2007-2008™. It also
provides a number of training resources, including: a biosafety and laboratory biosecurity train-
the-trainers manual; laboratory risk assessment guidelines; transport of infectious substances,
web-based training tool (work in progress); transport of infectious substances, training DVD;
appropriate use of biosafety cabinets, training DV D; and maintenance and operation of
containment equipment (work in progress).

° WHAS58.29: Enhancement of |aboratory biosafety,
http://www.who.int/gb/ebwha/pdf_files’WHAS8/WHAS8_29-en.pdf
10 WHO 1997 Guidelines for the safe transport of infectious substances and diagnostic specimens,
http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_EMC_97_3/en/index.html

n WHO 2004 Transport of Infectious Substances. background to the amendments adopted in the 13th revision
of the United Nations Model Regulations guiding the transport of infectious substances,
http://www.who.int/entity/csr/resources/publicationsWHO_CDS CSR_LYO_2004_9/en/index.html

2 WHO 2004 Laboratory Biosafety Manual - Third Edition,
http://www.who.int/entity/csr/resources/publicationg/biosafety/ WHO_CDS CSR_LYO_2004_11/en/index.html
B WHO 2005 Guidance on regul ations for the Transport of Infectious Substances,
http://www.who.int/entity/csr/resources/publications/biosafety/WHO_CDS CSR_LYO_2005_22/en/index.html
¥ WHO 2006 Biorisk management: Laboratory biosecurity guidance,
http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_CDS EPR_2006_6/en/index.html

1 WHO 2007 Guidance on regulations for the Transport of Infectious Substances 2007-2008,
http://www.who.int/entity/csr/resources/publicationg/biosafety/ WHO_CDS EPR_2007_2/en/index.html



BWC/MSP/2008/M X/INF.1
page 17

Life Science Research and Development for Global Health Security

26. This project was created to raise awareness of, and provide information and guidance on,
risk management approaches on the potential for the malign use of the life sciencesto WHO
Member States. It underlines the importance of carrying out life science research and
development for improving public health and, at the same time, highlights the necessity of
understanding that access to, and research on, any type of dangerous or new agent may pose
risks to public health and raise ethical and security concerns. To this end, the project works with
issues related to working with dangerous pathogens; health research policy; collaboration and
support; global health security; and ethics.

27. To date, the main achievements of the project include: establishing a network of relevant
experts; aworking paper identifying relevant issues;'® creation and meetings of a Scientific
Working Group (to provide guidance on project activities); co-sponsorship of the meeting
"International Roundtable on Dual Use Life Sciences Research”, February 2007; online
consultations on project activities; holding aregiona workshop on "Research Policy and
Management of Risksin Life Science Research for Global health Security”, Bangkok Thailand,
December 2007; outreach activities, publications and participation in meetings. The team has
also participated in Biosafety and Laboratory Biosecurity meetingsin Iran (in October 2006) and
Kenya (May 2007). The project is currently refining a guidance document that will address how
to evaluate need and capacities to address relevant risks as well as possible options to manage
these risks. On completion of this framework, the team will then develop technical materials to
provide training, including through the integration of risk management best-practices. To this
end it is planning to hold a second meeting of its Scientific Working Group and another meeting
for external experts.

World Organization for Animal Health (OIE)
http://www.oie.int

28. The OIE has actively participated in both the current and previous BWC intersessional
processes. It has examined issues directly related to the Convention, such as in Scientific and
Technological Review: Biological Disasters of Animal Origin.*” In addition to collaborating
with other international organisations on the development of generic biosafety and safe transport
guidance, the OIE produces a number of key documents specifically targeting animal-related

16 Life Science Research: Opportunities and Risks for Public Health. Mapping the I ssues,

WHO/CDS/CSR/LY 0/2005.20,
http://www.who.int/csr/resources/publications/deliberate/ WHO_CDS CSR_LYO_2005 20/en/

Y OIE Scientific and Technological Review: Biological Disasters of Animal Origin,
http://www.oie.int/eng/publicat/rt/A_RT25 1.htm
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fields. The OIE produces the international health standards for animals and animal products —
trade standards and biological standards: the Terrestrial Animal Health Code;*® the Manual of
Diagnostic Tests and Vaccines for Terrestrial Animals;*® the Aquatic Animal Health Code;° and
the Manual of Diagnostic Tests for Aquatic Animals.** These standards deal with arange of
pertinent issues: risk management approaches and principles; biosecurity consideration
(especidly in the animal and agricultural use of the term); identification and traceability of live
animals, hygiene precautions; and disinfection and disinsectisation.

29. The OIE aso produces a number of other resources. The OIE Quality Sandard and
Guidelines for Veterinary Laboratories; |nfectious Diseases’ sets out the management and
technical competence for the accreditation of testing for infectious animal disease. This quality
control system contributes to ensuring the safe and secure operation of relevant facilities. The
standards cover: management requirements (including quality systems, document control,
records, internal audits and management reviews); technical requirements (including personnel
issues, equipment, measurement traceability and handling of specimens); validation of laboratory
techniques; and international reference standards. The Handbook on Import Risk Analysis for
Animals and Animal Products™ sets out in detail the concepts and necessary steps for
qualitatively and quantitatively analyzing, managing and applying controls for risk in the animal
sphere. It also provides guidance on a number of related issues including: terminology,
acceptable risk, transparency, and developing a risk communication strategy.

18 OIE Terrestrial Animal Health Code, http://www.oie.int/eng/normes/mcode/en_sommaire.htm

¥ OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,
http://www.oie.int/eng/normes/mmanual/A_summry.htm

2 OIE Aquatic Animal Health Code, http://www.oie.int/eng/normes/fcode/en_sommaire.htm

2 OIE Manual of Diagnostic Tests for Aquatic Animals,
http://www.oi e.int/eng/normes/fmanual/A_summry.htm

2 OIE Quality Standard and Guidelines for Veterinary Laboratories: Infectious Diseases,
http://www.oie.int/eng/publicat/ouvrages/A_112.htm

% OIE Handbook on Import Risk Analysis for Animals and Animal Products,
http://www.oie.int/eng/publicat/ouvrages/A_IRAvol1.htm
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Annex Il
[ENGLISH ONLY]

ADDITIONAL BIOSAFETY AND BIOSECURITY RESOURCES

ABSA Task Force on Biosecurity White Paper on Understanding Biosecurity

http://www.absa.org/0301bstf.html

IBWG Biosafety Compendium on Regulations, Guidelines and Information Sources from
around the World http://www.international bi osaf ety.org/english/internl Compendium.asp

IVBWG Veterinary Containment Facilities: Design and Construction handbook,
http://tecrisk.com/projekte/projektl/Handbook _070323.pdf

OECD Best Practice Guidelines for BRCs,
http://www.oecd.org/document/36/0,3343,en_2649 34537 38777060 1 1 1 1,00.html

OECD Best Practice Guidelines on Biosecurity for BRCs,
http://www.oecd.org/datacecd/6/27/38778261.pdf

OECD Emerging Risksin the 21st Century: An Agendafor Action,
http://www.oecd.org/datacecd/23/56/19134071.pdf

OIE Aquatic Animal Health Code,
http://www.oie.int/eng/normes/fcode/en_sommaire.htm

OIE Handbook on Import Risk Analysis for Animals and Animal Products,
http://www.oie.int/eng/publicat/ouvrages/A_IRAvol1.htm

OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals,
http://www.oie.int/eng/normes/mmanual/A_summry.htm

OIE Manual of Diagnostic Tests for Aquatic Animals,
http://www.oie.int/eng/normes/fmanual/A_summry.htm

OIE Quality Standard and Guidelines for Veterinary Laboratories: Infectious Diseases,
http://www.oie.int/eng/publicat/ouvrages/A_112.htm

OIE Terrestrial Animal Health Code,
http://www.oie.int/eng/normes/mcode/en_sommaire.htm

WHO 1997 Guidelines for the safe transport of infectious substances and diagnostic
specimens,

http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_EMC_97 3/en/ind
ex.html
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14.

15.

16.

17.

18.

19.

WHO 2004 Laboratory Biosafety Manual - Third Edition,
http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_CDS CSR _LYO_
2004 _11/en/index.html

WHO 2004 Transport of Infectious Substances: background to the amendments adopted
in the 13th revision of the United Nations Model Regulations guiding the transport of
infectious substances,

http://www.who.int/entity/csr/resources/publicationssWHO_CDS CSR_LYO 2004 9/en
/index.html

WHO 2005 Guidance on regulations for the Transport of Infectious Substances,
http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_CDS CSR _LYO_
2005_22/en/index.html

WHO 2006 Biorisk management: Laboratory biosecurity guidance,
http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_CDS EPR 2006 6
/en/index.html

WHO 2007 Guidance on regulations for the Transport of Infectious Substances 2007-
2008,

http://www.who.int/entity/csr/resources/publications/biosafety/ WHO_CDS EPR 2007 2
len/index.html

WHO Life Science Research: Opportunities and Risks for Public Health. Mapping the

| ssues,

http://www.who.int/csr/resources/publications/deliberate/ WHO_CDS CSR_LYO 2005
20/en/



