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S. L. No. 8 of 2017
NATIONAL BIOSAFETY (IMPLEMENTATION, ETC.)
REGULATION, 2017 R

[17th Day of June, 2014]

in exercise of the powers conferre ] 4l
Management Agency Act, 2015 ("theﬁg_t_"_}_ra‘_gpd‘ of all other powers enabling in it that
behalf, the Govering Boaid of the National Biosafety Management Agency (“Agency™),

makes the following Regulations— | _
PART —OsjsecTive

1. The Objectives of these Régd!afi_on'_'s-inbluclle,"‘rcr.—‘
(@} complenient and enhance the provisions of the Act :

{E»)providedetgilsofr_eg_yla_toI ands .

¢ to promote dnd aid the efficient and profitable implementation of the

' ‘provisions of the Act ; and St R
(c) facilitate ‘the attainment of the goals for which the Agency is

L L 2%

]

establistied in Nigeria,
" 2. This Regulation shall apply thro
subject to rhe'provisions-oftheAc;_t._ .
PART ilfINgT!TU_TIbﬂé; B{bsgfjm: ARRANGEMENTS AND CoMMITTEES
3.—(1) The Dil"ectqr-‘(_?_enere}__l shall, from time. to time, constitute a
National Biosafety Cominittee (NBC) in accordance with Section 31(3) of
the Act. s N ST |
) The NBC shailbe aﬁfqd"-hgé'ez‘:pert advisory-commiﬂc_e' to address
technical issues relating to appl ic_a;fgqs_ submitted to the Agency under Section

23.of the Act. - e _

- 4. The NBC shall—

(@) review proposals for. contained. use, confined fi
commercial release of GMQs ;,, ... .. . .- E £
(&) review risk assessment-and propose risk'management measures for

individual application ;

ughdut the Federal Republic of Nj geria

eld"ttials and

P R

. (c) advise the A _
individual applications and recommend risk maiagement conditions under

- which contained use, confined field trials, experimental release or corrimercial
release shall be conducted yand :
* (d) provide technical advice to th

. vice IA:géncy_an,d_ contribute to the attainment
of the functions of'the Agency in relation to contained use, confined field
trials or commereial release of GMOS. D ;

d on it by Section 41 of the National Biosafety

ry and supervisory requiremerits necessary .

gency ori thé issue of pefnjl;r:t_?n'gl GMO q"c'"tiv'ity for-
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(d) encourage the Pnnc:paf ln\eesngator to m1picment thc reqmremcnts
of the Agency ;
(e) create and niaintain a Central lerary of‘catafogues books, amcles

- neéwslettérs, reference f iles on available safety equipment, level of biological
contammcm for various-host- vector. systems and data on the potential bio-

hazards associated with certain technologies, and personne} training; -
-(f ) facititate the: exchange of sciéntific, technical, enwranmental and
Icgal information and. experrence re lat:ng to GM Os and other products of

modem blotechnology

(g) develop a safety and operatlon manual ancf assist Principal

lnvcst:gam:s in refevant training.forthe staff of theApplrcant
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(/) ensure the’ sdfety ‘of facilities, procedures and practlcé; of the -

Applicant anid that the staff of the Applicant acquire appmprlate level of

training and expertise ;

- () review-and-monitor-all-modem bmtechnology research conducted_ :
and spansoree! bythaAppllcam nstittion to-ensare conipliance witlrexistin B

. Laws and Regalations. on: modefn T’echnefogy aid Biosafety ; .

{/} maintain'a list ofPrmclpal hvesngatorsand Project Superv:sors,— who-

are competent to perfGrm. superwsory dunes for pamcufar modern :

AR T

b:otechnqlogy prq;eq;s and. oyl sl ‘
(»{f) mamtafn records and f' Ies of each: mnﬂérn blotcchﬂulogy research

pwjectapprowdby:he lnsnturc e o e

{4) I:Ipon the esmbhshment ot’ arLIBC an: Insmullan shaﬂ notrfy tlre: .

.Ageucy and, f’orwag;ﬁa;hs&iuf‘ ixs'fmembe;sh:p for approvar H}tl’iewgenéy

(5) The Agency shaff upon a;&préi'at 5f the IBC; cause the approved lxst =4

of members refetred to: ;n subzregulation (4} of this regulation to be entered i in
the fBC Reglster kept l}y the Agcndy' and- pub['shed in the websne of the o

||i

M TR
'J;‘-»

Agency i
9 An IBG shalﬁ qotlﬁt the ﬁegency upon noncmg any s;gnlﬁcant research
related accideitor Miolation of these Régirlations.and the Act ; provided that

in the case of written notification; it shall be'made within 24 hours of becomm g

aware of the acc1denr br vmlﬂnon
PART ”l—-—GENERAL ProOVISIONS APPLICABLE TO Appucmous

'10.The Agencyshalf acknow!edge in wmmg any apphcanon itreceived .
i0 carry out any of the activities stated in the Act or in these Reguratrons

within tweuty-onc workmg days

. Notificatjon -
ofaccident
or violation
by an IBC.

‘Acknowledge-
ment of

“Application .

by the
Agency to
be in writing.
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‘Display
copies of
Application
to the
General
Public for
comments,

Request for
additional
information
by the
Agency.

Reference to
Infarmation
~provided in a

previous
application.

Emergence
of new -
information
which
identifies
actual risks
after the* °

grant of” ‘ ‘

permit,

- available;and = - o 4

- may take iito consideration comments, in

- regulation (1) of th ‘i_s_‘re_g_L_i'latiEa_n_%

* pernift oriithirizatioi uhder these

11.—(1) The Agency shall upon, receipt of the application.and'the
accomipanying information for confined field trial, multi-location trial and
commercial release of GMOs, display the copies of such application and
relevant accompanying information at relévant location to the general public
including relevarit govefimentm fﬁis‘t’riés‘l and agencies for comments (if any)
within twéity-one working days.” " " KRN e Y
ing an application for.a permit or authorization, the Agency

eration cor puts or concerns of the general public
and notify the upplicant in writing and the public of all information, facts:and
analysis supporting its decision on the application, _

12. Where necessary; the Agency. may request for additional information
from an appl i(;;l_ll‘tl-l_ltpo_li the receipt of an application for. permit for,contained
use or confined field tial, multi-location trial and commercial release of GMOs.

Bl

O

(2) In consider

. B _,;ijﬁer,e_.a person applies for:acereditation, certification, permiit
or th_e‘_il;g'ill_,e:l&gg-l‘pfa.ﬂq&_’gl_ﬁt.undﬁﬂ vt_he,sf.:-f{ggj;.lati ons; the &ppltdﬁnrmayjmake
reference to information _:pi:o,vid;_sd-. in application.prey iously filed by another

TR

App]icaﬂt,'if— o ) E . iR, .'_..!':'f L N " e Ak b7

' J:(ﬁ):tﬁe’ information, data.or results:are:notconfiden

(b) the applicant had obtained the written conséiit of the original

for the reference, or.use of thieinfotmation.../i 1.: .1 0o S

 (2)In applying for accred itation, certification, j'ilerhi'it't;} the ren;awal of 2 _

permitunder.these Regulations,the Applicant may, inadditionto the infrrhation
provided in the appligation previously filed by anotlier' Applicart, undéF sub: "
submitadditional mle)vgm;infqrrpatiqn; d o

s B o T : .-o-'-'_‘-=-l=-“".-'f'v'-' "i." e . _
. Ad—(1) .Where nBwl-ii_‘lfonnﬁlﬁbh,re!ﬂ%*antilo’an‘appiiéaiibﬁ fbr“béht‘:'hgfd ;

field trial, multi-location trial and comnieréialﬂt!ea'se:ﬁf GMOsWi iehidentifies -

actual risks to human and animal health of the environment, becomes available

to the Applicant after the grantof a i

tiall or'
pplicant

waeky bt

Regulations, fhe applicant shall-t: ., ...

(“)Wmdfﬂ‘;ﬂwprﬂducts from the.environment, markets and circulation ;

‘ -:(bJ immediately put necessary- measures ifi ﬁfﬁ&%‘foﬁr&i&‘c’:t"ﬁﬁdiéﬁ,.éilﬂ-!';' ‘
animal health'andzheen\(ironme;;t;l',, jo A B e n 6 gm S

(c) notify th'e',fx'é?ncly -"_aISbS_(I)OI_'I _as"t‘l}qlg't_aw infogmatiqn becomes

. :'('c'?"fnb:t:i'f)/tﬁe Agency as soon z_is h&ssiﬁfc of’ éﬁy nenie_d_;' I_mesaslu.re .téa,ken O
- or proposed to be taken by the Applicant in relation to the identified risks.

r

permit orauthorization, or a reneyal ofa



ision on the application for certification

(4) The Agency shall make dec certific
gulation within ninety

of a biosafety containment facility made under this ré&
days of its receipt of the application.
23. All certification under this regitation shall be valid for a period of
three years where the institution provides a satisfactory annual report showing
structure has contiriued to fulfill the conditions
for certification set. by.the Agency in.the -Biosafe
Guidelines issued by the Agency.
26.—(1) An institution shall apply for fﬁié'}éiie'i#;{ of t:_ertiﬁca{ioﬁ of its
_Biosafety containment facility at least ninety days prior to the expiration of its
existin_gcer{iﬁqtiom SRS S E g T P Sy s e mlessh R
(2) The Agency shall make decisi oh on th§ /

of certification made under this regulation within n _i;iqy days of the review of

the application and inspection of the'facifity, =~
(3) A certificate of renewal under this regulation shall be valid for five
years where the accredited Institution providqsﬁa._sa__t{-lfsﬁ_iﬁ_;_,tp{y annual affirmation
tothe effect that the certified facility or other strycture has continued to fulfil|
the conditions for certification set by the Agericy in.the Biosafety Containment
Facility Guidelinesissued by the Agency. Y= O "
27.The Agency _ma)} i'évbié:'a.n'.’ér.;é;gﬁ_itatiqg:grlge;tjﬁcqt.ipn_ granted to
an institution underthese Régulatioris Mﬁér&_jﬂ;é institution violates any of the
terms and conditions stipulated for thé grant of accreditation or certification
by the Agency. B G O
28. The Agen éyl' sh’a; 1 pﬁb{.isﬁ _0'1_1 its Qé'b_site" the:-names and addresses

of, th'e‘—_; - L R e~ 7
(a) Institutions accredited under these Regulation'; and:
(6) bio;;a_fety‘con,ra.i_np;én_t facilities certified under these Regulations.
T PART -.\('-—CON'T;“\]NED‘-U:SE'AC‘TII"VIT-II'ES R o
. .29.—(1) An applicant wishing to obtain 4 permit from ‘the Agg'ﬁq'y_ to
conduct any form of contained use activity-including experiment shail submit
an application to the Agency stating
by the Agency.. _
(2) An applicant wishing to apply to the Agency for a permit urider this
regulation shali first submit the application to its IBC. for review and
endorsement and an application shall not be accepted as complete by the
Agency unless.it contains a written eridorsement ‘from anIBC. =~
(3) The IBC shati either be part _c;f the ins,fi}ytjon where the applicant
intends to carry, out the contained use experiment or agree to review the
application of an applicant who works at an institution without an IBC,

ety Containment Facility

app hcatlon for the renewal _

relevant information in theé forin prescribed .
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4

(4) The Agency shall acknowledge the receipt of an application for a

: contamed use experiment in writing within twenty-ene working days of its

receiptofthe application.

(5) The Director-General may, where apprOpriafe constitute an NBC to
review the apphcat:on for permtt and advice the Agency onthe i issue relating
to risk assessment or risk management.

(6) The 'Agency shalt make # decision on whether to .approve'dr reject
an application made under this regulation within ninety days of'the receipt of

* the apphcatlon and where the application is rejected; the Agency shall state

the reason in writing and publish same on its website.

(7) When making a decisiorron an application under thiis regulaii'on the
Agency shall determine whether the contained use activity or-experiment
poses sigiiificant risk§’ whlc'h cannot be addressed through nsk management

-measures and ‘Gther measures deemed necessary.

P,qm- V)—PermTs For CONFINED FIE‘L‘D ;\'ND MULTI-I.:.C')‘é‘A'i'IID]\lI; TRMLS

30—41?A11 applicant wmhmg to obtain a permit from the Agency to
conducra ¢onfified field tfiaf, multi-location trials or to import a GMO for the
purpose of coridicting confined field trial or multi — location trials shall submlt
an appllcanon to the Agency in the prescrlbed form. . -

S(2)AR apphcant mshmg to apply to the Agency for pcrmlt under sub-
negulatton (Iyofthis regu!atlcrn shafl fi rst f'orward the apphcatlon to the IBC
forts review antténdorsement o :

(3) The IBC referred to under sub—regu lation (2) of this regulahon shall.
either be part.of the institution where the applicant will carry out the confijned

field trial or agreed to review the apphcat:on ofan apphcam who wmks with

an institution Wlth-QLﬂ‘. anIBC.-
(4. The Agency shall not aceept dn’ appllcatlon as complete unless it
contains a written endorsement from an, IBC. i

31. The Agency shall require an apphcam fora penmt to conduct confined

field maland multi-location trials to conduct risk assessiment and propose risk

marnagementmeasures for any significant rlsks identified in the risk assessmem
process

32.—{]) The Agency— _
{a) shall endorse and. acknowledge in wntmg the recetpt of an application
for penmt to either conduct a confined field trial or mu!tl-locat:on trials

~within twenty-one workmg days



'(;ﬁ)";;ié'}/‘éh its receipt of an application for permit to conduct confined
field trial or multi-location triafs constitute a'_Committlee toreview the.dossier
submiited by the Applicantand fake récommendations for the consideration
of the Agency ; : A '

() shall make a decision whether to.approve and issue a permit or reject
the application within Two Hundred and Seventy days froim the date of jts
receiptofthe application;;and s A " '

() shall in making a.decision on the application, determine whether the

 confined field trial or multi-location trials posé sighificant risks that cannot
be addressed through risk management measures and other applicable
measures deemed necessary. o ;. b

(2) The Agency shall by a Decision Document— - . - : -

(a) approve the application stating the terrs and conditicns ;or

(b) reject the application.and provide j ustification for the rejéction,

"B 429

(3) The Agency shall pablish on its website any approval or rejection of

an application it made.

<+ PART VI!-«—P,El_'zﬁiflf":':pri COMMERCIALRELEASE S
X :33".:_—'{_'{);'ii’gijEjifg,iig%gz__m.t",»ﬁ«j_,«'i_.s,g{g,i‘;_é_'_;g_‘g}.hta_inp,erm.ipfopiemmne-&c"ia-f-rgiea_se
of dGMQ or I}iﬁpd{r}tr of a GMO forsuch purpose;-shall submit any applicatioi to
the Agency in the form prescribed by the Agency. - 6

ve Pl e

"+ 1(2) Prior'to the submission of the application to the Agency, an Applicaiit
shall evaluate the socio-economic impact o )
in conformity’ with, .th'e-‘provlsié‘hs df'thél"}ﬁ_ié't‘ a'n_l{:l Gu:de“nqs issued by the

- (3) The'Agency may ¢onstitilte a canm:nee 1o assist ityin. the. review.of
the information contained'in the'application and the committee, shall, within
thirty, days of its compositici give its expert 6pinioqjéﬁd'_r¢3qp§m§q34t ions to
the Agency. . . =~ i

P :
e owtier e

fcommercial release of the GMOs

: .

" ‘Application. -

- for permit 10
carny out
commercial

‘' release ofa

GMO.

: (g.)_; The Agericy shall -endorse’ anid acknowledge the recq:pt .p'_fi._:aﬁy_ -

application fer permit for the commercial release of a'GMO or import of a

GMO for such purpose in writing within twenty-one working days fromthe

date of receipt of the application. B e T W g
(5) The Agency shall ensure public.awareiess and. participation in the

consideration and grant of
of a GMO for such purpos

 (6)The Agency shall by a Decision Document—
(@) approve the application stating the terms and conditions of the

ein li'ijef'w'ith the provisions.of the Act, .

permit ; or

“permit for commercial release of 4 GMO or import’
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Duration of
renewed ..
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Certification -
of Biosafety
comainment .
facility.

. facility shall submit to the A

- institution to ensure safety a
ElWl!‘O{In‘lent, snds e D d

made by an institution within ninety days from the date of receipt of the
accreditation application, ; : ' 2
' 20 The conditions for the accreditation of an institution inc!uﬁéi'fhe—

: .-=,-(.'I::)_'_cn'n;1p¢ten' y of the "'sfziﬁ" of 'Ifh:e_"ﬂ;ip‘ﬁ(:‘arlllt-il]St_iIUtiQi‘l_ on -Ibi!osafe_ty
matters:; - o0 0 oo : S o
(8) presence of IBC or affiliation with an existing IBC ; .
.. (c)existence of physical strictiires fo contain GMO é:_xperimems ;
(d) existence of appropriate standard and operati ng procedures ; and
(e) any cther condition that may beirequired by the Agéncy fromtime to
_ time, . domm BT g0 g e gales U o ais seies
2L Aninitial accreditation decisions shall be valid for three years where
the accredited institution provides a satisfactory annual affirmation showing
that it has continued to meet the terms and conditions of the accred itation set

- . (3).The Agency shall take:its.de¢ision on an accreditation application

forth by the Agéncy. e s v B By
_ " _ 2=2~—( 1), An ihsiithﬁon@wﬁsﬁ ingto renew its accredi tqt}bi;‘ ,:'sﬁ_éil apply for -
t ninety.days before the‘.expirati_c'r;y;-Qﬁ'_;},ixcj:cxi‘st:ing‘ :

A S &

the renewal at leas
accreditation, e e e e
. €2) The Agency:shall make decision o the application made under this -
regulation within-ninety days from thé date of its reviewiofithe application and:
inspection of the facility of the institution, _ R -
 23.A renewed accreditation shall be .v,ell_i'i_.__dl_,_fqgj}_,_fjge:,){gars where the

£

: in%titut-i-v_:-m--prov.i&és"*a"i’séfﬁ'&"ﬁé"tbry annual affirmation showing that. it has
_ contnued tofulfiff the accreditat

ion ¢eanditions set by the Agency.
24.—(1) Contained use activities involvig GMOS shall be conducted

i n a certified ;bio;afe;y‘gqp;aj_nmgljt ,fgc_iiitytqutabli‘shgdr by -an accrédited

nd:te-prevent: uninténded releases into the -

;. (2) Aninstitution wishing'to btain cértification ofa_‘.t_s'fbsafir_;ty_e(_iptai_n;ﬁ_em
gency an application for that purpose in a form

. prescribed by the Agency.

(3) The Agency shall on r'eceipt'of‘ an application for cgrtiﬁc_ation, under
these Regulations— .+ : :-:: o7, i B0 AT O ’

- (@) review the application ;and- * . o o
- (b) conduct neceéssary irispections of the biosafety containment facility

to determine whether it meets the criteria set out under the"B;‘osagety
Con:_ainmangfadﬂhy.Guideif‘nes issued by the Agency. S

L



pplicant to the Agency under sub-
be done'in the forin prescribéd by the
«Confidential Information” by the

_ (2) The netification by the A
regulation (1) of this regulation shall
Agency and shall be clearly marked
Applicant. - _

(3) The Agency shall upon the receipt of the notification and in
consultation with the Applicant decide whether the information should be kept
confidential or not and shall notify the Applicantofits decision.

(4) Where fhr; App'l-icgqt' wi.thdraWs the application, the Agency shall
respect the confidentiality of the infolr_gab&_tidn provided in the application.
ned field trial, multi-location trial and
y other activity under the Act or'these
he fees prescribed by the Agency.

~15. Alt applications -f'!J,E confi
commercial release of GMOs or an
Regulations shall be accqmpgnieq by t

]

16.—(1') The Agengy shall cause decisions m'adt;-p'ursua-rit to t'hg:
provisions of the Act-and these Regulations to be registered ‘in'the National
Biosafety Clearing House within 15-days of making the decision. B

. (2) Any appeal against any decision made pursuant to the provisions of

the Act or these-Regalation s:shall be made i writing to

ot later then 21 werking:days from the date
the Agency. , e

[ T —. +

17; The Agéncy may liaise with relévan
activities with genetically miod iﬁpd"‘orgahjgms}o ensure compliance with'the.

requirements of these Regulations.

.18, Where an applicant-wishes to modify its activities in-a way that
 materially deviates from thetermsand-co ndé

the Act, the applicant shall notify the Agency
and the Agency shail determine whether the proposed modification requires a
new application foritsapproval. . . .o oeis T

PART [V—/ACCRELITATION OF INSTITUTIONS AND CERTIFICATION-OF ‘FACILITIES
19.—(1) An institution wishing to be accredited for the purpose of carrying
out contained use activities, shall submit an, accreditation application to the

Agency in the prescribed form. . .o Sl e

(2) The A gency shall.review every,completed accreditatior application

and inspect the Institution and the Institution’s Biosafety containment facility.

the'Governing Board -
of publicatiof ofthe decision by

t regulafory agencies to monitor. .

prior toany such modificaticiis
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(&) reject the application and give its reasons or justification for the

rejection of the Application. .
34.—(1) A permit for cqmmercia! release of a GMO shall state the—

Contents of )
a permit for ' (a) objective of the release ;
commercial : . : : ;
release ofa () identity of the GMO being released or imported ;
GMO. (¢) period of validity of the permit :
(d) ¢onditions for the release ;
(e) monitoring requirements in accordance with Schedule 4 to the Act
“including the time or.periods in the. monitoring plan ; and ‘
- (f) reporting obligations of the Applicant to the Agency
(2) A permit for commercial release of GMO shall state where appropriate
!hat 5% of the commercial GMO farnt up to f'ﬁy hectares should be reserved
for afforestanen by the farm owner, : o5 ;
Duration of 38 /-"e permut for commercr&hsatlau shalfbe fora penod fiot exceedmg.
- & permit for ten years: s
tion. ;
Renewal of 36.—1) Where an applicant wishes to renew a permit for the commerclal
Permit for release of GMO, the applicant shall not later than nine months before the.

commercialist ey pication of the permit; submiit an application fa the Agéncy and the Agency
Vo - shali make a decision. on the apphcatton bef‘ore the e*cplrahrm of the pcrmtr- e

(2) The Agency upon the rece: pt of-' the appllcatlon for renewa[ of permit,

shall— . e et
{a) acknowledge the recelpt m" the apphcatl,on in wntmg w;thm twenty- '
. one working days from the date of receipt.of the application ; g
-¢b) cause the application to be examined for eomphauce with. the Acr,
Regulatlons and Guidelines lssued unde: the Act ;and |
&) n‘.qucsl the apphcant in wrmng for any funher mformatlon which the -
- Agency conmders necessary

Centents of ‘31.—(1) The apphcatmn for renewalof perrmt for the commercra! release

an ofa GMO shallinclude—

application

for renewal (2) a copy of the expiring permit;

of - " () a report on the results of the monitoring of the commercnahsatlon
commercili-

Zatioa (¢)a proposal considered appropriate by-the appllcant for the amendment-
permit. . of or measures additional to the conditions contained in the permit ; and

() any new information that becoimes available with regard to the risks
of the product to human health and the enwronment '



(2)'quln c;;'r:']jpliaﬁce with the provisions of sub-regulation (1) of this
regulation, the A-éei;cy‘shall notify the applicant in writing that the application
for renewal of permit— EE )

(a) meetsihc-’f&quireménts for commercial release and is approved ; or

(b) is rejaec't;::c_‘!ri'a"rid state its reasons-for.the rejection. .

38.—(1) The-duration of a permit reriewed: under this Part of these
Regulations shall not exceed ten years beginning on the date on which the
renewal oﬁhej peﬁnir';s-ﬂgr_arllred,_ I - -

(2) Where the Agéncy on specific grounds considers that it is not
appropriate to renew: a permit for a period of ten years, it may, subject to
cemplianee with theése Regulations, renew the permit for such shorter period
as it may deem fif; Stating in Vriting, the réasons for the decision,

. 39 'Where a GMO has béen released for twenty years with a permit
from tlie Agency, and the Ageiicy establishes that monitoring data ha no risk
to human, an-fm?al;hea:}.tl; and the environment, the GMO 'may continue to be
released without further permit provided the Agency is notified every five
years of its-continiéd release of the GMO, ' : '

PART VI1--PROCEDURES FOR TMPORT OF GMOs FOR DIRECT USE
_ As Foop, FEED OR FOR PROCESSING * | . _

4D. The Ag@;nc}r niax issue qrr;.-appricant_wifh' a-permit to-import GMOs
- and products forcommercial production in'accordance with the provisions of

‘these Regulations.

41— l).'An' i:i'b]::,licanf, who Wfshéé to import a GMO for the first time

for direct use as food, feed-or for processing which are not already-approved |
se in Nigeria shalt imake an. application to the Agency: in‘

writing with reference to in
4 Clearing-House (BCH). L o :
 (2)An applicaiit making an application under,sub-regulation (1) of ths
lation shall complete an application form prescribed by the Agency. .

[for commercial relzas ; :
formation on the item found in the- Biosafety

regu

GIM'fobd,sha'lll"—'_‘E;j"'_ ER T S ) -
(@) ackniowledge the receipt of the application within ninety days ; and

(3) The Ageﬁcx 'upn_lrec:igfpt of an application: in the prescribed form for -
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(b) forward information relating to food and feed safety asseéssment to
the National Agency for Food and Drugs Administration (NAFDAC) for
reviewandcertification.. . .. o w0 .

(4) NAFDAC shall forward:its decision concerning certification to the

Agency within ninety days proyided that the days during which NAFDAC is

g for ditional information shall not be-counted.

'(S) Within twenty-one days of receipt of the NAFDAC decision, the
Agency shall inform the applicant of its decision.

" PART 1X—PROCEDURES FOR HANDLING, PACKAGING, TRANSPORT
- . ~ AND LABeLiNG oF GMOs '
42.—(1) Anapplicant who w.islmpg'_tqj;ppqq, export, transit or gtherwise
carry out d field trial or commercial release of GMOs or products
derived from the GMO shall ensure that the packaging is—. -
ks.and loadings

By ,{a.) of good quality, strong enough to withstand the shoc

normally encountered during transport;including trans-shipment between
transport units and warehouses as well as any removal from a pallet or
over pack for subsequgnt manual or mechanical handling ; and
(b) constructed to prevent any loss of contents that might be caused
under normal.conditions of transport by vibration or by changes in
temperature, humidity'or pressure. -~ I A
(2) An a_pplicani engaging in the transport of GMOs and derived products
shall ‘efisure that there is:noknown risK to Tumans, animal healthand the

43—(1) AGMO or derived product shall be clearly identified and labelled

_in accordance with the Labelingguidelines prescribed by the Agency.

(2) The appropriate identifier unique to each GMO shall be included in

: ﬂ:\e]abEIi“ge i T g kgt

(3) The identification referred toin subsregulation (1) of this r‘egﬁia;ién

shall'specify’ the‘refevatit traits and chéracteristics of the GMO in sufficierit
" detait for purposés of traceability. T T

(4) GM content that is below the threshold of four pt-:rcen; 5ha{i remain

unlabelled where it i$due'td ai utiifitéfitional ‘anid ‘techhically unavoidable

mixture. - _

" (5) The organization of persori ‘OF pérmit holder that prodices or packs
the GMO or its product shall be responsible for the identification, classification
andlabeling. s 1 0 hasBpiaRe e e ede n T ule 7



44.—(1) The language on the label of GMOs shall be English and where
itis labelled in another langnage, it shall have an English translation written on
the label or package insert, where applicable.

(2) A GMO or its product intended for mar keting shall be labelled and a

GMO that bears no label or whose label is not in conformity with the .

requirements of labeling as sets out in the these Regulations and terms and
conditions of permit shall be banned from import or market.

45, The labels of a GMO and its product shall be easily noticeable,
designed and printed simuitaneously with the product packaging and commodity

label.

4I6._(I) The labels of a GMO and its product shall not be used until
they have been examined and approved by the Agency. '

(2) The Agency shall make a decision after the examination of the label
of a GMO and notify the:applicant of its decision within s:xty days after the
receipt of an application from the appllcant -

47. Any orgamzanon or person that markets GMOS or lt&prcducts shall

chéck the label wn:h the goods and ensure that they are m conformity w:th the

PART, X—TRANSIT OF GMOS NUT REG!STERED IN NIGERIA

48.—(1) The Agency. rnay apprave the-application for each transit
shipment of a GMO and its products made under these Regulations.

_ (2) The Agency shall inspect and identify the documents accompanyrng
the trans-shlpment of GMO and its products. , :
¢3) The Owner ora-Consignee of-a GMO;-not re.g_istgred :in=Nigeria, but
. wishingto transport through Nigeria a GMO o its products;:shall.in advance
. submit to the Agency, the apphcatlon for transit permlt with the following
documents— - : i F
(a) completed. application form for Transit Permit ofGMO
- (b) proof of relevant research done on the GMO |ssued by. reievant
authorities of the exporting country or area, or proof of its utilization and
) marketmgpermlssrou.
(c) illustration oni the utilization of the GMO and mtended monitoring
measures ; and ‘ ,
() any relevant documents.
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. 49.—(1) The Agency shall sign-and-issuea transit ée-'rmit of GMO to an
applicant who complies with the requirements of inspection by the Agency
and the Agency-may-inform any other relevant authorities at the port of entry
that the applicant has complied with all:the requirements. "

(2) The Agency may liaise with other relevant regulatory agencies to
ensure that the consignmient at the pm-t of entry and emt is accompamcd by
relevant documents. = 4 . 5 i

+50. The Tranisit permit sh&ii‘l’iﬁclﬁdé'—— : N

(a) suggested method for packaging and handling of GMOs imported

through conveyor shlpment and shall comp{y wlth the relevant International
and National Laws ;- . AR : =

(b) reqU|rcme|1t for' repackagmg and handlmg of conveyor shlpped '

commodities ;, & . o
“(c) @ requirément: that cenveyor sh |pment shall cornpiy ‘w:th nmport" :
conditions under these Regulations;and:- - PR T 7

() a copy of the import permit issued by the receiving Country indi u:atmg '
the quantities or volumes involved from the Country of Origin and stating

that the cons;gument may contain genetically modifi ed materlals

51 ——(I) Thé' appﬁcant transiting GMO shiall ensiire that the GMO is
appro pr[ateiy packaged and transported in acCurdance wnh t“hése Regulattons
and other applicable international standards. H

. (2) After the clearance of the final shipment of a GMO under these
Regulations, the period of trans:tshall not be'longer than 48 hours and the
apglicant shail nanfy the. Agency of. the departure or: de!ay ~of the: GMO in

085 ,:',

transit. . L
“52. The Agcncy, in-the event of'transrt OFGMO f’orwhleh no pe:‘mnt has

E ...;-‘E.---r 138 3L JE - LR S

been glven-a—
(a) shall initiate remedial : actlens such as refusal of transm destructlon or

set.conditions fortransit-; and- o JUITEIEE
" (b)Y may: inform and adVISe the puf)}lc of ‘such’ genetlca\lly modlfied

orgamsms :
53. The Agency shalf i 1ssue a Transit Denial ofa GMO to an apphr:am

who does not meet’ the reqmrements for transnt perm:t statm g reasons for the

demal

54.—(1) The pers_on transu:mg and the penion ampomnga GMO mvolved
inan accldent shall="

(@) notify the Agency |mmed|ate!y both verbally and u; wntlng qf‘ the

accident ; .
(b) as soon as possible, provide the Agency with mforrnatlon regarding—



(i) the circumstances and scene of the accident,
(ii) the identity and the quantity of GMO released,
(m) the extent of the. acc:dent whlch is. necessary -to assess. the
~ impact to human, “inimal health and the environment,
(#v) any emergency-measures taken to avoid or mitigate any advei 'se
~ impact of such accident on the environment, human and animal health, and
(v) action ‘taken to. remove.the GMO . or product from the
environment ; and .
(c)ensure that all appropi iate short, medium and long term measures
are taken to avoid of mitigate any adverse impact of such accident on
environment and human health.

(2) The Agency may :nform and adwse the public of the accident and in
consultation with the relevant regulatory agencies undertake necessary action
to mmmuze rlsk to human anlmaf health and environment. .

PART X]—DOCUMENTATION AND RECORD KEEP;NG

55, —~( l) GMOS that are imported or transported for contained use or’

com‘“ ned field trial shall be accomgamed by documentation that—
a) clear!y identifies the shipment or paekage .as<containirig GMOS
- (b) specifies the :dentrty and relewu]t traits or characrensucs of the

GMOs ; " ; i
(c) specifies any requlrements for the safe handlmg, storage-, transport
“and use of the GM’ds : i i
() prowdes a contact point for further. mfonmauon and _
" (e) where |mp0rted the name telephone number and address of the

lmpo.rterand f:,'\{porter : —

(2 GMOs thatare exported from ngena for d:r&ct useas food fecd or-
for processing in another Country shall be accompamed by documentatnon g

contmnmgthef‘ollowing mformanon—ﬂ_ e T My
(a) in'cases where the 1dent|ty of the GMOs-—-, iy e T e

(i) is known through means such as identity preseryation systems,
_information that the shipment “contains: livirigimiodified orgamsms that
- ‘are intended for direct use as food, feed or for processing™;

(i) is-not known through means such as 1denmy preservatton systems,

i mformatlon that the shipment “may contain one or mare living modified

" organisms thar are mtended for direct use-as food or- feed or for
processing”™ ; : . :

: (b) that the GMOs are not lrptended for mtentlcmal mtrdductlon into: the

enwronment

GMOs
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(¢) the common, scientific and where available, commercial names of

the GMOs ; _ . ,
(d) the transformation event code of the GMOs or where available, as a

. key to accessing information in'the Bibsaféty_CIearinngbtlse, its unique
identifier code ; ' s
(e) the Internet address of t
information'; and" .
- (£ yany contactpoint for furthier iriformation.
56. The holder of permit of GMOs or its products shall establish a record
keeping system and maintain product-related information and documents
relevarit to the permit for a period of twenty years.

he Biosafety Clearing-House for further

. PART XII—SURVEILLANCE AND SAFEGUARDS o
. 57.—(1) In the event of an accident, a person granted a permit or
authorization shall immediately notify the Agency by any.expedient means of

communication, provided that a notification in writing shall in addition be made

~ within 24 hours of becoming aware of the accident.

(2) The notification reférred to in sub-reguifation (1) of this regulation
shall include the following information—.: . - - wf § > X
... (@) the circumstances and Tocation of the accident ; = =
(b) the identity and quantities of the GMOB concerned; =
«(¢) measures taken' to temove the GMO or pro’dy;;it._f-'rohi' the accident
environment ; and . PP
~ (d) any information nécéssary to a's's;éss' the effédtsl of the accident on
the human health and the énvironment and the meastres taken, _
58. Where information subsequently becomes avatlable to.the Agency,
which could have significant consequences for the risks posed by the contained.

use, confined field and multi-tocation trial, the Ageicy may requxre the applicant

granted a permit under these Regulations to modify the conditions of, or suspend

orterminate, the activity. '

. 59. The Agency shall ensure that before any approved activity
commences, the— . h = A
" (a) applicant shall draw up an émergency plan for mitigating against
harm, whether immediateor delayed, to-humans outside the premises or to

the environment as 4 result of failure of the activity ; and

(b) emergency response plans, includi ng the relevant safety. measures
to be applied shall together with the application for the permit be furnished
to the Agency which shall monitor and ensure compliance with the

emergency response plans.



~ 60. An Applicant granted permit that possesses or controls residual GMO
material shall manage and dlspose of such material to prevent any negative
impact'on human health, plants, animals and the enwmnment { = o

PART’ XHI—LJABIL!TY AND REDRESS

61. The Objective of this Part of these Regulatmns is to |mplement the
‘provisions of the Act in ¢onformity with'the- Supplementary Protocol on Liability -

and Redress to the Cartagena Protocol on Blosaf‘cty

" 62. National Blosafery Managemeﬂt Agency shal[ endeavour to pramote
the internalisation of the cost of envir onmental protection and the use of
economic instruments so. that the user re;ponsuble for pollutjon bears the
remedlatron cost of the enwromnental damage caused oF. hkely to becaused.

63. —( 1) Any Operator who becomes aware of* Damage resiiltinj g f‘rom
a GMO shail :mmedlately inform the Agency. , R T
(2) Sub_]ect to any requirements of' the Agency, the Operator shall evaludte

T T

the Damage. R
3 Where relevant mformarlon including available scientifi¢ ‘information
or information available in the B:osafety Clearmg—House, mdi‘cates that there
{isasufficient likelihood that damage will result if timely Re5ponse Measures
are not taken, the Operator shall be requ:rcd to take appropnate responSe

measures so as to avoid such Damage.
64— I) Where the Agency becomes awalc of p055|ble Damage, |t

LRLERLCT

“shallt- o o
(a) evaluate the possible Damage; and, if confi rmed and

tels

(b) identify the Operator that'¢aused the Damage

*(2) A causal link shall be established’ by Agfency betweeu rhe Damage
and the GMO in quest:on in accordance w1th the provas:onsof extant laws and

L i

regulations.; - i, A T s

(3}Ata mm:mum. the Agency shall determme that~— B ,

!] ., " L

(a) general causatron ex:sts and rhat ﬂlechange can generall_y be caused

bythc GMO in AURSHIONG,. ... e v & ) -

(6) specaf”c causation.exists and that the Dama‘ge wuuld not have
“occurred but for the release of the GMO in question, .and results
'di‘rectly fr@m the phenetypic or genotyplc modlt"eatloq ofthe GMO

© inquéstion’; and” 77
(c) no superseding event alters the chain of events that othermse mlght
" have cornifiected’ the ‘releasé of the GMO in quest:on to t’he D&mage.t
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(4) The significance of damage shall be determined based on factors

.such as—

;'(ai)‘.IOhg-ré'fﬁi or be!rm;f.in'_g_n.t changes that cannot be naturally reversed
within a reasonable time;
(b) scope of qualitative and quantita
the components of biological div_e?si_ty‘;_ _ _
(c) reduction in the ability of biodiversity components to provide goods
- and services ;and <. T . : :
(d) scope of any adverse effects on hunian health in the context of these

- Regulations.~ -+ .

tive changes that adversely affect

- . {5)Thé Agency-shall "int'or'mth'e_Opefatdr'i'n'{Vritri'ng éfitsldetermi-_ﬁgtion
of responsibility stating the reasons for the determination and identify the judicial
_ or administrative review mechanisms available to the:Operator.

. Exempuions.  65.—(1) AnOperator shall not be field responsibie tipon proofthat damage
‘was caused by— GRSt L e g8
' (a) an act of God or force majeure ;

. (b).anactof warorciviluprest; . ., = .. . ... .

~ . (e) circumstances relating to national security ;or . S
... ) an act or omission that was the subject ofa compulsory order by the

JOVOONIERL. . . tocpiy & i i o R e

" (2) An Operator shall not be held responsible where the realization of a
risk is specifically assessed in compliance with the provisions of the Act,
including those risks for which management measures were proposed in the
risk assessment. o b B e '
(3) An Operator shall.not be held responsible where— - -
(@) the risk assessment and the. proposed. agtiyity. with GMOs were
(6) an htithb;isét_ibn- for the GMO in question was granted pursuant to
 these Regtilatiop_so]r-any oltherj_reg‘lt_l!z_it_iqqs P wge
() the risk is posed by an activity specifically authorised or permitted by
-applicable Law or Regulations; or = © -7+ A T R
(d) the damage in questien. is censistent with thie type, magnitude and

. probability of harm presented in the risk assessment.

Response 66.<{1) The Agency shall _&éii?fﬁiiﬁg:'tﬁgf]{e:.s_'pc;n,se_ll;[ easures fo. be

Measures.  taiken by the Operator not later than 24 hours after notification of risk or
damages. TS T ' ' -
@ The Agency __5hﬁ'ﬂ provide the Operator with a written Remediation

Plan including, at a minimum—



‘(@) a detailed and rationat overview of the-Response Measures to be
-implemented, including deliverables and timelines : and

(6) the judicial or administrative review mechanisms available to the

-Operator.

(3) The Agency may implementa
the Operator has failed to do so.

- (4) The Agency may recover from the Operator the costs and expenses
of, and incidental to, the evaluation of the damage and the implementation of
any-such appropriate Response Measures.- g '

(5) The Operator shall not be required to bear the costs or expenses of
Responsé Measures in situations where the damage iri question'is the result of
a superseding event or an event defined.as an exemption in regulation 66 of
these Regulations. L : - S

 67. The Agency may notify an ‘Operator for a determination of
responsibility under regulation 65, of these Regulations and delivery of a
Remediation Plan under regulation 67 of these Regulations not later than—
, '(a.‘} three years from the déte-on which the Cohtpe_tent Adthority knew
or should have known of the damage ; or .
, (6) twenty years afer the first.release in the environment of the GMO

ppropriate Response Measures, where

in question alleged to have caused the damage; thi
year time limitation shall be suspended if the GMOQin questjon has caused
Damage to Biological

qrdcred. ot ® e P A .
68. Where an Operator is ordered to- undertake Response Measiires’
pursuant to a Remediation Plan, the maximum sum shall not be. greater than
any financial limit established by Jaw for similar regulated activities. -

:_ény right of recourse or

+69: This Regulation'shatl viot fimit or restrict any right of
person.” -

indemnity:that an Operator may have against any other B
70.—(1) The Operétor shall be';;rimlalaril)‘/ Iig!t;lq for any damage, amlti_
- has the fight 6f recourse againist any legal ‘or natural person‘that he shall
claim to have contributed to the occurreice of the damage., = SR
. foat, ol Sl e o Sroerle R
(2) Where there are damages caused by the use of GMOs, the operator
shalt be held primary responsible foranydamage. " - B o
(3) Where there is plurality of responsible operators, they shall be held
jointly and severally résponsible in line with exta nt laws and regu lations.

71_{ 1) The Agency shall reciii}ré _;:"ii? ope_r_%t_t_or__t.o. establ:sh and :n::;_tintain
a financial guarantee, including a self-insurance for the duration of his

responsibilities.

;, provided, that this twenty, .
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the foli'ow-ing'-sh"all'-a'pplly-to-binsaf’ety app

relevant information.within 21 days..

(2). The Agency shall-take measures:to encourage the development of

instruments by the financial guarantee markets to be subscribed to in order to

cover the solyency of Operators... ..
72.—(1) Damages caused by the use of GMOs shall be evaluated
according to the following glements of assessment— : . . . .7

(a) the cost of response measures ; ]
2 {b) .tb_ecpst.nfthe,.lossoﬁincomc due.to damages during the restoration
period or. before the payment of compensation Bogst s of  w B
(¢) costs and expenses related to-damage to human-health, including
medical care and compensations for injury, disability ordeath ; and
~ (d).costs and expenses Te lated to damage to socio economicvalues.
2)In itHe case of céritres of origin or ¢entres of genetic diversity, the
uniqueness of their value shall be taken into account in the evaliiation of
damages, ﬁjc.llgdgipg__in_vestmer_l‘t;_ expenses incurred. : ;

S A "'P'ﬁt‘r‘XfV-'-—M‘]S'_CELL"NEOU;S""' Sl

"33, [n accordance to Part VII Sections 25(1-2) and 26(1) of the Act
lications fser'éomt'n'eré‘reif'releasc
of GMOs— gl e e

5.(1) The' Agency shall tipon the feceipt of the application and the
accompanying information; displ ay copies of such appl ication and reiévant
infofitiation At such places and £t such period as the Agency mdy, from titme
to tinte determiitie to’ enable the ‘géneral public’ and relevant government
ministries and agencies study and make comments on the applicatior and

Pashatr® . o

-(2) The Agéncy iniay, pfior {0 the’ display, make aiouncement inat

least 2 National 4nd’ Srie’ Local 'NeWspapers, “the ‘National Biosafety
,_Clqgri'qg_ﬁgpsc._qr.,“sucp,nthen News Media as:the Agency: may-fromtime
to time determine, giving summary

«of the application and brief information. -
on the place, duration and time for the display. S

n.a |o|}to -_the._(;p,_rnfpépt. #éépivg_d,flllqld,p,ub[ic.. .

(3) The Agency, may; in.addit

“hearings or consultations to obtain further comments and inputs that il assist .

in the review or processing of the application. . )
74.—(1) Provisions onaffences, penalties.and enforcement inthe Act,

shall apply to these Regulations.. .~ T
(2), Any.product that-is placed: in.the market and, labelled-as GMO

products or products derived from G MOs but does ;_r_lm__qo_lr!,t'_ain, GMO shall be

* confiscatéd aiid destroyed by the Ageney.
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(3) Any expenses reasonably incurred in connection with the destructiori
or disposal of products referred to under sub-regulation (1) of this regulation,
shall be borne by the person who placed the product in the market.

(4) Subject to the provisions of the Constitution of the Federal Republic
of Nigeria, 1999 (as amended), the Agency may in collaboration with relevant
law enforcement and prosecution Agencies arrest and prosecute ofTender in
line with relevant provision of the Act.

75.—1) Subject to theé provisions of the Act, approvals, authorisations
and permits granted prior to the entry into force of the Act and these Regulations
shall remain valid in accordance with terms and conditions stipulated therein.

(2) Anypending applications that were not yet decided prior to the entry
into force of the Act and these Regulations shall be deemed to have been
submnted for processing in accordance with the prowsmns of’the Ac1 and

these Regulanons, ; :
“76.—(1)The terms used in the Act shall apply to these Regulatmns

(2) In these Regulatlons—- .
‘Acr means the Natlonal B:osaf‘ety Management Ageucy Act, 20 15;
“Agency” means the National Biosafety Management Agency
established. under Section.. 1 of'the Act ;. vt
“applicant” means any person;’ ‘in3titution, body’ or their authonsed
representative i Nigeria who- applies -for accredltarron a penmt or
~-autherization:under these Reglrlanons,. : RER L o
B.ro!ogrcaf Diversity” means-the vanabrhty among’ lmng orgamsms
fromall sources: including; inter alia, terrestrial, ‘marine and other aqiiatic
ecosystemsand the: ecologicalicomplexes of which they are part;’ lncludmg
{diversity within:species, between-species and the ecosystems:;
“Biosafety Clearing House” means a pool of mf’ormanon me(:hamsm
(establxshqd sunder Article 20 ofithe Cartagena Pretocol for: e)(change of
. seientific, technical,: env:ronmentaland legal information on and experience
in genencally modified organism (GMO), as part of the cdearmg house
" mechanism under Article 8.of the Convention-;. z

“Bfosqfe;y means measures; palicies; knowfedge. fecbmques, equ:pmem'

‘and procedqres apph?d for the.minintizing potential risks that modern
__blotecpna!ogy may pose to the gnvironment and human: health; . - .
. “Board’] means the Natlonal Biosafety Management Agerley Govermng
Board estabf’rshed under Section I} () ofthe Act; 1+ ..
“comperent aur}roruy” means anAgency of another.country respons:ble
; under;ts National Lawfor:h!: controland regulation of geneticaHy: modlﬁed
organisms or in charge’ of Biosafety.matters ;i . v fos 8 ks
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. Officer.of the Agencg P i n e e ;.

¥Committee’” means a duly constituted ad-hoc body such as National
Biosafetry Committee (NBC), National Biosafety Technical Sub-committee

- (NBTS) and other Committees.set-up by the-Agency to carry out specific

duties;
can{amed use means any opelanou using modem blotechnolog}'

undertaken withinan enclosed facility, installation or other physical structure,
such as a buildi ng, Iaboratory or greenhouse ; . "
“confined field trial” means a small scale experimental re:lease into the

“environment ofa GMO under physical and b:ologlca! confinement conditions

that limit the persistence of the GMO in the environment on complenon of

the experiment ;
“Damage” means-an adverse efFect on the conservation and sustainable

use of biological:diversity, taking also into account risks to human health'
-measurable or otherwise observable taking into account; wherever available,
scientifically established baselines recognized by a competent authoritythat
takes into acgount any other human induced, variation and qatural variation ;

“day” means a calendar day -
“decision™ includes decision adopted by the Agency legardmg an
application submitted for-a GMO of product; following scientific risk

- assessments and socio-economic¢ievaluations and decision on App[icat:on
for Accreditation of Research Institute for Modern B:eteohnoiegy actw:tles

. ongmf‘catmn ofB:osaﬁety containment- facility ;.o. -, v

-“Decision Document’ means the; document setting out the deCISIOn

| adopted by the Agency regarding an application submitted for'a GMQior

product, followmg sclentn" icrisk assessments and socw-ﬂccnomrc evahiatrons

bloteqhnology qct;wnes or cemf' cat:an af blosafetyfcontamment Famlxty 2

“Director-General” means: the: D:rector Gencral and Chief Executive

o) R

. “Ecosystem” :means'a dynamlc complex of planf ari:mahandfmicrm
.orgainism cominunities: sndilhelr-non hvmg emrlronment lnl‘iefractlng as-a
functlonalunlt Do e @n, EURETRO e g by Aoty oE gt o

Yexport” means to take a GMO out elegeria por R e
“faciliry™includes a scientific laboraw:y, greenhotse ot o*tl‘ref enc‘losed

: phys:caf structure where contained: use acchwties are ¢arried out

“food anid feed producr” iesns'a GMO or its product that 15 tised for

-food, feed or processmg and is pnmanly mtehded fer consu’mpt:bn" by htimans

aboe L

oranimals or both ;

o “Genetically Mod f ied Orgam.s‘ms {GMO)" means anty organism: iivmg
‘arnon.liviiig that:possesses d- no\fel'comb:ﬁanén ‘'of genetic: matenarobtamed

o wa
e e L

through the use of modern blotecﬂﬁoldgy §



“Institutional Biosafety Commiriee (IBC)” means a comm:tree set.up
by the Agency.to carry out ob[ngatlons under relevant prowsmns of these

,.Regulat;ons R

“Institution™ means-any- pubhc ‘or private reséarch’ mstltute a private
c:orporataon or other legal entities that wishes to carry out contamed use
with GMOs in buildings which they own or operate : '

“Jmport” means to-bring-a GMO into Nigeria;

“Modern B:orechno!ogy means—

" (a) ‘the' application of in-vitro nucleic ac:d technlques mcludmg
recom‘binnntdeoxyrlbonuclelc acid (rDNA]. and dlrectmﬁctlonofnucIelc
-acid into célls or organelles or G ey G

(E) fysion of‘cells beyond the taxonomic famﬂy that—— LT

(r) overcome - natural physmiogmal neproducnve Gr'rccombmatlon

T

bamers and ; :

(i) are not Iechmques used in. trad:tloﬂa] breedmg and select:on
““Multi-Locational Trials{(MLT)™ means confined field iials conducted

in two or more locations simultaneously ;

“NAFDAC™ means National Agency for Food and Dmcs Admm:stratlon
" ¥NBMA™ méans National Brosafety Management Agcncy £ v g
“National Brosafery Committee (NBC) means an ad- hoc advisory
committee constituted by the Director-General ofthe Agency when expert

or technical advice is needed on the risk assessment or risk management

issues regarding an application for GMO activity made under sect:on 313)

. of the Act ; 3

“NGO” means. non-govemmentai organisation ;

_ “0perator Jnc]udes any person.in direct or indirect control of a living
mod:fed orgarusm, apenmthp{de: -person who placed the living modified
organism on the market, developer, producer, notifier, exporter, importer,
carrier, supplier or as determined by domestic law ;

“PI* means Principal investigator ;

“Response Measures™ includes reasonable actions to minimize, contain
ormitigate damage, as appropriate to-restore Blologlcal DlverSlty through
actions to be taken in the foJlowing. Order— - i

(a) restoratlon af Biological. Dwersny to the cond:tlon that emsted

"ComPetent Aurhonty deterrnmes thls :s not poss1ble 3 and

(b) restoration. by replacm_g the lass of Bi iological. Dtvers:ty wath other ' "
wm ponents of B:olog:cal Diversity for the same, or-for'another type of : * -

use elthcr at the same Qr, as approprtate,, atan alternanve locanon S
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Citation,

“risk assessment” means the four-stage p}ocess of identification,
charactenzatron identification of risk- élements and evaluation through
scientific methods such as tests, analyses and trials of risks and risk sources
that GMOs may,pose.to animal, human and planthealth biological diversity
andenwronment ; = &, '

“risk mmragemem means thc proccss of assessing, -choosing and
1mplementmg suitable options to effectively manage rlsks identified in the
risk assessment process ;

“significant™ means adverse effect is to be detcrmmed on the basis
of factors, sich as the long term or permanent change to be understood
as ctange that will not be redressed” through natural recover_y within a
reasonable period of time; the extent. of the qualltat.we or quantitative
changes that adversely affect the components of biological d:vers:ty,
the reduction-ofithe.ability of components'ofbio IogrcardWemty to provide
goods and services ; and the extent of any adverse effects on human.
health in the context of the Biosafety Act, 2015 and
. tmnsn’ means moyement, of. GMO& through: N:gerra to another
Cauﬂtry . ah vl By e o I

e o

9, Thigsd Regulatlons sha]l be c:ted as the Nat:onal Biosafery
(Impiementatmn Etc)Regu]at;ons 20[] I .

J1| utu T
rIMADE’atAbujai‘hrsQ{h day of March 20]‘7 e S

eein A

i Vo B OUsMAN s .
AT S T Honourab!e Minister: of.S‘rare
IR Feﬂ‘emf .Mm.':s'rry ofEnwroﬁmem' T

vighs

'4 '= it e, T e 'EXPLANATOK\’ ‘Nore! " oo iz
( Th:s note does not foriii'parr of ’ﬂré&é Regix?aaam N
Loieivy tnii o DU IS, intended to explait. its: purport) - T

TheseLRtgulauons seek to'éompléméntand ehhaﬁee the prcwls:ons af the
National Biosafety Manigerént Aigeriey Act] provide details of 1 regﬂatory
and supervisory requirements nécessary to'promote ‘anid aid thé effic icient
and profjtableimplementation of the provisidns of thé-Act, and facrl itate
the attainment of the goals for which the Nationial Bt{isafetyJMarrégemenr

Agency is established in Nigeria.



