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o PLANNING PHASE OF - -
OVERARCHING ISSUES —’ —’ CONDUCTING THE RISK ASSESSMENT
THE RISK ASSESSMENT
i Establishing the contextand
1;:3‘;;:235;;‘;?::‘:;sg:en’:; scope 2 Step 1: “An identification of anynovel genotypic and phenotypic characteristics
Protection goals a.ndens ints May involve an information-sharing associated with the living modified organism that may have adverse effectson |
are aimed agt defini amfo and consultation process with risk biological diversity in the likely potential receiving environment, taking also into |~
X ng . s account risks to human health ™

targeting the processes in the BRI decision- malfers and
risk assessment by helping various stakeholders prior to :
frame the questions at the conducting the actual risk
beginning of the assessment assessment, to identify protection

goals, assessment endpoints and risk Step 2: “An evaluation of the likelihood of
Quality and relevance of thresholds rgleymt? the adverse effectsbeing r?ahzed: t;_a.klng into Step3: “An evaluation of the consequences
A o, assessment, in line withthe account the level and kind of exposureof |4 . 4

; L. . " . .. : should these adverse effects be realized.

The required information country’s policies and regulations. the likely potential receiving environment to
should be of acceptable the living modified organism ”
scientific quality Tt may vary in T?le choice Pfcnmparatom
nature and level of detail from Risks associated with an LMO t
case to case, depending on the should be considered in the context
1.MO concerned. ifs intended of the risks posed by the non- Step 4: “An estimation of the overall risk posed by the living modified
use and the likel'-.’potentia.l modified recipients or parental organism based onthe evaluation of the likelihood and consequences of the |4
receiving e organisms in the likely potential identified adverse effects being realized.”

receiving environment.
Identification and . t
consideration of uncertainty g:;&:;zjf?;::ﬂ;;??s S, Step 5: “A recommendation as to whether or not the risks are acceptable or manageable,
An analysis of uncertainty . sk PP including, where necessary, identification of strategies to manage theserisks.”
includes considerations ofits () LA R e (€ SRR §
source and nature and focuses which starts by identifying Evaluate whether the set objectives and criteria were met, and
Ny Ty A, protection goals, assessment consider new information or management options
significant impact on the endpoints and potential adverse " *Were the objective and criteria that were setat the beginning of the
e e Iiesi o L h ey raels effects. Conceptual models arethen  [€ NO risk assessmentmet? [~ YES
assessment. dEVElUPEd as W“ﬂflﬂg hypothesis or NO = | ‘Has new information arisen that could change the conclusions? YES

scenarios to describe how the LMO +*Have new risk management options beenidentified that address or

may have adverse effects on the NO = | remove identified risks? YES

assessment endpoints.

+
- h 4 h 4
‘ Related Issues |{ --------- 4 Consideration of Risk Management Strategies, and Decision-making ‘
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