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7 ESTABLISH THE CONTEXT

) - THE INTERNAL AND EXTERNAL \
Communicate and ENVIRONMENT FACTORS;

- RISK MANAGEMENT CONTEXT;

/
:
; consult - DEVELOP RISK CRITERIA:
i AT ALL STAGES OF THE 4 - DEFINE THE STRUCTURE.
; PROCESS N
1
""-.1 ...............................
l o
i i —
1 >
I | IDENTIFY THE RISKS
: [ - IDENTIFY OR ASSESS WHAT COULD HAPPEN,
i WHEN, WHERE, HOW AND WHY.
' ' CONTROL AND REPORT [ - DEFINE THE UNDESIRED EVENTS;
i _ y - DETERMIME THE CONTRIBUTORY FACTORS;
i CEVALLU E%NIET,L“,J:E‘E%—'TJE%%ES%K@F RISK . - DESCRIBE THE IMPACT OR POTENTIAL
' COMNTROL AND TREATMENTS: A IMPACT.
. - CHAMNGE IN CONTEXT AND CIRCUMSTANCES; =
: . - DOCUMENT AND REPORT. i\I ‘\
1 k [
i | ‘
[
: | )
: ANALYSE THE RISKS
- \ - IDENTIFY AND EXAMIME EXISTING
1 \ [ CONTROLS:
I \ \ - ESTIMATE CONSEQUEMCES;
I ) -ESTIMATE LIKELIHOOD;
I TREAT THE RISKS - DETERMIME LEVEL OF RISK OR RISK
i - IF EXISTING CONTROLS ARE INADEQUATE : RATING.
: IDENTIFY AND ASSESS FURTHER RISK -
i TREATMEMNT OPTIONS:;
' - PREPARE AND IMPLEMENT A TREATMENT PLAN;
I - DETERMINE THE RESIDUAL RISK RATING ONCE
i RISK IS TREATED.
[
]
L]
[}
[}
L}
L]
]

-

EVALUATE THE RISKS
- COMPARE AGAINST RISK CRITERIA (IS THE
RISK ACCEPTAEBLE OR UNACCEPTABLE?);
-LIST FURTHER COMNTROLS AND ACTIONS;
_—__f,/ - DOCUMENT AND SHARE FINDING,
. )

Figure | Risk management process
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Table 5 Likelihood Scoring Table

Likelihood Likelihood Description Frequency

Descriptors

RARE/REMOTE THIS WILL PROBABLY NEVER HAPPEN/RECUR. WILL ONLY < 5% ONCE IN MORE THAN 10
HAPPEN IN EXCEPTIONAL CIRCUMSTANCES YEARS OR NOT AT ALL

UNLIKELY DO NOT EXPECT IT TO HAPPEN/RECUR BUT IT MAY DO SO | > 5% - 30% ONCE IN 5-10 YEARS

POSSIBLE/ MIGHT HAPPEN OR RECUR OCCASIONALLY > 30% - 70% ONCE IN 1-5 YEARS

OCCASIONALLY

LIKELY WILL PROBABLY HAPPEN/RECUR, BUT IT IS NOT > 70-95% MONTHLY OR SEVERAL

A PERSISTING ISSUE/CIRCUMSTANCES TIMES A YEAR
ALMOST WILL UNDOUBTEDLY HAPPEN/RECUR ON A FREQUENT | = 95-100% | WEEKLY OR SEVERAL TIMES
CERTAIN BASIS A MONTH
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Table | Quantitative Analysis

Expected to occur in most

: 0,9 0,09 0,27 0,45
circumstances
- . :
- Will pm_habl:f occurin 0.7 0.07 0.21 0.35 0.49
— most circumstances
o0
< Might occur occasionally | 0,5 0,05 0,15 0,25 0,35 0,45
o
o Could happen some time | 0,3 0,03 0,09 0,15 0,21 0,27
o
sl f i L 0.1 0,01 0,03 0,05 0,07 0,09
exceptional circumstances ! ! ! : : '
0,1 0,3 0,5 0,7 0,9
Injuries . . . Injury requiring Serious injury,
requiring no I;_"'Ilntur_gjurly, medical hospital Daath ort
treatment or first rstaid only treatment and treatment permanen
. required . . disability
aid some lost time required
IMPACT
RISK EXAMPLE PROBABILITY IMPACT RISK LEVEL RISK GRADING
PATIENT INJURY 0,3 0,5 0,15 MODERATE
RISK GRADING COLORS
0,01-0,03 0,05-0,07 0,09-0,27 0,35-0,49
VERY LOW RISK LOW RISK MODERATE RISK HIGH RISK
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“able 2 Qualitative Analysis

IMPACT/CONSEQUENCE LEVELS
SLIGHT/
NEGLIGIBLE MINOR MODERATE MAJOR CATASTROPHIC
Injuries requiring Minor injury, Injunrar‘;(?ﬂgllnng Ser;::;;s iltr‘g:.-lr}r', Death or
LIKELIHOOD DESCRIPTORS no treatment or first aid only P permanent
) . treatment and treatment . e
first aid required - . disability
some lost time required
May happen
RARE / REMOTE only in VERY LOW VERY LOW LOW LOW MODERATE
exceptional
circumstances
UNLIKELY Could happen VERY LOW LOW MODERATE MODERATE MODERATE
some time
POSSIBLE / Might occur
OCCASIONALLY occasionally LOW MODERATE MODERATE MODERATE HIGH
Will probably
LIKELY occur in most LOW MODERATE MODERATE
circumstances
e OECJ(;E??r:e:"I;gt MODERATE MODERATE HIGH
CERTAIN .
circumstances
RISK EXAMPLE LIKELIHOOD IMPACT RISK GRADING
PATIENT INJURY UNLIKELY MAJOR MODERATE
RISK GRADING COLORS
VERY LOW RISK LOW RISK MODERATE RISK HIGH RISK
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Table 3 Semi-Quantitative Analysis

IMPACT/CONSEQUENCE LEVELS

S MINOR MODERATE MAJOR CATASTROPHIC
NEGLIGIBLE
] 2] [3] [4] [5]
Injury
Injuries requiring Minor injury, r;?-.lﬂ:;l;g? Ser"_f;‘:; :FEJ‘:"W Death or
LIKELIHOOD DESCRIPTORS no treatment or first aid only P permanent
- : ; treatment and treatment . ‘re
first aid required . disability
some lost required
time
May happen only - - 3 - -
it S sl L 2 6D in exceptional VERY LOW VERY LOW LOW MODERATE MODERATE
circumstances
UNLIKELY Could happen 2 4 6 8 10
[2] some time VERY LOW LOW MODERATE MODERATE MODERATE
POSSIBLE / Might occur 3 6 9 12 15
OCCASIONALLY [3] occasionally LOW MODERATE MODERATE MODERATE HIGH
Will probabl
LIKELY Occul:: i mosyt 4 8 12 16
4] . LOW MODERATE MODERATE HIGH
circumstances
ALMOST CERTAIN | EXPected totoccur 5 10 15
[5] e s MODERATE MODERATE HIGH
circumstances
RISK EXAMPLE LIKELIHOOD IMPACT RISK LEVEL RISK GRADING
PATIENT INJURY LIKELY [4] MAJOR [4] 16 HIGH
RISK GRADING COLORS
5-12
1-2 34 15-16
VERY LOW RISK LOW RISK MOEFST{ATE HIGH RISK
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Chart G-1: Risk Assessment Matrix

Severity
Likelihood | IV Negligible [T Marginal IT Critical [ Catastrophic
Frequent A
Probable B

Occasional C Serious

Improbable E
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Table 2. Severity and frequency of blood infectious diseases in Canada, 1987-1996, adapted from [13].

Infectious Diseases Severity Severity Category* Frequency Frequency Category ® Source

HIV 10° Very High 0.000001 Extremely Low Blood Donors
HTLV 10* High 0.0000008 Extremely Low Blood Donors
Hepatitis B 10° Medium 0.00001 Very Low Blood Donors
Hepatitis C 10° Medium 0.000004 Extremely Low Blood Donors
Hepatitis G 10 Very Low 0.01 High Blood Donors
Bacterial Contamination 10° Low 0.000026 Very Low Blood Donors
Cytomegalovirus 10° Low 0.4 Very High Blood Donors
Epstein-Barr virus 10° Low 0.9 Very High Blood Donors
TT virus 10 Very Low 0.3 Very High Blood Donors
SEN virus 10 Very Low 0.02 High Blood Donors

CID/~NCID 10° Very High 0.000001 Extremely Low Population
Syphilis 10* High 0.000006 Extremely Low Blood Donors

 Categories assigned using the severity categories provided in Table 1: ® Categories assigned using the

frequency categories provided in Table 1.
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Table 1. National health service criteria for severnity and frequency levels, adapted from [8].

Criteria for Severity Levels

) . Minimal iy requirng no/minimal intervention or treatment
Very Low Severity )
. No time off work
Iow Severity . Mmor mjutj.r or illness reqmrmg munor miervention
. Increase in length of hospatal stay by 1-3
. Moderate injury requiring professional intervention
Medmm Severity - Increase 1in length of hospital stay by 4—15 days
. Impacts on a small number of patients
High Severity . Major 1.11_1111‘3.-r leading to 14::1_1 g-term incapacity/disability
. Increase 1n length of hospatal stay by =15 days
. Incidence leading to death
Very High Severnty . Multiple permanent injuries or yreversible health effects
. Impacts on a large number of patients
Criteria for Frequency Levels
Extremely Low Frequency . Frequency between 0.000001 and 00000099
Very Low Frequency . Frequency between 0.00001 and 0.000099
Low Frequency . Frequency between 0.0001 and 0.00099
Medmm Frequency . Frequency between 0.001 and 0.0099
High Frequency . Frequency between 0.01 and 0.099

Very High Frequency . il vndoubtedly happen/recur, possibly frequently. Frequency greater than 0.1
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Colored Cells Low Medium Hizh Very High |
are the Risk Rizk Rizk Risk Rizk
Categories
Severity of Consequences
Frequency of
[nfection Very Low Low Medium
Severity Severity Severity
Cytomegalovirus
“arv Hi . *Obs 35
Frequency |Om3t | =2
red ' “Ext 10 Epstein-Barr virus
"Obs 80
*Est 79
SEN virus
|2
requency G
“Obs 011
"Est 0.10
Medium
Frequency
Low
Frequency
m‘ L
Very Low contamination mn
Frequency :l.l Es 0.01
0.007
Syphilis HIV
*0Obs 0.06 “0Obs 0.13
Extremely Hepattis © Est001 Est0.03
Low e HILV CID~RCID
Frequency ' 0.014 “Obs 0.1
' “*0bs 0.01
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