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*Identify the Hazard
Estimate the Harm/Damage
~#¢ Assess the Risks
+»*Establish the Mitigation
*»Evaluate the Residual Risks
+»Control the Situation
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hallenge is how much a risk we are facing in a
hal condition, as well as an abnormal condition.
ce there is always a risk, what can we do about it

— in terms of mitigation to reduce the risk to an

acceptable & tolerable level.

*Control, and Control Points
*Risk Management (RM)

C Management (CM)
*CM is not equal to RM
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amage to the general public, end
product user, 3" party
organization, & “process” itself.

“Thinking about S-I-P-O-C concepts.
Who is the customer?
Who is the supp

Risk Estimation , Analys itigation

Risk Management Process

« Intended use/intended
purpose identification

* Hazard identification

o Risk estimation
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Risk Evaluation

* Risk acceptal decisions

Risk control

¢ Option analysis
¢ Implementation
* Residual risk evaluation
o Overall risk acceptance

Post-production information

o Post-production
experience

* Review of risk
management experience
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be of Risk

Risk to the end product user and 3™ parties
. Risk to the organization
Risk to the “process” itself

Qééss/Opel'ati011 Risk -

A. Internal Risk — Immediate Impact &
Downstream Inr t

B. External Risk — Couldn’t stop & correct
internally, therefore there is
an external ikely on the
product roduct user

M ik

ondition =~ —'mide

—Outside

eRestraint

— Regulations
—Social Values & Practices

se, Failure, & Effect

‘probability of a Failure occurring by an
8d cause under current control — occurrence
much of the impacts — Severity
W early in the life cycle, and how much of the
dlem can we detect and correct — Detection

“Risk = Occurrence x Severity x Detection

The acceptability of a risk to a stakeholder
is influenced by these three components,
and by the stakeholder’s perception of the
risk
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Wo,Risk Components Approachi.
= zard & Harm (Damage)

ity efitheroccurrence of harm

" (damage), that is, how often the harm may occur.

i The consequences of that harm (damage), that is,
how: severe it might be.

“Risk = Probability x Severity

- or Matrix of these two

The acceptability of a risk to a stakeholder is influenced by these
two components, and by the stakeholder’s perception of the risk.
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glitative approach --  [evel 1: Negligible

3 Level 2: Marginal
Level 3: Critical
Level 4: Serious
Level 5: Catastrophic

titative approach -- 1 ~ 10 ranking, may refer to FMEA tables

ifestifmating the risk for each hazard, the
iollewifiglaspectsishiouldibertakenintoraccount:
> extent of reliance on the analytical result
(Contribution to the Mitigation Decision)
plausibility checks
availability and use of controls

> cLuaIity of assurance measures/techniques applied in
the test laboratories

» detectability of deficiencies/errors

» situations of use (e.g. emergency cases)
» professional use/non-professional use
» method of presentation of information

: Incredible

: Improbable
Remote

Level 4: Occasional
Level 5: Probable
Level 6: Frequent

® Quantitative approach -- 1 ~ 10 ranking. May refer to FMEA tables

Whereoldramitie inese:

T

Less ——> More Severity of harm

ifieppropriate, inadequate or over-complicated user interface
(iehymachine communication
lazards arising from functional failure, maintenance, and aging
azards from the following:

batch inhomogeneity, batch-to-batch inconsistency

Common interfering factors

Carry-over effects

Specimen identification errors

Stability problems (in storage, in shipping, in use, after first opening of the
container)

Problems related to taking, preparation and stability of specimens
Inadequate specification of prerequisites

Inadequate test characteristics
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A point, step, or procedure at which control
can be appfied and is essential to prevent,
Ielimlinate, or reduce a hazard to an acceptable
eve

Add Previously
Unidentified -~
Hazards

nidentified Follow Risk
Cause / Effect Management
Pairs Process

Update
Probability
te

Estimal Update Risk

Management

Stop Shipment Not Sure
Recall Product (€

Continue to Ship
Product

Healthcare Process Flow
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Process of Evaluating charge and
Diagnosis are Care

1. Diagnostic — Observation & Questioning
Diagnostic — Testing
3. Information service 3. Finance
. Clinical Pathway Practice 4. Sensitive Issues &
. Records Personalization
. Treatment/ Pharmacy Services

5. Followups
. Facility / Housekeeping
Service — Supply & Waste
are & Monitoring on Recovery
10. Manpower Assignment
11. Community responsibilities & governmental codes
12. Morality

* Looking for the Bottleneck —» Most likely errors start here

* Looking for the Queuing, Pending, Batching, Bunching, Hanging —®%econd
most likely errors start here
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Establish corrective action to be taken when deviation occurs.

Establish verification procedures.

Establish record-keeping system

" Risk Management Plan

Select Activities

Assign Responsibilities

Risk
Management
Process

Verifications

Measures and l

Update & Re-assess

Process of
Assessment Diagnosis Care

1. Incorrect, or untimely diagnosis
2. Error in medication

, or other treatment

4. Untimely treatment
5. Admini i

y outage or malfunction
9. Equipment outa;

in admission

8. Hospital bed

availability

9. Waitin;

or malfunction

%

Release Information ,

- s
Evaluating Discharge
Care and Billing

Administrative

error in discharge
rin |

patient indoctri

in patient record
6. Departure from nursing standard
7. Departure from any other professional standard

instructions or
medication
Error in any finance
statement

¢ provider,




n Errors — C & Effects

Responsible
Parti

lated administrative cause * MD, RN, & LPN

manufacturer &

Pharmacist

Pharmacist, & recording clerk

. RN, LPN, & Assistant
Dru

a. Inside facility

How to do it?

b. Outside Fcilty
Patient, Family, & Concemed parties
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Tel: 04-2291-0706 E-mail: cti@pie.com.tw




