S - N\ i ) )
University Hospital e BBl . W

— ®_ 5PSQ-156

Of Blzerte ( euUuropean association

of hospital pharmacisits

RISK ASSESSMENT AND MANAGEMENT TO IMPROVE
THERMO-SENSITIVE DRUGS SAFETY

H. Sakly?!, I. Chakroun?, K. Ben Jeddou?, N. Chouchane? H igher RPS failures: typOlOgy

IHospital University, Pharmacy, Bizerte, Tunisia.
’Hospital University, Pharmacy, Sousse, Tunisia

storage thermo-sensitive difference between the 60
Bac kg round drugs in care temperature displayed by
units the thermometer and the
Thermo-sensitive drugs must be stored actual temperature
overall the circuit, from manufacture to storage thermo-sensitive the refrigerator 40
administration for the patient at 2-8 ° C drugs In care units temperature required not
. .. : L | reached
Hospital mission Is to insure patient safety e \ e ol .
: : istribution thermo- on-respect of the co
?nd qua“ty of care. Evalu_a_tlon ana sensitive drugs to chain during transportation
Improvement of thermo-sensitive  drug pharmacy units from the  to the external pharmacy
management process are essential to prevent depot and the maternity site
and limit iatrogenic events. receiving the thermo-  non-control of the 30
sensitive drug order temperature at receipt of
he depot thermo-sensitive drug
Purpose att
_ _ storage thermo- difference between the 30
The present study aims to assess risk of sensitivedrugs at the temperature displayed by
thermo-sensitive drug management process pharmacy depot the thermometer and the
according to a proactive analysis: Failure actual temperature
mode and effects analysis method (Fl\/l EA)_ storage thermo-sensitive difference between the 30

drugs in pharmacy units  temperature displayed by
the thermometer and the

«A multidisciplinary study group was storage thermo-sensitive  Drug left on standby 30
_ drugs In care outside the refrigerator
assembled and a process diagram was units before storage
drafted, illustrating all steps of cold chalin.
sFallure modes that could occur were Ishikawa Diagram for the Failure mode with the Highest RPS:

identified and classified according to their storage step in the care units

risk priority score (RPS) determined on the
basis of the likelihood of occurrence, the

display

MATERIALS FACILITIES DRUGS

Eefrigerator
cluttered

severity of the potential effect, and the H
detection probability. el g
*The most critical failures were selected by _

applying the Pareto principle which states it acker i
that roughly 80% of the effects come from

20% of the causes.

Difference between

the temperature
» displayed by the
thermome ter and
- the actual

temperature

PROCESS STAFF

s The failures causes were C|05e|y examined Ishikawa Diagram for the Failure mode with the Highest RPS:
by establishing Ishikawa diagrams.

storage step in the care units

MATERIALS FACILITIES DRUGS

Unavailability

RESULTATS

pp— mEintenance
team

The evaluation process detected 34 potential o
f _ I E;Q‘Eﬂr:rl.:atat :;E;ig-em_nate-‘j The refrigerator
al ures. - cabinet - temprerature
Frequency of failure modes Lack of , reauirednot
- . . training
patient _ receiving the drug on
administration step delivery et transport order at the me o ’ e
6% step pharmacy depot process arugs tif::ff

3% step
3%

PROCESS STAFF

storage In care units
step
24%

storage at the
pharmacy depot

step Preventive measures such as setting up a preventive maintenance,
; the control of temperature at the drug reception and immediate
storage In freezer box have been proposed to get ride of the most

dispensing drugs to
the different care
units
6%

storage In the ' on to
different pharmacy y units

e depot step CrItICa| faI|UFES

CONCLUSION

Risk priority score ranged from 4 to 60. The | |
Pareto principle was used to select 18 FMEA was useful to help understanding the cold chain process,

failures modes that have the highest RPS detecting possible failures and prioritizing remedial interventions.
(from 12 to 60). Among those potential Systematic use of proactive risk analysis Is needed for continuous

failures, we selected 14 higher RPS which it safety Improvement of thermo-sensitive drug management
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