Risk analysis by the FMECA method of the pharmaceutical circuit of injectable experimental drugs A
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CONTEXT AND OBJECTIVES RESULTS
» In our hospital pharmacy : 2 units are involved in the injectable experimental drugs (EDs) circuit Increased « 40 of alow level (80%) A 2 risks of major
- Pharma.ceut|cal clinical t_rlal unit (UPI_EC) : pharmaceutlcal vahdaﬁon of ’Ehe prescription risks Identification of 50 risks  « 8 of 3 moderate level (16%) criticality :
- Centralized pharmaceutical preparation unit (UPCP) : preparation of injectable EDs * 2 of amajor level (4%) _ specific trammgofUPCPstaffm """"

> Updating Of the qua“ty assurance :-------------------------------------------------------------: h ) I I-d ) d ) k preparationofinjectableEDS
system and preparation for 1ISO9001 = OBJECTIt\_/ES : J‘; map ttl?e prfo.ce:‘sst OI:]:I “E?)“a%emed"t' = P al:lz‘:fjeelitejz?o‘nlqac;f :tcllgze; lerTo(T' s;?ctel:tson o - Preparation of EDs requiring volume
- : - - | B u |
certification of the UPEC unit preparation an. |sr.)ensa ion of injectable .s, in or er : removal
] ] : to assess possible risks and propose corrective actions : Table 3. Number of risks for each steps of the process
‘ Risk assessment, according to * (CAs) to optimize the injectable ED circuit. = Preparation of fabrication forms for ME : 1 moderate risk —
the FMECA method  ESEE NSNS NS EESSEESSEESSEESSEESSEEESEEESEEEEEEEEEEEEEEEEE - Omission or error in the a“ocatlon of k|t numbers in Ste::;:':;:tpyrgcess Low |Moderate Major Total
the IWRS (where allocation need to be done by the )
MATERIAL AND METHOD pharmacy) Setting up 4 0 0 4
) . L . Pharmaceutical 6 1 0 7
2 0 2 le) FMECA : Failure Mode, Effects and Criticality Analysis Dispensation : 4 moderate risks validation
- Incorrect storage of preparations Preparation of 9 1 0 10
A . 3 . Table 1. Rating scales (severity, frequency, detectability) _ ; ; i i idati fabrication f
5 sessions of multi-professional working group : Bié)gns;tuon of preparation without validation by g Tlca on _orms
UPEC/UPCP pharmacists, pharmacy resident, Scoring the severity of the effects PECP a.rmaast . . . Vial selection 5 0 0 5
harmacy technicians and their managers G1 Noimpact - Dispensation for another patient included in the ——— . 0 ) 5
ini i abrication
P G2 Delay in the management of the clinical trial same clinical t"'.all
> Process descrintion G3 Delay in the dispensation of the clinical trial - Lack of traceability Dispensation 6 4 0 10
> Identification pof failure modes (FM) G4 Quality impairment of the clinical trial or Management/organisation : 2 moderate risks Management & 5 B ) 5
) ’ alteration of the ED - Lack of coordination between UPEC/UPCP organisation
causgs and their effects G5 Challenging patient safety - Failure to respect the storage conditions of the Total 40 8 2 50
» Scoring of the frequency (F) of Scoring the frequency of occurrence of FMs vials before preparation
occurrence, severity (G) and detectability F1 Appearance < 1 time a year
(D) for each FM, using scales from 3 to 5 F2 Appearance 1 to 4 times a year CONCLUSION
levelst F3  Appearance 4 to 12 times a year Identification of steps with highest risk =9  Corrective actions (CAs) /
» Assessment of criticality C = F¥*G*D F4 Appearance > 12 times a year . . L o . O
. o » 2 Risks of major criticality = Priority CAs must be carried out
Scoring the detectability of FMs . . . . . . .
Assessment of criticality Hich detectabilit - Improving the continuous training of all staff involved in preparation of injectable EDs
>20 Major criticality D1 Exigsting and systhatic checkpoint - Updating preparation forms (by emphasizing volume removal)
12320 Moderate criticality Partial detectability - Validation of preparation forms by UPCP technicians and pharmacists
<12 Low criticality D2 Occasional checkpoint - Reminder of ED specificities preparation by UPEC pharmacist before preparation for
. technicians when it is considered necessar
Table 2. Rating scale for criticality D3 Low deteCtab'_“tV _ Y
No control point or uncontrollable point After the implementation of these CAs, a new FMECA will be conducted to assess their impact in the

process.
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