Technical and regulatory feasibility of a new sterile preparation posing health and environmental risk:
the case of 30% ethanol eye drops
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INTRODUCTION Q ©
= Military hospital with 200 beds treating 90% of civilians %5 * Instillation of 30% ethanol extemporaneously diluted from 96% ethanol to 0 To ensure medication management safety, this study aimed to evaluate the technical and regulatory
* Preparation activity of the hospital pharmacy: anticancer drugs optimize de-epithelialization in refractive surgery feasibility of preparing 30% ethanol eye drops within the hospital pharmacy, considering the sterility
reconstitution unit (10,000 bags / year) and preparation unit © A Risks of error, contamination or even confusion with other indications of 96% ethanol requirement of ophthalmic preparations and the safe handling of concentrated ethanol
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« Positioning in th steps in the hazards " 1 management) ositive uncertainty) 7 ; Compared to lower flammability limit
h05| ioning in the business categories! causes & A . ; p ty, percentage in the working atmosphere
ta;;an’ﬁl:r']% management and « Identification of consequences r:;z‘;:rccren?cam Based on the formulas issued by the French National Institute for Research and Safety (ED 5068), the qualification data for the premises and
added value support processes dangerous * Initial 9”"*‘““’@ according to 1h)é equipment (volume of the room, air change rate, work surface, etc.) and the toxicological data sheets for ethanol
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For the patient Y For personnel & & Regulatory capabilities required by lrjesources identified for overlapping :

+ Lack of treatment « Inhalation of For the environment « Barrierto the European 3. Production the 29 sub- causes or = To be treated - To monitor - Acceptable

+ Inadequate dosage ethanol * Release of ethanol preparation Pharmacopoeia > preparation steps and 9 hazards)

« Microbiological contamination of the drug vapor « Fire (flammability) + Non-compliance with magistral preparation 4. Production generic « 14 situations Sj:ﬂmﬁ ;"fs‘:;l'::t‘f_':"s'

«  Physico-chemical degradation of the drug good practices + Available technical 5. Packaging hazards considered

resources: cleanroom?, 6. Quality control unacceptable and y
*SCORING SCALES class I BSC* and 7. Storage to be addressed N
pitial risk Residual risk qualified personnel + 29 sub-steps
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Step  Hazard Risk Cause Consequence 9 @ o M oL reducton O, M, S assessment Scleanroom : supplied with filtered air Action plan
measure criticality criticality 4BSC : biosafety cabinet
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A FEW EXAMPLES TO HELP YOU SEE THINGS MORE CLEARLY?

O, :initial occurrence
0, : corrected occurrence
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1 Remark or Withouteffect . PSychological Negligible 1 Never (Clatial (i), WHAT ABOUT THE HANDLING OF CONCENTRATED ETHANOL ?
compliance impact without injury monitoring, checking) . K » E E
Use under defined working conditions - No risk to personnel or the environment
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Risk acceptabili DISCUSSION & CONCLUSION &)
__ Risk situations not acceptable as they stand -> Analysis and treatment actions v Implementation of a new magistral sterile preparation with v It could be further enhanced by a self-assessment of good
15a44 To monitor Lower risk situations —) Identification and monitoring actions controlled risk for patients, personnel and the environment practices compliance and direct atmospheric monitoring of ethanol
0a14 Acceptable Low-risk situations acceptable as they stand v Medication management safety ensured concentrations in the working area




