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Re: Sterile compounding conditions
Please be informed that on 8/19/19 at approximately 1015 PDT, the UCDH Sterile Compounding Pharmacy was impacted by flooding from an activated fire sprinkler.  The flooding caused significant damage to the sterile compounding pharmacy, requiring immediate relocation of medication preparation for all hospitalized patients and patients receiving infusion treatment at the UC Davis Comprehensive Cancer Center.  Since that time, pharmacy staff has not had access to required conditions for preparation of compounded sterile products.  As outlined in California Board of Pharmacy Law, Sterile Compounding, medications prepared for parenteral administration must be compounded in an ISO-5 PEC (primary engineering control) located in a segregated compounding area or ISO-7 rated clean room.  California Pharmacy Law does allow for preparation of compounded sterile products outside of the required conditions when “failure to administer the medication could result in loss of life or intense suffering” as outlined in Section 1751.8(e) of the Sterile Compounding section of the California Pharmacy Law Book.  Additional constraints must be applied to any compounded sterile product prepared under these conditions: The product must be prepared only in such a quantity as is necessary to meet the immediate need; administration of the product must begin within 1 hour of the start of the compounding process and the administration must be completed within 6 hours of the start of preparation or the remainder discarded after 6 hours.  

Any patients who were able to be rescheduled have had their treatment postponed.  Because 

all of the scheduled investigational treatments were for oncology studies in patients with cancer, the potential benefits to continuing scheduled treatments for those patients who could not be rescheduled, were felt to outweigh the risks associated with compounding the sterile products outside of the required conditions.   The decision was made to proceed with preparation of the compounded sterile medications, using aseptic technique and garbing, but outside of an ISO-5 PEC and ISO-7 clean room or segregated compounding area.  Investigational products were prepared under the limitations of “immediate use”, as outlined in California Pharmacy Law.
The temporary method of study drug preparation includes a potential for an increased risk of exposure to pathogenic microorganisms during the preparation process.  However, all compounded sterile products have been compounded from sterile components, using aseptic technique and the limited use dating has been implemented to minimize the risk of viable product contamination.  
The IDS Pharmacy team is avidly working with research teams and sponsors to coordinate plans for further preparation of investigational product, during the time in which the sterile compounding pharmacy is unavailable.  Ideally, with sponsor and PI approval, preparation of investigational products will be relocated to an off-site sterile compounding facility.
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