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Dear Lisa,

Thank you for the material you provided for review. I wish ‘0 provide the followlng addendum after consldering the

materlals.

mm

It is encouraging to hear that several process improvements have been made, and that validation of the

environment has been maependently tesied. These will Improve patient safety and confidence.

When providing Sterne manipulation/compounding sewices, it is Imponant to ‘keep the outside out, and the

inslde in'. (Meaning — to pro‘ect the sterile product from contamination and to protect the

compounder/personnel/public from the drug) It is also impONant to maintain a culture of contlnuous quality

improvement In the care setting. which Dr. Khan seems committed to.

The volatility of the carbop|atin is not entirely the concern, but rather the toxic nature of the drug. Adequate and

appropriate handling procedures are to be considered to ensure that inadvertent exposure to the drug ls

minimized. (From start (receiving) to the manipulation ot the drug (compounding/preparatlon), to the finish

(waste storage and handling) ) This is for Dr‘ Khan's protection as well as for other people In the clinic.

Exposure can occur vla absorption through skln: contact with contaminated vials, breaches in gloves, whHe

cleaning up spins, handling contaminated was‘e. improper deactivation/dawnmminatlon procedures. Several

strategies are employed to minimize accidental exposure: Alr flow dynamic principles (eg. Negative pressure),

o‘eanlng protocols (deactivation of the drug then decontamination), preparedness (pick lists. staging- so tha‘

compounding activities are completed uninterrupted). and proper segregation/handling of waste materials

Some of khe references Dr. Khan referred to are outdated. In pharmacy practice. We refer to the following:

hit ‘I ha a‘ M n Fil F"! l S Phar Com ndin r 0123 tame ar io

ZQ1§ Rgv‘ggdpdf which used USP<797>. USP<800> and other current Canadian resources. This Canadlan

document is new, however prior to Its ties/etcsgamentr in Ontario we used the USP references as a resource.

Hazardous product handling has evolved over the last few years. and It is not treated as casually as it once

was. The Ontario College of Pharmacists is working with Cancer Care Ontario to develop strategles to minimize

risk in all patlent care settings,

Sterile HD compounding education resource: haggzzm mggemrtooml and hngs:/Mww.grit'§§lpoing.igfgj

(It seems that Medlsca has removed their course selections from their website)

Bonom line: this practice Is evoiving and all practitioners need to keep up to date with current premises. It is

about knowing and considering the risk of the drugs being used and taking precautions at every stage so they

are handled safely to minimize the risk of exposure. Validation (routine environmental testing and routine staff

blood work ) should be encouraged to identify If there Is a breach in protective measures, so that remedial

action can be taken. It is about keeping you and your staff. patients and their caregivers/family safe.

Respectfully submitted,

Heather A. Arnott


