Scope, Applicability and Expectations:

Scope:

· Applies to health care institutions, pharmacies, physician practices and other facilities in which CSP are prepared and stored.
· Not applicable to sterile products prepared for immediate use.

· Who?

· Pharmacists, Pharmacy Techs, Nurses, Physicians, Respiratory Therapists, or anyone who prepares sterile products.

· What?

· Sterile products prepared according to manufacturer’s labeling involving any manipulation that can cause potential contamination.

· CSP made using devices or ingredients that are non-sterile.

· Not just injectables

· Biologicals, diagnostics, drugs, nutrients, radiopharmaceuticals.

· Baths/soaks for live organs and tissues, implants, inhalations, injections, irrigations, metered sprays, infusions, ophthalmic and optic prepartions.

Applicability:

· Pharmacy IV rooms

· Chemo clinics (RN or RPh)

· Nurse bulk preparation of immunizations syringes

· Anesthesiologist preparation of drugs for the day’s need

Not Applicable:

· Nurses who prepare IV’s for immediate use in patients

· Pharmacy satellites who prepare IV stat doses

· Add-vantage and similar closed systems (regardless of timing)

· Premixed

JCAHO Compliance Expectations:

· July 1 to December 31, 2004:

· For provisions of the chapter that are identical to Joint Commission standards, compliance will be evaluated and scored.

· Should have begun the process of compliance evaluation and formulated an initial action plan.

· Other areas of the chapter will be evaluated but not scored. Consultation will be provided.

· January 1. 2005:

· Conducted a risk assessment(or gap analysis) of their compliance to all provisions of the chapter.
· Developed an action plan for each section of the chapter with specific timeframes for compliance approved by leadership.
· Timeframes must be realistic
