ChloraPrep® patient preoperative

skin preparation

Nonsterile solution label update

Prep for a label change

To improve clinician awareness and patient safety, updated
ChloraPrep® patient preoperative skin preparation labels
communicate that the solution is nonsterile.

Background

In 2013, the U.S. Food and Drug Administration (FDA)
requested that manufacturers of over-the-counter topical
antiseptics make changes to their products in an ongoing
effort to improve patient safety. The modifications included
a request that manufacturers use single-use packaging and
revise the product labels to indicate whether the antiseptic
solution and applicator contained within the product is

sterile or nonsterile.

A sterile applicator with nonsterile solution

A product labeled as nonsterile does not suggest the product
is contaminated with microorganisms; instead, its contents
have not been sterilized individually. While all ChloraPrep
applicators are sterilized at the end of the manufacturing
process, the solution inside the applicators is not treated with
a separate sterilization process and is, therefore, not sterile.

There are currently no products in the U.S. that contain a
chlorhexidine gluconate (CHG)-based sterile solution—only
sterile applicators.
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Use for the preparation of the patient's skin prior to surgery. Helps to reduce bacteria that potentially can cause skin infection.

Warnings

For external use only. Flammable, keep away from fire or flame. To reduce risk of fire, PREP CAREFULLY:

m do not use 26-ml applicator for head and neck surgery

m do not use on an area smaller than 8.4 in. x 8.4 in. Use a smaller applicator instead

m solution contains alcohol and gives off flammable vapors

m avoid getting solution into hairy areas. Hair may take up to 1 hour to dry. Wet hair is flammable.

m do not drape or use ignition source (e.g., cautery, laser) until solution is completely dry (minimum of 3 minutes on
hairless skin; up to 1 hour in hair)

m do not allow solution to pool >

m remove wet materials from prep area

“Nonsterile solution” label update

In response to the industry-wide request from the Food and
Drug Administration (FDA), ChloraPrep patient preoperative
skin preparation will be among the first chlorhexidine
gluconate (CHG) based products to update its product label
“nonsterile solution.”

ChloraPrep t preoperative skin preparation products have never been documented as the cause of contamination causing patient

infection. The safety and consistency of ChloraPrep is guaranteed through well-designed and controlled manufacturing and testing

procedures including chemical analysis, microbial analysis, applicator integrity reviews and package testing. These steps ensure that each

ChloraPrep applicator will consistently perform as intended.

The AORN Seal of Recognition has been awarded to the
CareFusion - CHP Label change program on February 20,
2015 and does not imply that AORN approves or endorses
any product or service mentioned in any presentation,
format or content. The AORN Recognition program is
separate from the AORN, ANCC Accredited Provider Unit

and therefore does not include any CE credit for programs.
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Labels will be updated on the applicators in the ChloraPrep portfolio:

Cat. no. Applicator

260100 Single swabstick 1.75 mL

260103 Triple swabstick 5.25 mL

260449 SEPP® applicator

260480 1 mL clear applicator

FREPP® 1.5 mL
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260815 26 mL Hi-Lite Orange tint

260825 | 26 mL Scrub Teal tint / 0 o

The same antisepsis solution

While CareFusion is updating its label, the ChloraPrep patient preoperative skin preparation formulation, patented
applicator design or single-use packaging have not changed. ChloraPrep continues to be the trusted one-step, broad spectrum
antiseptic that reduces microorganisms on the skin that can cause infection.

Contact your sales representative or call customer support at 800.323.9088.
Learn more at carefusion.com/labelupdate.
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