Kansas Board of Pharmacy
Assessment for I-02C — Compounding Activities

How to use this assessment tool: The regulatory references may be used to identify specifics about each item.
A copy of the statutes and regulations may be found on the Kansas Board of Pharmacy website under Legal.

Compliance with USP <795> Official 01-Nov-2023 and USP <797> Official 01-Feb-2026 is required in Kansas beginning
July 1, 2027. The Kansas Board of Pharmacy understands that many facilities have already adopted the requirements of
these USP chapters. Until July 1, 2027, a facility may choose whether to be inspected to the requirements of USP <795>
and USP <797> or the requirements of K.A.R. 68-13-2 through 4. After July 1, 2027, all inspections will be conducted
according to the requirements of USP <795> and USP <797>.

Compounding must additionally be performed in compliance with 21 U.S.C. 353a.

If the facility chooses to be inspected to the requirements of USP <795> and USP <797>, the following regulations from
K.A.R. 68-13-2 through 4 will still be enforced.

e Essentially a copy — K.A.R. 68-13-2(r) and K.A.R. 68-13-4(n)

e Bulk chemicals for food-producing animals - K.A.R. 68-13-3(f) and K.A.R. 68-13-4(k)

e Sales of limited amounts of compounds for office use — K.A.R. 68-13-3(g) & (h) & (i), K.A.R. 68-13-4(l) & (m)
e Compounding area requirements — K.A.R. 68-13-3(h), K.A.R. 68-13-4-(q)(2)

e Certification of ISO areas by certified individuals — K.A.R. 68-13-4(q)(1)

e Records to be retained for five years as individually described in regulation — K.A.R. 68-13-3, K.A.R. 68-13-4
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This list is a general guidance to assist facilities in ensuring compliance with Board requirements. It is not intended to be an exhaustive list of all items
that can or will be reviewed during a Board inspection.
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