Kansas Board of Pharmacy
Assessment for 1-04 - Manufacturer

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.

In addition to the items listed below, the Kansas State Board of Pharmacy may inspect manufacturers as applicable to
the facility’s activities for compliance with the entirety of 21 C.F.R. 210 through 211 Current Good Manufacturing
Practice for Finished Pharmaceuticals, 21 C.F.R. 213 Current Good Manufacturing Practice for Medical Gases, or other
C.F.R. cGMP sections. Please see Title 21, Chapter 1 of the C.F.R. for Current Good Manufacturing Practices.

Facility

Registration posted — K.S.A. 65-1645(f)

Secure — K.A.R. 68-20-153, 21 C.F.R. 1301.71 & 1301.73

Suitable size, construction, and space which is in good repair — K.S.A. 65-668
Adequate sanitation, plumbing, lighting, and ventilation - K.S.A. 65-668
Drugs, devices, and components stored appropriately — K.S.A. 65-668
Quarantine of outdated, adulterated, or misbranded items — K.S.A. 65-657

Records and Reports

Maintained for required duration and readily retrievable — K.A.R. 68-20-16(a), K.A.R. 68-20-1(f)

Drugs received from registered sources — K.S.A. 65-1643

Drugs and devices distributed to registered sources - K.S.A. 65-1643, 21 C.F.R. 1301.74

Records of all transactions in the receipt and disposition of controlled substances — 21 C.F.R. 1304.22(c)
Initial and annual inventory of controlled substances - K.A.R. 68-20-16, 21 C.F.R. 1304.11

C-ll inventory documents filed separately - K.A.R. 68-20-16, 21 C.F.R. 1304.04

C-ll invoices filed separately - K.A.R. 68-20-16, 21 C.F.R. 1304.04

Clll-V invoices filed separately or readily retrievable - K.A.R. 68-20-16, 21 C.F.R. 1304.04

DEA 222 forms used for transfer/distribution of Cll controlled substances - K.A.R. 68-20-17, 21 C.F.R. 1305.03
DEA 222 form procedures complete - 21 C.F.R. 1305.12 & 1305.13

Controlled substance ordering system electronic orders - 21 C.F.R. 1305.21 & 1305.27

Power of attorney for ordering C-1 and C-ll controlled substances - 21 C.F.R. 1305.05
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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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