Kansas Board of Pharmacy
Assessment for I-05 - Distributor

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.

Facility

Secure — K.A.R. 68-14-7(b), K.A.R. 68-20-15a, 21 C.F.R. 1304.71 thru 1301.76
Registrations posted — K.S.A. 65-1645(f), K.A.R. 68-14-7(f)(5)

Suitable size, construction, and space that is in good repair — K.A.R. 68-14-7(a)(1)
Adequate sanitation, ventilation, and lighting — K.A.R. 68-14-7(a)(2)
Drugs/devices/components stored appropriately — K.S.A. 65-668, K.A.R. 68-14-7(c)
System for temperature monitoring — K.A.R. 68-14-7(c)(2)

Quarantine of outdated/adulterated/misbranded items — K.A.R. 68-14-7(a)(3)

Verification that entities that transport on their behalf utilize processes to ensure product security - K.A.R. 68-
14-7(b)(5)

Oxygen/Medical Gases — K.S.A. 65-1637, K.A.R. 68-2-25

Policies and Procedures — K.A.R. 68-14-7(g)

Records and Reports

Maintained for required duration and readily retrievable — K.A.R. 68-14-7(f)(3)&(4)

Inventories of controlled substances — K.A.R. 68-20-16

Documentation of examination of materials received — K.A.R. 68-14-7(d)

Invoices in the receipt and disposition of prescription-only drugs and devices — K.A.R. 68-14-7(f)

Drugs and devices distributed to registered sources — K.A.R. 68-14-7(f)(2), K.A.R. 68-14-7(g)(5), 21 C.F.R.
1301.74(a)

Staff training and qualifications — K.A.R. 68-14-5

Veterinary Wholesale Distributor — K.A.R. 68-14-8

Prescriptions and written confirmations meet all requirements for a veterinary prescription — K.A.R. 70-7-
1(1)&(m)

Delivery personnel carry copies of prescriptions and written confirmations — K.A.R. 68-14-8(b)(7)

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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