Missouri Pharmacy Permit Application

MISSOURI BOARD OF PHARMACY NON-RESIDENT
PHARMACY COMPOUNDING ACTIVITY STATEMENT

Missouri regulations pertaining to compounding include 20 CSR 2220-2.200 Sterile Compounding and 20 CSR
2220-2.400 Compounding Standards of Practice. Both regulations can be found in their entirety here.

Missouri rule 20 CSR 2220-2.400(9) prohibits:

e The compounding of a preparation that is a copy or essentially a copy of a commercially available
product and provides:

(9) The compounding of a preparation that is a copy or essentially a copy of a commercially
available product is prohibited except when there is a specific medical need for a particular
variation of a commercially available compound for an individual patient as determined by the
prescriber, or when a change or modification for a specific patient would produce for that patient a
clinically significant difference between the compounded preparation and the comparable
commercially available drug product, as determined by the prescribing practitioner.
Documentation from the prescriber of the specific medical need or clinically significant difference
for a specific patient must be maintained in the pharmacy’s records. A prescription that identifies
only a patient name and compounded preparation formulation is insufficient documentation for a
pharmacy to rely upon to conclude that the prescriber made a determination regarding a specific
medical need or clinically significant difference. A different formulation without a documented
specific medical need or clinically significant difference is not sufficient.

(4) For purposes of this rule, “essentially a copy of commercially available product” is a
compounded preparation that has—

1. The same active pharmaceutical ingredient(s) as the commercially available drug product;

2. The same, similar, or an easily substitutable dosage strength, and

3. The same manner of administration as the commercially available drug product.

(B) For purposes of this rule, “easily substitutable” means the same or similar dosage strength
can be achieved by administration of fractional or multiple doses of a commercially available drug
product.

(C) When compounding an otherwise commercially available product due to a drug shortage,
the pharmacy must confirm and document the commercially available product is not available
despite due diligence.

e The distribution of human compounded preparations to other pharmacies, practitioners, hospitals,
clinics, drug distributors or other entities. A pharmacy cannot distribute human compounded
preparations for “office use” or “office stock” but must be in receipt of a valid patient-specific
prescription prior to dispensing the preparation. There is an exemption for veterinary office stock
compounding. See 20 CSR 2220-2.400(12)(13).

20 CSR 2220-2.200 Sterile Compounding adopts USP Chapter 797, however, the rule includes additional
requirements not found in the chapter. Please review the entire regulation to ensure compliance (see also the
Board’s 2026 Sterile Compounding Guidance).

Yes,  have read Missouri regulations 20 CSR 2220-2.200 and 20 CSR 2220-2.400 and intend to comply.
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https://www.sos.mo.gov/cmsimages/adrules/csr/current/20csr/20c2220-2.pdf
https://www.sos.mo.gov/CMSImages/AdRules/csr/current/20csr/20c2220-2.pdf
https://www.sos.mo.gov/CMSImages/AdRules/csr/current/20csr/20c2220-2.pdf
https://content.govdelivery.com/attachments/MODIFP/2026/08/10/file_attachments/3742139/20%20CSR%202220%20Guide%20%28Final%29.pdf
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