
151.253 COMPOUNDING.​

Subdivision 1. Exemption from manufacturing licensure requirement. Section 151.252 shall not​
apply to:​

(1) a practitioner engaged in extemporaneous compounding, anticipatory compounding, or compounding​
not done pursuant to a prescription drug order when permitted by this chapter or the rules of the board; and​

(2) a pharmacy in which a pharmacist is engaged in extemporaneous compounding, anticipatory​
compounding, or compounding not done pursuant to a prescription drug order when permitted by this chapter​
or the rules of the board.​

Subd. 2. Compounded drug. A drug product may be compounded under this section if a pharmacist​
or practitioner:​

(1) compounds the drug product using bulk drug substances, as defined in the federal regulations published​
in Code of Federal Regulations, title 21, section 207.3(a)(4):​

(i) that:​

(A) comply with the standards of an applicable United States Pharmacopoeia or National Formulary​
monograph, if a monograph exists, and the United States Pharmacopoeia chapter on pharmacy compounding;​

(B) if such a monograph does not exist, are drug substances that are components of drugs approved for​
use in this country by the United States Food and Drug Administration; or​

(C) if such a monograph does not exist and the drug substance is not a component of a drug approved​
for use in this country by the United States Food and Drug Administration, that appear on a list developed​
by the United States Food and Drug Administration through regulations issued by the secretary of the federal​
Department of Health and Human Services pursuant to section 503A of the Food, Drug and Cosmetic Act​
under paragraph (d);​

(ii) that are manufactured by an establishment that is registered under section 360 of the federal Food,​
Drug and Cosmetic Act, including a foreign establishment that is registered under section 360(i) of that act;​
and​

(iii) that are accompanied by valid certificates of analysis for each bulk drug substance;​

(2) compounds the drug product using ingredients, other than bulk drug substances, that comply with​
the standards of an applicable United States Pharmacopoeia or National Formulary monograph, if a monograph​
exists, and the United States Pharmacopoeia chapters on pharmacy compounding;​

(3) does not compound a drug product that appears on a list published by the secretary of the federal​
Department of Health and Human Services in the Federal Register of drug products that have been withdrawn​
or removed from the market because such drug products or components of such drug products have been​
found to be unsafe or not effective;​

(4) does not compound any drug products that are essentially copies of a commercially available drug​
product; and​

(5) does not compound any drug product that has been identified pursuant to United States Code, title​
21, section 353a, as a drug product that presents demonstrable difficulties for compounding that reasonably​
demonstrate an adverse effect on the safety or effectiveness of that drug product.​
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The term "essentially a copy of a commercially available drug product" does not include a drug product​
in which there is a change, made for an identified individual patient, that produces for that patient a significant​
difference, as determined by the prescribing practitioner, between the compounded drug and the comparable​
commercially available drug product.​

Subd. 3. Exceptions. This section shall not apply to:​

(1) compounded positron emission tomography drugs as defined in section 151.01, subdivision 38; or​

(2) radiopharmaceuticals.​

Subd. 4. Emergency veterinary compounding. A pharmacist working within a pharmacy licensed by​
the board in the veterinary pharmacy license category may compound and provide a drug product to a​
veterinarian without first receiving a patient-specific prescription only when:​

(1) the compounded drug product is needed to treat animals in urgent or emergency situations, meaning​
where the health of an animal is threatened, or where suffering or death of an animal is likely to result from​
failure to immediately treat;​

(2) timely access to a compounding pharmacy is not available, as determined by the prescribing​
veterinarian;​

(3) there is no commercially manufactured drug, approved by the United States Food and Drug​
Administration, that is suitable for treating the animal, or there is a documented shortage of such drug;​

(4) the compounded drug is to be administered by a veterinarian or a bona fide employee of the​
veterinarian, or dispensed to a client of a veterinarian in an amount not to exceed what is necessary to treat​
an animal for a period of ten days;​

(5) the pharmacy has selected the sterile or nonsterile compounding license category, in addition to the​
veterinary pharmacy licensing category; and​

(6) the pharmacy is appropriately registered by the United States Drug Enforcement Administration​
when providing compounded products that contain controlled substances.​

History: 2014 c 291 art 5 s 9; 1Sp2019 c 9 art 10 s 39​
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