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Notice: The following agenda describes the issues that the Committee plans to consider at the 

meeting.  At the time of the meeting, items may be removed from the agenda. A quorum of the 

Board may be present during any committee meetings. 

AGENDA 

8:00 A.M. 

OPEN SESSION – CALL TO ORDER 

A. Approval of Agenda (1) 

B. Legislation and Rule Matters – Discussion and Consideration 
1) Phar 2, 4 Relating to Application and Examination (2-3)
2) Phar 5 Relating to Renewal and Reinstatement (4-7)
3) Phar 6 Relating to Temperature and Humidity Controls (8-10)
4) Phar 14 Relating to Home Medical Oxygen Providers (11-27)
5) Phar 15 Relating to Compounding (28-38)
6) Update on Legislation and Pending or Possible Rulemaking Projects

C. Public Comments 

ADJOURNMENT 
*********************************************************************************** 
MEETINGS AND HEARINGS ARE OPEN TO THE PUBLIC, AND MAY BE CANCELLED 
WITHOUT NOTICE.  

Times listed for meeting items are approximate and depend on the length of discussion and voting. All 
meetings are held at 1400 East Washington Avenue, Madison, Wisconsin, unless otherwise noted. In order to 
confirm a meeting or to request a complete copy of the board’s agenda, please call the listed contact person. 
The board may also consider materials or items filed after the transmission of this notice. Times listed for the 
commencement of disciplinary hearings may be changed by the examiner for the convenience of the parties. 
Interpreters for the hearing impaired provided upon request by contacting the Affirmative Action Officer, 
608-266-2112. 
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--------------------------------------------------------------------------------------------------------------------- 
TEXT OF RULE 

 
SECTION 1.  Phar 1.02(6m) is created to read: 
 
Phar 1.02(6m) “NABP” means the National Association of Boards of Pharmacy. 
 
SECTION 2.  Phar 2.01 is repealed. 
 
SECTION 3.  Phar 2.02 (1) (intro) and (a) are amended to read: 
 
Phar 2.02 Application procedure for original licensure.  (1) Each applicant for original 
licensure as a pharmacist shall submit a completed notarized application prior to the examination 
date on forms provided by the board.  The application shall include all of the following: 
 
(a)  The Completed application form with the signature of the applicant. 
 
SECTION 4.  Phar 2.02 (f) and (g) are created to read: 
 
Phar 2.02 (f)  Evidence of having passed the NAPLEX. 
  
(g)  Evidence of having passed the multi-state pharmacy jurisprudence examination with 
Wisconsin as primary state. 
 
SECTION 5.  Phar 2.03 and 2.04 is repealed. 
 
SECTION 6.  Phar 2.05 repealed and recreated: 
 
Phar 2.05 Application procedure for persons licensed in another state.  Each applicant 
licensed as a pharmacist in another state shall submit all of the following: 
(1)  Completed application and fee as determined by the department under s. 440.05, Stats. 
(2)  NABP Clearinghouse license transfer application. 
(3)  Evidence of having passed the multi-state pharmacy jurisprudence examination with 
Wisconsin as primary state. 
 
SECTION 7.  Phar 2.06 is repealed. 
 
SECTION 8.  Phar 4.01 is repealed. 
 
SECTION 9.  Phar 4.03 is amended to read: 
 
Phar 4.03  Passing scores.  (1)  The passing scores set by the board represent the minimum 
competency required to protect public health and safety.  The board may adopt the recommended 
passing score of the examination provider. 
 
SECTION 10.  Phar 4.03(3) is repealed. 

2



 
SECTION 11.  Phar 4.04, 4.045, 4.046 and 4.05 are repealed.  
 
SECTION 12.  EFFECTIVE DATE.  The rules adopted in this order shall take effect on the first 
day of the month following publication in the Wisconsin administrative register, pursuant to s. 
227.22 (2) (intro.), Stats. 
 
--------------------------------------------------------------------------------------------------------------------- 

(END OF TEXT OF RULE) 
--------------------------------------------------------------------------------------------------------------------- 
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--------------------------------------------------------------------------------------------------------------------- 
TEXT OF RULE 

 
SECTION 1.  Phar 5.01 (1) is amended to read: 
 
Phar 5.01 Requirements. (1)  Pharmacists, pharmacies, manufacturers, and distributors and 
home medical oxygen providers licensed under ch. 450, Stats., and otherwise qualified for 
renewal, may continue to be licensed biennially by applying for renewal and paying the 
fee specified in s. 440.08(2), Stats as determined by the department under s. 440.03(9)(a), Stats..  
 
SECTION 2.  Phar 5.01 (3) is amended to read: 
 
Phar 5.01(3)  No pharmacy, manufacturer, or distributor or home medical oxygen provider may 
operate without a current license. 
 
SECTION 3.  Phar 5.04 is amended to read: 
 
Phar 5.04 Renewal prohibited; relicensure.  Any person whose license is currently suspended 
or revoked may not renew his or her license.  A person whose license has been suspended or 
revoked and subsequently reinstated by the board, and who is otherwise qualified for renewal, 
may renew his or her license upon completion of a renewal form and filing of the required 
renewal fee. 
 
SECTION 4.  Phar 5.05 is repealed and recreated to read: 
 
Phar 5.05 Renewal.  (1) GENERAL.  A person with an expired credential may not reapply for a 
credential using the initial application process. 
(2)  RENEWAL WITHIN 5 YEARS.  A person renewing the license within 5 years shall do all of the 
following: 
 (a)  Pay the renewal fee as determined by the department under s. 440.03(9)(a), Stats. and 

any applicable late renewal fee. 
 (b)  Certify the completion of 30 hours of continuing education during the last biennium. 
(3)  RENEWAL AFTER EXPIRATION DATE.  Notwithstanding par. (2), if a pharmacist fails to obtain 
renewal on or before the applicable renewal date, the board may suspend the pharmacist’s 
license and may require the pharmacist to pass an examination to the satisfaction of the board to 
restore that license. 
(4)  RENEWAL AFTER 5 YEARS.  This subsection does not apply to license holders who have unmet 
disciplinary requirements or whose license has been surrendered or revoke.  A person renewing 
the credential after 5 years shall do all of the following: 
 (a)  Pay the renewal fee as determined by the department under s. 440.03(9)(a), Stats. and 

the renewal late fee. 
 (b)  Evidence of having passed the multi-state pharmacy jurisprudence examination with 

Wisconsin as primary state. 
 
OPTIONS: 
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Discussed at last 
committee 
meeting 

(c)  If the person renewing the credential does not have 2000 hours of 
practice as a pharmacist within last 24 months of submitting the application 
for renewal, the person shall meet one of the following requirements: 
1.  If the license has been expired for at least 5 years but not more than 10 
years, the person shall submit evidence of all of the following: 
     a.  Completion of 160 hours of internship for each year the pharmacist  
          license was expired, not to exceed 1000 hours. 
     b.  Completion of 15 hours of continuing education for each year the  
          pharmacist license was expired or within the last two years passage  
          of the NAPLEX. 
2.  If the license has been expired for more than 10 years, the person shall 
submit evidence of all of the following: 
     a.  Completion of 160 hours of internship for each year the pharmacist  
          license was expired, not to exceed 1000 hours. 
     b.  Passage of the NAPLEX. 

Illinois License expired for more than 5 years (and not practicing in another state) 
shall submit proof of completion of: 
1.  30 hours of continuing education 
2.  600 hours of clinical practice under the supervision of a licensed 
pharmacist completed within 2 years prior to renewal or successful 
completion of the Pharmacist Assessment for Remediation Evaluation 
(PARE).  To be successful, must receive an overall score of 80 or higher, 
as well as a minimum score of 75 in each of the 3 content areas on the 
PARE. 

Iowa License has been inactive for more than 5 years (and not practicing in 
another state) shall do one or more of the following: 
1.  Successfully pass all components of the licensure examination required 
for initial licensure. 
2.  Complete 160 internship for each year the pharmacist was on inactive 
status (not to exceed 1,000 hours). 
3.  Obtain one and one-half times the number of continuing education 
credits required for each renewal period the pharmacist was inactive. 
4.  Complete a Continuing Professional Development portfolio identifying  
minimum of 45 learning outcomes for each renewal period the pharmacist 
was inactive. 

Michigan License expired for at least 3 years but not more than 8 years shall do all of 
the following: 
1.  Completion of 30 hours of continuing education within the 2 years 
preceding the application for renewal. 
2.  Pass the jurisprudence examination. 
3.  Complete within 6 months of renewal, not less than 200 clock hours 
under the personal charge of a currently licensed pharmacist.  Practical 
pharmacy experience shall include:  pharmacy administration and 
management; drug distribution, use and control; legal requirements; 
providing health information services and advising patients; pharmacist’s 
ethical and professional responsibilities; and drug and product information. 
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License lapsed for at least 8 years shall comply with all of the following: 
1.  Completion of 30 hours of continuing education within the 2 years 
preceding the application for renewal. 
2.  Pass the jurisprudence examination. 
3.  Complete within 6 months of renewal, not less than 400 clock hours 
under the personal charge of a currently licensed pharmacist.  Practical 
pharmacy experience shall include:  pharmacy administration and 
management; drug distribution, use and control; legal requirements; 
providing health information services and advising patients; pharmacist’s 
ethical and professional responsibilities; and drug and product information. 
4.  Pass the NAPLEX 
 
May be granted a temporary, nonrenewable license to complete the 
practical experience. 
 

Minnesota Lapsed license more than 2 years (and not practicing in another state) meet 
one of the following set of requirements: 
1.  Evidence of all of the following: 
     a.  Payment of back renewal fees and penalty fees up to a maximum of  
         $1000. 
     b  Completion of at least 60 hours of continuing education within the  
         last two years. 
     c.  Successful passing of the Minnesota version of the MPJE. 
     d.  Successful passing of the NAPLEX 
     e.  Completion of 400 hours of work as a pharmacist intern. 
     f.  Statement that they have not been charged with or convicted of a  
         felony or misdemeanor involving controlled substance abuse, habitual  
         indulgence of intoxicating liquor or of moral turpitude or have been  
         found by any licensing agency to have engaged in unprofessional  
         conduct. 
2.  Evidence of all of the following: 
     a.  Successful passing of the Minnesota version of the MPJE. 
     b.  Successful passing of the NAPLEX 
     c.  Completion of 1,600 hours as a pharmacist-intern. 
     d.  Statement that they have not been charged with or convicted of a  
         felony or misdemeanor involving controlled substance abuse, habitual  
         indulgence of intoxicating liquor or of moral turpitude or have been  
         found by any licensing agency to have engaged in unprofessional  
         conduct. 
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SECTION 5.  Phar 5.06 is created to read: 
 
Phar 5.06 Reinstatement.  A licensee who has unmet disciplinary requirements and failed to 
renew the license within 5 years or whose license has been surrendered or revoked may apply to 
have the license reinstated in accordance with all of the following: 
(1)  Evidence of completion of the requirements in Phar 5.05(4) if the license has not been active 
within 5 years 
(2)  Evidence of completion of the disciplinary requirements, if applicable. 
(3)  Evidence of rehabilitation or change in circumstances warranting reinstatement. 
 
SECTION 6.  EFFECTIVE DATE.  The rules adopted in this order shall take effect on the first 
day of the month following publication in the Wisconsin administrative register, pursuant to s. 
227.22 (2) (intro.), Stats. 
 
--------------------------------------------------------------------------------------------------------------------- 

(END OF TEXT OF RULE) 
--------------------------------------------------------------------------------------------------------------------- 
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Current Phar 6.07 Storage Rule 
 
Phar 6.07 Storage. (1) The professional service area shall have a refrigerator adequate for the 
storage of biological and other drugs requiring refrigeration. 
(2) The professional service area shall have sufficient shelf, drawer or cabinet space for the 
proper storage of a representative stock of prescription labels, an assorted stock of prescription 
containers, and an adequate stock of prescription drugs, chemicals and required pharmacy 
equipment. 
(3) Controlled substances shall be stored in a securely locked, substantially−constructed cabinet 
or dispersed throughout the inventory of non−controlled substances in a manner that obstructs 
theft. 

 
Considerations submitted by Philip 

 
Definitions 
Drug Products - Medicines, including marketed human and veterinary prescription finished 
dosage medications, in-process/intermediate/bulk materials, drug product samples, clinical trial 
materials, over-the-counter products. 
Mean Kinetic Temperature - The single calculated temperature at which the total amount of 
degradation over a particular period is equal to the sum of the individual degradations that would 
occur at various temperatures. 
Freezer: A place in which the temperature is maintained between -13 and 14 degrees Fahrenheit. 
Refrigerator: A  cold place in which the temperature is maintained between 36 and 46 degrees 
Fahrenheit.  
Cold: Any temperature not exceeding 46 Fahrenheit.  
Cool: Any temperature between 46 and 59 Fahrenheit.  
Controlled room temperature: The temperature maintained  thermostatically that encompasses a 
usual and customary working environment of 68 to 77 degrees Fahrenheit. 
Dry place: The term “dry place” denotes a place that does not exceed 40% average relative 
humidity at 68 Fahrenheit or the equivalent water vapor pressure at other temperatures. 
Warm: Any temperature between 86 and 104 degrees Fahrenheit.  
Excessive heat: Any temperature above 104 degrees Fahrenheit. 
NIST: National Institute for Standards and Technology 
  
Phar 6.07 Storage 

• Drug product storage areas shall maintain temperature and humidity limits as defined in the drug 
product monograph or label. 

• A monthly record shall be maintained that includes the minimum and maximum temperature of 
each storage area and average relative humidity each day a pharmacy is operating and actions 
taken when temperatures are outside of conditions as defined in the drug product monograph or 
label.  This record shall be maintained for 3 years. 

• Temperature monitoring devices shall conform to specifications that are traceable to a NIST 
standard and shall be calibrated to be accurate within plus or minus 1 degree Fahrenheit and shall 
record temperatures at least every 15 minutes.  
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Neighboring States and NABP Model 
 

Illinois 
 
Refrigerators shall be for the exclusive use of prescription drugs.  No personal or food items 
shall be stored in the refrigerator.  Refrigeration shall be capable fo maintaining temperature 
within a range compatible with the proper storage of drugs requiring refrigeration or freezing. 

 
Iowa 

 
Temperature is only mentioned in regards to Compounding. 

 
Storage areas. Controlled temperature storage areas within the pharmacy shall be 
monitored at least once daily and the results documented on a temperature log. Temperature-
sensing mechanisms shall be suitably placed within the storage space to accurately reflect the 
area’s temperature. 
 

Michigan 
 
Wholesale Distributor shall have storage areas that are designed to provide adequate lighting, 
ventilation, temperature, sanitation, humidity, space, equipment and security conditions.  All 
prescription drugs shall be stored at appropriate temperatures and under appropriate conditions in 
accordance with label requirements or in accordance with requirements set forth n the current 
edition of the official compendium.  If storage requirements are not established for a prescription 
rug, the drug may be held at controlled room temperature to help ensure that its identity, 
strength, quality, and purity are not adversely affected.  Appropriate manual, electromechanical, 
or electronic temperature and humidity recording equipment, devices or logs shall be utilized to 
document the proper storage of prescription drugs.  The recordkeeping requirements shall be 
followed for all stored prescription drugs. 
 
Compounding address temperature as it relates to compounding practices. 
 

Minnesota 
 
Each pharmacy must have a refrigerator used only for drug storage or a separate compartment 
used only for drug storage within a general use refrigerator, manual, electromechanical, or 
electronic temperature recording equipment devices, or logs shall be used to document proper 
storage of legend drugs every business day. 
 
Delivery:  Use adequate storage or shipping containers and shipping processes to ensure drug 
stability and potency. The shipping processes must include the use of appropriate packaging 
material and devices, according to the recommendations of the manufacturer or the United States 
Pharmacopeia Chapter 1079, in order to ensure that the drug is kept at appropriate storage 
temperatures throughout the delivery process to maintain the integrity of the medication;  
develop and implement policies and procedures to ensure accountability, safe delivery, and 
compliance with temperature requirements. The policies and procedures must address when 
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drugs do not arrive at their destination in a timely manner or when there is evidence that the 
integrity of a drug has been compromised during shipment. In these instances, the pharmacy 
must make provisions for the replacement of the drugs. 
 
Hospital Service Policies:  Drug Handling and Storage.   

At least the following provisions for the safe handling and secure storing of drugs shall be 
observed. Storage areas shall be safeguarded by an effective security system, with the pharmacist 
responsible for maintaining security. Drugs shall be protected from contamination. Drugs shall 
be stored at temperatures recommended by the U.S.P./N.F. or by the individual drug label or 
package insert. 
 
Compounding practices are to follow 795 and 797 Standards. 
 

NABP Model Rule 
 
General Pharmacy 
All areas where Drugs and Devices are stored shall be dry, well lighted, well ventilated, and 
maintained in a clean and orderly condition. Storage areas shall be maintained at temperatures 
which will ensure the integrity of the Drugs prior to their Dispensing as stipulated by the United 
States Pharmacopeia–National Formulary (USP-NF) and/or the Manufacturer’s or Distributor’s 
Product Labeling unless otherwise indicated by the Board. 
 
Wholesale Distributor 
All Prescription Drugs and Devices shall be stored at appropriate temperatures and under 
appropriate conditions in accordance with requirements, if any, in the Product Labeling of such 
Prescription Drugs and Devices, or with requirements in the current edition of an official 
compendium such as the USP-NF.  
(a) If no storage requirements are established for a Prescription Drug, the Prescription 

Drug may be held at “controlled” room temperature, as defined in an official 
compendium such as USP-NF, to help ensure that its identity, strength, quality, and 
purity are not adversely affected.  

(b)     Appropriate manual, electromechanical, or electronic temperature and humidity 
recording equipment and/or logs shall be utilized to document proper storage of 
Prescription Drugs and Devices.  

(c)     Packaging of the Prescription Drugs and Devices should be in accordance with an 
official compendium such as USP-NF and identify any compromise in the integrity of 
the Prescription Drugs or Devices due to tampering or adverse storage conditions. 

(d)     Controlled substance Drugs should be isolated from non-controlled substance Drugs 
and stored in a secure area in accordance with Drug Enforcement Administration 
security requirements and standards. 

(e) The record keeping requirements in Section 10 (Record Keeping) shall be followed for 
the Wholesale Distribution of all Prescription Drugs and Devices. 
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15.01 Definitions. In this chapter: 
(1) Active pharmaceutical ingredient (API) means any substance or mixture of substances 
intended to be used in the compounding of a drug preparation and that, when used in the 
compounding of a drug preparation, becomes an active ingredient in the preparation intended to 
furnish pharmacological activity or other direct effect in the diagnosis, cure, mitigation, 
treatment or prevention of disease in humans and animals or affecting the structure and function 
of the body. 
(2) Added substances means ingredients that are necessary to compound a drug preparation that 
are not intended or expected to cause a pharmacologic response if administered alone in the 
amount or concentration contained in a single dose of the compounded preparation.  
(3) Beyond Use Date (BUD) means the date after which a non-sterile compounded preparation 
shall not be used, or the date after which a sterile compounded preparation shall not be stored or 
transported.   
(4) Component means any, active pharmaceutical ingredient, or added substances used in the 
compounding of a drug preparation. 
(5) Compounding means the preparation, mixing, assembling, altering, packaging, and labeling 
of a drug, drug delivery device, or a device in accordance with a prescription, medication order 
or initiative.  Compounding includes any of the following: 

(a) Preparation of drug dosage forms for both human and animal patients. 
(b) Preparation of drugs or devices in anticipation of prescription drug orders based on 
routine, regularly observed prescribing patterns. 
(c) Reconstitution or manipulation of commercial products that may require the addition 
of one or more ingredients. Notwithstanding this paragraph, the reconstitution or mixing 
that is performed pursuant to the directions contained in approved labeling provided by 
the manufacturer of a commercially available product is not compounding. 
 (d) Preparation of drugs or devices for the purposes of, or as an incident to, research, 
teaching or chemical analysis. 

(6)  Controlled room temperature means a temperature maintained thermostatically that 
encompasses the usual and customary working environment of 68 degrees to 77 degrees 
Fahrenheit.   
(7)  Refrigerator means a cold place in which the temperature is maintained between 36 degrees 
and 46 degrees Fahrenheit 
(8) Stability means the extent to which a compounded preparation retains, within specified limits 
and throughout its period of storage and use, the same properties and characteristics that it 
possessed at the time of compounding. 

(a) Chemical stability means each active pharmaceutical ingredient retains its chemical 
integrity and labeled potency, within specified limits. 
(b) Physical stability means the original physical properties, including appearance, 
palatability, uniformity, dissolution, and suspendability, are retained. 
(c) Microbiological stability means sterility or resistance to microbial growth is retained 
according to specified requirements and antimicrobial agents that are present retain 
effectiveness within specified limits. 
(d) Therapeutic stability means the therapeutic effect remains unchanged. 
(e) Toxicological stability means no significant increase in toxicity occurs.  
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Freezer means a place in which a the temperature is maintained between -11 degrees and 14 
degrees Fahrenheit 
 
Excursions between 59 degrees and 86 degrees Fahrenheit are allowed provided the mean kinetic 
temperature does not exceed 77 degrees Fahrenheit.   
Dry Place means a place that does exceed 40% average relative humidity at 68 degrees 
Fahrenheit or the equivalent water vapor pressure at other temperatures. 
 

SUBCHAPTER I – General 
 
15.10 Facilities. A pharmacist engaged in compounding shall ensure all of the following: 
(1) An area designated for compounding. 
(2) Orderly placement of compounding equipment, materials, and components in order to 
minimize the potential for compounding errors. 
(3) The compounding area is well-lighted. 
(4) The compounding area is maintained in a clean and sanitary condition. 
(5) Heating, ventilation and air conditioning systems are controlled to avoid decomposition and 
contamination of all components. 
(6) The compounding area is easily accessible to all of the following: 

(a) Hot and cold running water, exclusive of the bathroom sink. 
(b) Soap or detergent. 
(c) Single-use towels. 

(7) All compounding equipment, materials and components shall be stored off the floor and in a 
manner to prevent contamination and permit inspection and cleaning of the compounding and 
storage areas 
 
15.11 Equipment and Drug Preparation Containers.  
(1) A pharmacy shall possess equipment and drug preparation containers or packaging 
appropriate to the type of compounding performed at the pharmacy. 
(2) Equipment and drug preparation containers or packaging used in compounding shall be of 
appropriate design and capacity, and shall be suitably stored in a manner to facilitate use, 
cleaning, maintenance, and protect it from contamination. 
(3) Equipment and drug preparation containers/packaging used in compounding drug products 
shall be of suitable composition. Equipment surfaces that contact components may not be 
reactive, additive or adsorptive so as to alter the stability of the compounded preparation. 
(4) Equipment used in compounding shall be thoroughly cleaned and sanitized after each use, 
and when necessary, prior to use, according to written policies and procedures, in order to reduce 
bioburden and reduce the opportunity for cross-contamination. 
(5) All equipment utilized in compounding preparations shall be inspected, maintained, 
calibrated and validated at appropriate intervals, consistent with manufacturer’s 
recommendations, to ensure the accuracy and reliability of equipment performance.  Records 
shall be kept indicating 
 
15.12 Records.  The managing pharmacist shall ensure written or electronic compounding 
documentation to systematically trace, evaluate, and replicate the compounding steps throughout 
the process of a preparation.   The compounding documentation shall be maintained for a period 
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of 5 years after the date of the last refill.  The compounding documentation shall include all of 
the following: 
(1) Master Formulation Record including all of the following: 
  (a) Official or assigned name, strength, and dosage form of the preparation. 

(b) Calculations needed to determine and verify quantities of components and doses of 
active pharmaceutical ingredients. 
(c) Description of all ingredients and their quantities. 
(d) Compatibility and stability information, including references or laboratory testing 

  (e) Equipment needed to prepare the preparation. 
(f) Mixing instructions including all of the following: 

   1. Order of mixing. 
2. Mixing temperatures or other environmental controls. 

   3. Duration of mixing. 
   4. Other factors pertinent to the replication of the preparation as compounded. 

(f) Sample labeling information, including all of the following: 
   1. Name and quantity or concentration of each active ingredient. 
   2. Assigned BUD. 
   3. Storage conditions. 
   4. Prescription or control number. 
  (g) Container used in dispensing. 
  (h) Packaging and storage requirements. 

(i) Description of final preparation. 
  (j) Quality control procedures and expected results. 
(2) Compounding Record including all of the following: 
  (a) Official or assigned name, strength, and dosage of the preparation. 
  (b) Maser Formulation Record reference for the preparation. 
  (c) Names and quantities of all components. 
  (d) Sources, lot numbers and expiration dates of all components. 
  (e) Total quantity compounded. 
  (f) Name of the person who prepared the preparation. 
  (g) Name of the person who performed the quality control procedures. 
  (h) Name of the person who approved the preparation. 

(i) Date of preparation. 
  (j) Assigned control or prescription number. 

(k) Assigned BUD. 
(L) Duplicate label as described in the Master Formulation Record. 

  (m) Description of the final product. 
(n) Results of quality control procedures. 

  (o) Documentation of any quality control issues and any adverse reactions or preparation 
problems reported by the patient or caregiver. 

 
15.13 Quality control.  
(1) The pharmacist shall do a final check and review each procedure in the compounding 
process. A final check shall include verification of all the following: 
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(a) The master formulation record, compounding record and written procedures were 
followed in the execution of the compounding process. Any deviation in procedures shall 
be documented. 
(b) There was a check and recheck of each procedure at each stage of the process. 
(c) The tests or examinations conducted on the compounded preparation to ensure their 
uniformity and integrity followed established written procedures. 
(d) The performance of compounding processes and equipment that may be responsible 
for causing variability in the final compounded preparations. 

(2) The pharmacist shall observe the finished preparation to ensure that it appears as expected. 
(3) The pharmacist shall investigate any discrepancies and take appropriate corrective action 
before the prescription is dispensed to the patient. 
(4) The pharmacist completing the final check is solely responsible for the finished preparation. 
 
15.14 Training. All personnel involved in the compounding, evaluation, packaging, and 
dispensing of compounded preparations shall be properly trained and competency is assessed for 
the type of compounding conducted. It is the responsibility of the managing pharmacist to ensure 
and document that all training and competency assessments. 
 
15.15 Adverse Event Reporting. A pharmacy or pharmacist that becomes aware of an adverse 
event attributed to a compounded preparation shall report the adverse event to the department, 
using the form provided by the department, not later than 10 calendar days after becoming aware 
of the adverse event.  
 

SUBCHAPTER II – Non-sterile Compounding 
 
15.20 Definitions. In this subchapter: 
 
(1)  Office use  
 
MICHIGAN:  A pharmacist or pharmacy shall not compound pharmaceuticals for a prescriber or 
health facility to administer to the prescriber’s or facility’s patients without a prescription, unless 
the pharmaceutical compounded by the pharmacist or pharmacy complies with the most recent 
guidance on pharmacy compounding of human drug products under 2 USC 353c and is 
authorized by the board to compound nonsterile pharmaceuticals for a prescriber or health 
facility to administer to the prescriber or facility’s patients in limited quantities without a 
prescription.  An application for approval shall include all of the following: 
 (a)  The name and license number of the pharmacist or pharmacy requesting 

authorization to compound under this subsection. 
 (b)  The name of the specific prescriber or health facility that is requesting compounded 

pharmaceuticals and an affidavit from the prescriber or designated agent of the health 
facility attesting to the need and that the compounded pharmaceuticals are only for 
patients located in this state or in states immediately adjacent to this state. 

 (c)  The pharmaceuticals to be compounded and the reason for the need to compound the 
pharmaceuticals. 

31



 (d)  The anticipated quantities of pharmaceuticals to be compounded each month and the 
frequency of the need to compound before receipt of a prescription or documentation 
supporting the anticipated quantities. 

 (e)  The conditions of operation including practices consistent with USP standards and 
requirements for sterility testing. 

 
TEXAS:  A reasonable quantity of a compounded non-sterile preparation to a practitioner’s 
office for office use by the practitioner. 
 
 
15.21 Component Selection.  
(1) A pharmacist shall use components manufactured in a FDA registered facility. If a 
component is unavailable from a FDA registered facility, the pharmacist may utilize a 
component that has been tested by a FDA approved vendor and the component has been 
determined to be pure and safe documented by a Certificate of Analysis. 
(2) Components with an expiration date from the manufacturer or distributor may be used before 
the expiration date provided all of the following: 

(a) The component is stored in its original container under conditions to avoid 
decomposition 
(b) There is minimal exposure of the remaining component each time component is 
withdrawn from the container. 
(c) When any withdrawals from the container are performed by those trained in the 
proper handling of the component. 

(3) Components without an expiration date assigned by the manufacturer or supplier, shall be 
labeled with the date of receipt and assigned a conservative expiration date, not to exceed three 
years after receipt, based upon the nature of the component and its degradation mechanism, the 
container in which it is packaged and the storage conditions. 
(4) Components transferred to another container which shall provide integrity that is minimally 
equivalent to the original container and shall be identified with all of the following: 
  (a) Component name. 

(b) Original supplier. 
(c) Lot or control number. 
(d) Transfer date. 
(e) Expiration date. 

(5) Manufactured drug products utilized as the source of active pharmaceutical ingredients shall 
be manufactured in an FDA registered facility and the manufacturer’s product container shall be 
labeled with a lot number and expiration date. 
(6) A pharmacist compounding for human use may not use components that have been 
withdrawn or removed from the market for safety or efficacy reasons by the FDA. A pharmacist 
compounding for food producing animal use may not use components prohibited for use in food 
producing animals. 
 
15.21 Assigning BUD.  
(1) The BUD shall not be later than the expiration date on the container of any component. 

32



(2) In the absence of stability information that is applicable to a specific drug product and 
preparation, the maximum BUD for a non-sterile compounded drug preparation that is packaged 
in a tight, light-resistant container as follows: 

(a) For nonaqueous formulations stored at controlled room temperature, the BUD shall 
not be later than the time remaining until the earliest expiration date of any active 
pharmaceutical ingredient or 6 months, whichever is earlier. 
(b) For water-containing oral formulations, the BUD shall not be later than 14 days when 
stored at in a refrigerator 
(c) For water-containing semisolid, mucosal liquid, topical or dermal formulations, stored 
at controlled room temperature, the BUD shall not be later than 30 days. 

(3) Assignment of BUD shall include an assessment of the need for antimicrobial agents and or 
storage in a refrigerator to protect against bacteria, yeast, and mold contamination introduced 
during or after the compounding process. 
 

SUBCHAPTER III – Sterile Compounding 
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15.01 Definitions.  In this chapter: 
 
(1)  Active pharmaceutical ingredient (API) means any substance or mixture of substances 
intended to be used in the compounding of a drug preparation, thereby becoming the active 
ingredient in the preparation and furnishing pharmacological activity or other direct effect in the 
diagnosis, cure, mitigation, treatment or prevention of disease in humans and animals or 
affecting the structure and function of the body. 
 
(2)  Beyond Use Date (BUD) means the date after which a compounded preparation should not 
be used. 
 
(3)  Component means any ingredient used in the compounding of a drug preparation. 
 
(4)  Compounding means the preparation, mixing, assembling, altering, packaging, and labeling 
of a drug, drug delivery device, or a device in accordance with a prescription, medication order 
or initiative.  Compounding includes any of the following: 
 (a)  Preparation of drug dosage forms for both human and animal patients. 
 (b)  Preparation of drugs or devices in anticipation of prescription drug orders based on 

routine, regularly observed prescribing patterns. 
 (c)  Reconstitution or manipulation of commercial products that may require the addition 

of one or more ingredients.  Notwithstanding this paragraph, the reconstitution or mixing 
that is performed pursuant to the directions contained in approved labeling provided by 
the manufacturer of a commercially available product is not compounding. 

 (d)  Preparation of drugs or devices for the purposes of, or as an incident it, research, 
teaching or chemical analysis. 

{NOTE:  Unresolved -  Preparation of drugs and devices for prescriber’s office use} 
 
(5)  Stability means the extent to which a preparation retains, within specified limits and 

throughout its period of storage and use, the same properties and characteristics that it 
possessed at the time of compounding. 

 
SUBCHAPTER I – General 

 
15.10  Facilities.  (1)  A pharmacy engaged in compounding shall ensure all of the following: 

(a)  An area shall provide for safe and orderly compounding of drug products. 
(b)  An area shall provide for the orderly placement of equipment and materials in order 
to minimize the potential for errors. 
(c)  The area is well-lighted and ventilated. 
(d)  The area is maintained in a clean and sanitary condition. 
(e)  Heating and air conditioning systems are controlled to avoid decomposition and 
contamination of chemicals. 
(f)  Sewage, trash and other refuse in and from the pharmacy and immediate drug 
compounding area are maintained, and disposed of, in a timely, safe and sanitary manner. 
(g)  The area is easily accessible to all of the following: 

1.  Hot and cold running water, exclusive of the bathroom sink. 
2.  Soap or detergent. 
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3.  Air dryers or single source towels. 
(h)  Areas for sterile preparations shall be separated and distinct from non-sterile 
compounding areas. 

 
15.11 Equipment.  (1)  A pharmacy shall possess equipment appropriate to the type of 
compounding performed at the pharmacy. 
 
(2)  Equipment used in compounding drug products shall be of appropriate design and capacity, 
and shall be suitably located to facilitate operations for the intended use, cleaning and 
maintenance of the equipment. 
 
(3)  Equipment used in compounding drug products shall be of suitable composition.  Equipment 
surfaces that contact components shall be reactive, additive or adsorptive so as to alter the safety, 
identity, strength, quality and purity of the compounded product. 
 
(4)  Equipment used in compounding drug products shall be thoroughly cleaned and sanitized 
after each use, and when necessary, prior to use, in order to prevent cross-contamination of 
ingredients and preparations. 
 
(5)  Equipment used in compounding drug products shall be stored in a manner to prevent cross-
contamination of ingredients and preparations. 
 
(6)  Automated, mechanical or electronic equipment may be used in compounding non-sterile 
preparations.  All equipment utilized in compounding preparations shall be inspected, maintained 
and validated at appropriate intervals, consistent with manufacturer’s recommendations, to 
ensure the accuracy and reliability of equipment performance. 
 
15.12 Records.  A pharmacist shall maintain written or electronic documentation to 
systematically trace, evaluate, and replicate the steps throughout the process of a compounded 
preparation.  The records shall include all of the following: 
(1)  Master Formulation Record shall include all of the following: 
 (a)  Official or assigned name, strength, and dosage form on the preparation. 
 (b)  Calculations needed to determine and verify quantities of components and doses of 

active pharmaceutical ingredients. 
 (c)  Description of all ingredients and their quantities. 
 (d)  Equipment needed to prepare the preparation. 
 (e)  Mixing instructions including all of the following: 
  1.  Order of mixing. 
  2.  Mixing temperatures or other environmental controls. 
  3.  Duration of mixing. 
  4.  Other factors pertinent to the replication of the preparation as compounded. 
 (f)  Sample labeling information, including all of the following: 
  1.  Name and quantity of concentration of each active ingredient. 
  2.  Assigned BUD. 
  3.  Storage conditions. 
  4.  Prescription or control number. 

835

Air dryers will be removed in the next USP 797 update

Except in the event that an isolator is in place.

Equipment section is applicable to sterile but not complete for sterile requirements (ie lacks ISO 5)

Edit to second sentence: shall NOT be reactive

Add requirements for sterile preparations

…where applicable



 (g)  Container used in dispensing. 
 (h)  Packaging and storage requirements. 
 (i)  Description of final preparation. 
 (j)  Quality control procedures and expected results. 
 
(2)  Compounding Record shall include all of the following: 
 (a)  Official or assigned name, strength, and dosage of the preparation. 
 (b)  Maser Formulation Record reference for the preparation. 
 (c)  Names and quantities of all components. 
 (d)  Sources, lot numbers and expiration dates of all components. 
 (e)  Total quantity compounded. 
 (f)  Name of the person who prepared the preparation. 
 (g)  Name of the person who performed the quality control procedures. 
 (h)  Name of the person who approved the preparation. 
 (i)  Date of preparation. 
 (j)  Assigned control or prescription number. 
 (k)  Assigned BUD. 
 (L)  Duplicate label as described in the Master Formulation Record. 
 (m)  Description of the final product. 
 (n)  Results of quality control procedures. 
 (o)  Documentation of any quality control issues and any adverse reactions or preparation 

problems reported by the patient or caregiver. 
 
15.13 Quality control.  (1)  The pharmacist shall do a final check and review each procedure in 
the compounding process.  A final check shall include verification of all the following: 

(a)  The master formulation record, compounding record and written procedures were 
followed in the execution of the compounding process.  Any deviation in procedures shall 
be documented. 
(b)  There was a check and recheck of each procedure at each stage of the process. 
(c)  The tests or examinations conducted on the compounded preparation to ensure their 
uniformity and integrity followed established written procedures. 
(d)  The performance of compounding processes and equipment that may be responsible 
for causing variability in the final compounded preparations. 

 
(2)  The pharmacist shall observe the finished preparation to ensure that it appears as expected.   
 
(3)  The pharmacist shall investigate any discrepancies and take appropriate corrective action 
before the prescription is dispensed to the patient.   
 
15.14 Training.  All personnel involved in the compounding, evaluation, packaging, and 
dispensing of compounded preparations shall be properly trained for the type of compounding 
conducted.  It is the responsibility of the pharmacist to ensure and document that a training 
program has been implemented and that it is ongoing.   
 
15.15 Adverse Event Reporting.  A pharmacy or pharmacist that becomes aware of an adverse 
event attributed to the integrity of the product of a compounded pharmaceutical shall report the 
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adverse event to the department not later than 10 calendar days after becoming aware of the 
adverse event.  For purposes of this section, an adverse event does not include an isolated 
allergic reaction to a substance included in the compound. 
 
 

SUBCHAPTER II – Non-sterile Compounding 
 

15.20  Component Selection.  (1)  A pharmacist shall use components manufactured in a FDA 
registered facility.  If a component is unavailable from a FDA registered facility, the pharmacist 
may utilize a component that has been tested by a FDA approved vendor and the component has 
been determined to be pure and safe documented by a Certificate of Analysis. 
 
(2)  Components with an expiration date from the manufacture or distribute may be used before 
the expiration date provided all of the following: 
 (a)  The material is stored in its original container under conditions to avoid 

decomposition of the chemicals. 
 (b)  There is minimal exposure of the remaining material each time material is withdrawn 

from the container. 
 (c)  When any withdrawals from the container are performed by those trained in the 

proper handling of the material. 
 
(3)  Components without an expiration date assigned by the manufacturer or supplier, shall be 
labeled with the date of receipt and assigned an expiration date, not to exceed three years after 
receipt, based upon the nature of the component and its degradation mechanism, the container in 
which it is packaged and the storage conditions. 
 
(4)  Components transferred to another container which shall provide integrity that is minimally 
equivalent to the original container and shall be identified with all of the following: 
 (a)  Component name. 
 (b)  Original supplier. 
 (c)  Lot or control number. 
 (d)  Transfer date. 
 (e)  Expiration date. 
 
(5)  Manufactured drug products utilized as the source of active ingredients shall be 
manufactured in an FDA registered facility and the manufacturer’s product container shall be 
labeled with a lot number and expiration date. 
 
(6)  A pharmacist compounding for human use may not use components that have been 
withdrawn or removed from the market for safety or efficacy reasons by the FDA.  A pharmacist 
compounding for food producing animal use may not use components prohibited for use in food 
producing animals. 
 
(7)  All components shall be stored off the floor, handled and stored to prevent contamination, 
and rotated so that the oldest stock is used first. 
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15.21 Assigning BUD. (1) The BUD shall not be later than the expiration date on the container 
of any component.   
 
(2)  In the absence of stability information that is applicable to a specific drug product and 
preparation, the maximum BUD for a non-sterile compounded drug preparation that is packaged 
in a tight, light-resistant container and stored at controlled room temperature is one of the 
following: 
 (a)  For nonaqueous liquids and solid formulations, the BUD shall not be later than the 

time remaining until the earliest expiration date of any active pharmaceutical ingredient 
or 6 months, whichever is earlier. 

 (b)  For water-containing oral formulations, the BUD shall not be later than 14 days when 
stored at cold temperatures {NOTE:  Define “cold temperatures”} 

 (c)  For water-containing semisolid, mucosal liquid, topical or dermal formulations, the 
BUD shall not be later than 30 days. 
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