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                             TITLE 535. OKLAHOMA STATE BOARD OF PHARMACY 
CHAPTER 15. PHARMACIES 

 
SUBCHAPTER 3. PHARMACIES 

 
535:15-3-9. Non-resident pharmacies 
(a) Definitions. “Non-resident pharmacy” means a pharmacy, not located in Oklahoma, which 
transacts or does business in Oklahoma by soliciting, receiving, dispensing, and/or delivering 
prescription medications and devices to Oklahoma residents.  
(b) Licensing requirements. A non-resident pharmacy shall:  

(1) make application and receive an annual non-resident pharmacy license at a fee set by 
the Board;  
(2) maintain in good standing a pharmacy license in its resident state;  
(3) comply with the Oklahoma Secretary of State requirements for conducting business in 
this state.  
(4) submit on initial licensure and on renewals a written report of an inspection conducted 
within the previous twenty-four (24) months by the non-resident’s state or by any 
organization approved by the Board;  
(5) be in a commercial location and not a personal dwelling or residence; (6) submit on 
initial licensure the name and license number of an Oklahoma licensed pharmacist in 
charge (PIC) who is responsible for the non-resident’s pharmacy compliance with 
Oklahoma laws. The name of the Oklahoma licensed PIC shall be reported to the Board, 
in writing, with each renewal and/or within 10 days of any change of such PIC.  
(7) the pharmacy registrant may request, in writing, that the Board allow additional time 
for a new pharmacist-in-charge to get Oklahoma licensed in emergency or urgent 
situations. If the Board determines circumstances warrant they may grant up to a 90 day 
extension. 

(c) Laws and regulations. Oklahoma pharmacy laws and regulations shall apply to the practice 
of pharmacy for the Oklahoma portion of the nonresident pharmacy's practice or operation.  

(1) The pharmacist manager (also called pharmacist-in-charge (PIC)) and all other 
pharmacists performing pharmacist-only functions in Oklahoma licensed non-resident 
pharmacies must be currently licensed in the state in which the non-resident pharmacy is 
located. they are practicing.  The PIC must also be licensed by the Oklahoma Board.  
(2) The pharmacist manager (PIC) and/or pharmacy owner(s), or partners, or corporate 
officer(s) shall be responsible for compliance with Oklahoma laws and regulations 
pertaining to the provisions of receiving, dispensing, and/or delivering of prescriptions or 
prescription medications and devices to Oklahoma residents.  
(3) No pharmacist may serve as a PIC in more than one pharmacy at a time.  
(4) The PIC shall be present and practicing at the pharmacy for which he holds the PIC 
position no less than 20 hours per week during the pharmacy's ordinary course of 
business. In the event the pharmacy's normal hours of business are less than 40 hours per 
week the PIC shall be present and practicing at least 50 percent of the normal business 
hours.  
(5) A PIC shall work sufficient hours in the pharmacy to exercise control and meet the 
responsibilities of the PIC.  
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(d) Inspections. Non-resident pharmacies are subject to inspection and investigation. The Board 
may conduct on-site periodic routine inspections and investigations during reasonable business 
hours. 
(e) Records. Prescription records documenting prescriptions delivered and distributed to 
Oklahoma residents shall be identifiable, readily retrievable, and available for Board review.  

(1) Records must be maintained for not less than five years.  
(2) Patient records shall comply with 535:15-3-14.  
(3) Schedule II, III, IV, and V prescription records. These records shall be sent to the 
Oklahoma Prescription Drug Monitoring program as set out in Title 63 of the Oklahoma 
Statutes.  

(f) Counseling services. Non-resident pharmacies shall provide accessible toll-free telephone 
counseling by a licensed pharmacist for patient drug inquiries during regular working hours. The 
counseling provided shall comply with the pharmaceutical care requirements listed in OAC 
535:10-9.  
(g) Prescription integrity. A pharmacy or registrant shall not increase the quantity of a 
prescription without the authorization of the prescriber. Unless specified otherwise by the 
prescriber, a pharmacist may exercise his professional judgement to dispense up to a ninety (90) 
day supply for maintenance non-controlled dangerous drugs, if sufficient quantity has been 
authorized by the prescriber on the original prescription, including any refills. Increasing 
controlled dangerous drugs or any medications that require reporting to the controlled substance 
database are prohibited. (See 59 O.S.353.20.2)  
(h) Written drug diversion detection and prevention. The pharmacy and the pharmacy 
manager shall implement and follow a written drug diversion detection and prevention policy 
and procedure. This policy and procedure shall be available for Board review.  
(i) Pharmacy refrigerator and freezer temperature logs.  

(1) All refrigerators and freezers used to store medications shall have a sensor or 
thermometer capable of reading internal temperatures.  
(2) The internal temperatures maintained in the refrigerators and freezers shall be 
appropriate for the products stored.  
(3) Temperatures in refrigerators and freezers shall be logged twice daily (AM and PM) 
on days the pharmacy is open for business or shall have continuous temperature 
monitoring.  

(A) Pharmacy name, date, time, temperature, and staff person taking reading shall 
be logged at a minimum for paper logs.  
(B) Temperature logs shall be maintained on paper or electronically for two years 
and be available for inspection.  

(4) If there is a temperature reading that falls outside of appropriate ranges, a notation 
must be made on the temperature log detailing the corrective measures which were taken.  
(5) It is the PIC's responsibility to review the temperature readings to ensure compliance 
with appropriate storage temperatures.  

(j) Prescription shipping. The pharmacy shall maintain and use adequate storage or shipment 
containers and use shipping processes to ensure drug stability and potency. Such shipping 
processes shall include the use of appropriate packaging material and/or devices to ensure that 
the drug is maintained at an appropriate temperature range to maintain the integrity of the 
medication throughout the delivery process. 



3 
 

(1) No prescription shipped to a citizen of Oklahoma should have a temperature 
excursion that exceeds the temperature storage conditions outlined in the package insert 
or by the manufacturer of the drug product.  
(2) A pharmacy or pharmacist shall refuse to deliver by mail or common carrier a 
prescription drug which, in the professional opinion of the pharmacy or pharmacist, may 
be therapeutically compromised by delivery by mail or common carrier. 
(3) A mail order or non-resident pharmacy shall make available to the patient or patient's 
caregiver the contact information for the Oklahoma State Board of Pharmacy.  

 
535:15-3-13. Pharmacist's responsibility in a pharmacy  
(a) Access to drugs. Only a pharmacist shall be responsible for control and distribution of all drugs.                                

 (1) Only the pharmacist shall be permitted to unlock the pharmacy area or any additional 
storage areas for dangerous drugs, except in extreme emergency.  
(2) An extreme emergency shall be in case of fire, water leak, electrical failure, public 
disaster or other catastrophe whereby the public is better served by overlooking the 
safety/security restrictions on drugs.  
(3) Prescription medications shall not be left outside the prescription area when the 
pharmacist is not in attendance.  

(b) Professional judgement. A pharmacist is required to exercise sound professional judgement with 
respect to the legitimacy of a prescription. The law does not require a pharmacist to dispense a 
prescription if the pharmacist doubts its origin or if he believes that the prescription may not have 
been issued for a legitimate medical purpose.  
(c) Legitimate purpose. The pharmacy and pharmacist shall ensure that the prescription drug or 
medication order, regardless of the means of transmission, has been issued for a legitimate medical 
purpose by an authorized prescriber acting in the usual course of the prescriber’s professional 
practice. The pharmacist maintains the right not to fill the valid prescription. 
(d) Valid patient prescriber relationship. The pharmacy and pharmacist shall not dispense a 
prescription drug if the pharmacist knows or should have known that the prescription was issued 
without a valid preexisting patient-prescriber relationship.  
(e) Valid prescription drugs. Only those prescription drugs legal to sell in the United States shall be 
dispensed. (e.g. FDA approved prescription drugs, or legally compounded prescription drugs, or 
drugs in a drug-testing protocol, or other legal prescription drugs.) 
 

SUBCHAPTER 10. GOOD COMPOUNDING PRACTICES 
PART 3. GOOD COMPOUNDING PRACTICES FOR STERILE PREPARATIONS 

 
535:15-10-54. CSP microbial contamination risk levels 
(a) Sterile preparations. Pharmacies and pharmacists dispensing sterile preparations shall 
comply with all applicable federal, state, and local law and regulation concerning pharmacy. If 
the PEC (primary engineering control) is a compounding aseptic isolator that does not meet the 
environmental requirements described in USP or is a laminar air-flow workbench (LAFW) or a 
biological safety cabinet (BSC) that cannot be located within an ISO Class 7 buffer area, then 
only low-risk level nonhazardous CSPs pursuant to a physician's order for a specific patient may 
be prepared, and administration of such CSPs shall commence within 12 hours of preparation or 
as recommended in the manufacturers' package insert, whichever is less. Low-risk level CSPs 
with a 12-hour or less BUD shall meet all of the following criteria:  

(1) PECs (LAFWs, BSCs, CAIs, CACIs,) shall be certified and maintain ISO Class 5 as 
described in USP for exposure of critical sites and shall be in a segregated compounding 
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area restricted to sterile compounding activities that minimize the risk of CSP 
contamination.  
(2) The segregated compounding area shall not be in a location that has unsealed 
windows or doors that connect to the outdoors or high traffic flow, or that is adjacent to 
construction. Sinks should not be located adjacent to the ISO Class 5 PEC. Sinks should 
be separated from the immediate area of the ISO Class 5 PEC device.  
(3) Personnel shall follow proper procedures for personnel cleansing and garbing prior to 
compounding and maintain proper competency of aseptic work practices.  
(4) Personnel will follow proper procedures in ensure cleaning and disinfection of sterile 
compounding areas. Additionally, viable and non-viable environmental air sampling must 
be performed according to facility written procedures.  

(b) Risk level. Requirements for compounding of sterile preparations will be based on the 
distinction of sterile products as either low-risk, medium-risk or high-risk preparations. These 
risk levels apply to the quality of CSPs immediately after the final aseptic mixing or filling or 
immediately after the final sterilization, unless precluded by the specific characteristics of the 
preparation. 

(1) Low-Risk Level CSPs. Sterile preparations compounded under all of the following 
conditions are at a low risk of contamination:  

(A) The CSPs are compounded with aseptic manipulations entirely within an ISO 
Class 5 environment or better air quality using only sterile ingredients, products, 
components, and devices.  
(B) The compounding involves only transfer, measuring, and mixing 
manipulations using not more than three commercially manufactured packages of 
sterile products and not more than two entries into any one sterile container or 
package (e.g., bag, vial) of sterile product or administration container/device to 
prepare the CSP.  
(C) Manipulations are limited to aseptically opening ampuls, penetrating 
disinfected stoppers on vials with sterile needles and syringes, and transferring 
sterile liquids in sterile syringes to sterile administration devices and package 
containers of other sterile products, and containers for storage and dispensing.  

(2) Medium-Risk Level CSPs. When CSPs compounded aseptically under low-risk 
conditions, and one or more of the following conditions exists, such CSPs are at a 
medium risk of contamination. 132  

(A) Multiple individual or small doses of sterile products are combined or pooled 
to prepare a sterile product that will be administered either to multiple patients or 
to one patient on multiple occasions.  
(B) The compounding process includes complex aseptic manipulations other than 
the single volume transfer.  
(C) The compounding process requires unusually long duration, such as that 
required to complete the dissolution or homogeneous mixing.  

(3) High-risk Level CSPs. CSPs compounded under any of the following conditions are 
either contaminated or at a high risk to become contaminated.  

(A) Non-sterile ingredients are incorporated, or a non-sterile device is employed 
before terminal sterilization  
(B) Any of the following are exposed to air quality worse than ISO Class 5 for 
more than 1 hour  
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(i) Sterile contents of commercially manufactured products,  
(ii) CSPs that lack effective antimicrobial preservatives, and (iii) Sterile 
surfaces of devices and containers for the preparation, transfer, 
sterilization, and packaging of CSPs.  

(C) Compounding personnel are improperly garbed and gloved as outlined by 
USP.  
(D) Sterile water-containing preparations are stored for more than 6 hours before 
being sterilized.  
(E) It is assumed, and not verified by examination of labeling and documentation 
from suppliers or by direct determination, that the chemical purity and content 
strength of ingredients meet their original or Compendial specifications in 
unopened or in opened packages of bulk ingredients.  

(c) Immediate use. The immediate use provision is intended only for those situations where 
there is a need for emergency or immediate patient administration of a CSP. Such situations may 
include cardiopulmonary resuscitation, emergency room treatment, preparation of diagnostic 
agents, or critical therapy where the preparation of the CSP under conditions described for Low-
Risk Level subjects the patient to additional risk due to delays in therapy. Immediate use CSPs 
are not intended for storage for anticipated needs or batch compounding. Preparations that are 
medium-risk level and high-risk level CSPs shall not be prepared as immediate use CSPs. 
Immediate use CSPs are exempt from the requirements described for Low-Risk Level CSPs only 
when all of the following criteria are met:  

(1) The compounding process involves simple transfer of not more than three 
commercially manufactured packages of sterile nonhazardous products from the 
manufacturers' original containers and not more than two entries into any one container 
or package (e.g., bag, vial) of sterile infusion solution or administration container/device. 
For example, anti-neoplastics shall not be prepared as immediate use CSPs because they 
are hazardous drugs.  
(2) Unless required for the preparation, the compounding procedure is a continuous 
process not to exceed 1 hour.  
(3) During preparation, aseptic technique is followed and, if not immediately 
administered, the finished CSP is under continuous supervision to minimize the potential 
for contact with non-sterile surfaces, introduction of particulate matter or biological 
fluids, mix-ups with other CSPs, and direct contact of outside surfaces.  

(A) Administration begins not later than 1 hour following the start of the 
preparation of the CSP. (B) Unless immediately and completely administered by 
the person who prepared it or immediate and complete administration is witnessed 
by the preparer, the CSP shall bear a label listing patient identification 
information, the names and amounts of all ingredients, the name or initials of the 
person who prepared the CSP, and the exact 1-hour beyond use date and time.  
(C) If administration has not begun within 1 hour following the start of preparing 
the CSP; the CSP shall be promptly, properly, and safely discarded.  

(d) Opened or needle-punctured single dose containers, such as bags, bottles, syringes, and vials 
of sterile products and CSPs shall be used within 1 hour if opened in worse than ISO Class 5 air 
quality and any remaining contents must be discarded.  
(e) Single-dose vials exposed to ISO Class 5 or cleaner air may be used for multiple needle 
entries up to 6 hours after initial needle puncture. Opened single-dose ampuls shall not be stored 
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for any time period. Multiple-dose containers (e.g., vials) are formulated for removal of portions 
on multiple occasions because they usually contain antimicrobial preservatives.  
(f) The BUD after initially entering or opening (e.g., needle-punctured) multiple-dose containers 
is 28 days unless an alternate time period is otherwise specified by the manufacturer. This does 
not mean the expiration date of the unopened container.  
(g) Quality Assurance. Quality assurance practices include, but are not limited to the following: 

(1) Routine disinfection and air quality testing of the direct compounding environment to 
minimize microbial surface contamination and maintain ISO Class 5 air quality.  
(2) Visual confirmation that compounding personnel are properly donning and wearing 
appropriate items and types of protective garments, such as eye protection and face 
masks.  
(3) Review of all orders and packages of ingredients to ensure that the correct identity 
and amounts of ingredients were compounded.  
(4) Visual inspection of CSPs to ensure the absence of particulate matter in solutions, the 
absence of leakage from vials and bags, and the accuracy and thoroughness of labeling.  
(5) All clean rooms must meet NSF/ANSI standard 49. The aseptic processing for sterile 
preparations shall be in an area separate and distinct from the area used for the 
compounding of nonsterile drug preparations. A primary engineering control (PEC), 
(laminar airflow workbench (LAFW), biological safety cabinet (BSC), compounding 
aseptic isolator (CAI) or compounding aseptic containment isolator (CACI)) will be used 
to prepare all sterile preparations, except those compounded for Immediate Use.  

(A) Semiannual certification of the primary engineering controls.  
(B) Semiannual certification of nonviable environmental monitoring of all ISO 5, 
ISO 7, ISO 8 and segregated compounding areas.  
(C) Semiannual certification of viable environmental monitoring of all ISO 5, ISO 
7, ISO 8 and segregated compounding areas.  
(D) Removable prefilters shall be inspected monthly, cleaned or changed at least 
quarterly or as directed by a qualified certifier, and the date documented.  
(E) HEPA filters shall be repaired or replaced when recommended by a qualified 
certifier.  

(6) Initial and annual competence documentation of personnel, including: 
(A) Written test  
(B) Hand Hygiene and garbing   
(C) Gloved fingertip sampling  
(D) Aseptic manipulation  
(E) Aseptic media-fill test  
(F) Cleaning and disinfecting  
(G) Surface sampling  
(H) Equipment  
(I) Routine visual inspection of all compounded sterile preparations  
(J) Provision of guidelines to nursing education for competence documentation 
for nonpharmacy personnel who mix sterile preparations for immediate use. 

(h) Quality control practices will include: 
(1) Daily documentation of temperature in areas where sterile products or sterile 
preparations are stored or compounded  
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(2) Daily documentation of the accuracy and precision of devices such as automated 
compounders and repeater pumps. 
(3) Daily documentation of humidity in areas where sterile products or sterile 
preparations are stored or compounded.  

(i) The PIC or designee will prepare a periodic report of infection control procedures to track 
quality control and quality assurance activities, as appropriate.  
(j) Records of laminar air flow workbench maintenance and certification and ante-area, clean-
room and buffer area certifications shall be kept in the pharmacy. A certification stamp shall be 
affixed to the hood.  
(k) Storage. All pharmacies preparing and dispensing compounded sterile preparations must 
provide:  

(1) Adequate controlled room temperature storage space for all raw materials.  
(2) Adequate storage space for all equipment. All drugs and supplies shall be stocked on 
shelving above the floor.  
(3) Adequate refrigerator storage space for compounded solutions, with routinely 
documented temperatures. Temperature ranges required are 36-46° F or 2-8° C.  
(4) Adequate freezer storage space if finished products are to be frozen (e.g. reconstituted 
antibiotics.) There shall be a procedure to routinely document temperatures.  

(l) Labeling. In addition to regular labeling requirements, the label shall include:  
(1) Sterile compounded preparations shall have the rate of infusion when applicable.  
(2) Expiration date (Policies and procedures shall address label change procedures as 
required by physician orders.)  
(3) Storage requirements or special conditions.  

(4) Name of ingredients and amounts contained in each dispensing unit. (5) All 
products dispensed to outpatients, and removed from the site of preparation for 
administration different than the site of preparation, shall have label information 
as required by state law.  

(m) Shipping. Sterile preparation shipping:  
(1) Policies and procedures shall assure preparation storage requirements during 
delivery. (2) Pharmacy must assure ability to deliver preparations within an 
appropriate time frame.  

(n) Home patient care services. The pharmacist in charge of the pharmacy dispensing 
sterile compounded preparations solutions shall provide the following or assure that they 
are provided prior to providing medications.  

(1) The pharmacist must assure that the patient is properly trained if self-
administering.  
(2) In situations where a pharmacy or pharmacist employs a nurse to administer 
medications, the pharmacist in charge must:  

(A) Employ a registered nurse.  
(B) Assure that proper records are maintained in compliance with laws 
and regulations.  

(C) Make these records available to inspectors from appropriate agencies.  
(3) 24-hour service shall be assured by the pharmacy.  
(4) Pharmacists shall recommend and monitor clinical laboratory data as 
requested.  
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(5) Side effects and potential drug interactions should be documented and 
reported to the physician.  
(6) Patient histories and therapy plans should be maintained. 

(o) Pharmacist-in-charge responsibilities for high-risk Level CSP preparations When 
preparing high risk sterile Level CSP preparations, the pharmacist in charge is 
responsible for making sure the above procedures, in addition to the following, shall be 
met:  

(1) Compound all medications in one of the following environments:  
(A) A separate controlled limited access area with a positive air flow room 
inspected and certified as meeting ISO Class 7 requirements.  
(B) An enclosed room providing an ISO Class 5 environment for 
compounding.  
(C) A barrier isolator that provides an ISO Class 5 environment for 
compounding. It is recommended that all pharmacies have an anteroom 
designed to be separate from the buffer room. The anteroom should be 
available for the decontamination of supplies and equipment, and donning 
of protective apparel. A sink should be available in the anteroom area so 
that personnel can scrub prior to entering the buffer room.  

(2) Use total aseptic techniques, including gowning, mask, and hair net.  
(3) Provide a system for tracking each compounded product including:  

(A) Personnel involved in each stage of compounding;  
(B) Raw materials used including quantities, manufacturer, lot number, 
and expiration date;  
(C) Labeling;  
(D) Compounding records shall be kept for 5 years.  

(4) Establishment of procedures for sterilization of all preparations compounded with any 
non-sterile ingredients by filtration with 0.22 micron or other means appropriate for the 
preparation components.  

(5) All high-risk Level CSP preparations for administration by injection that are 
prepared: (A) in groups of more than twenty-five (25) identical individual single-
dose packages (such as ampules, bags, syringes, and/or vials), or;  
(B) in multiple dose vials for administration to multiple patients, or;  
(C) are exposed longer than twelve (12) hours at a two (2) to eight (8) degrees 
centigrade and longer than six (6) hours at warmer than eight (8) degrees 
centigrade before they are sterilized; shall be tested to ensure they are sterile, do 
not contain excessive bacterial endotoxins, and are of labeled potency before they 
are dispensed or administered as provided below.  

(i) Sterility testing (bacterial and fungal) - The USP Membrane Filtration 
Method is the method of choice where feasible (e.g. components are 
compatible with the membrane). The USP Direct Transfer Method is 
preferred when the membrane filtration is not feasible. An alternative 
method may be used if verification results demonstrate that the alternative 
is at least as effective and reliable as the USP Membrane Filtration 
Method or the USP Direct Transfer Method. The pharmacist in charge 
shall establish written procedures requiring daily observation of the media 
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and 136 requiring an immediate recall if there is any evidence of microbial 
growth and said procedures must be available to Board inspectors.  
(ii) Bacterial endotoxin (pyrogen) testing - The USP Bacterial Endotoxin 
Test, or verified equivalent, shall be used to ensure compounded sterile 
products do not contain excessive endotoxins. (6) Establishment of 
procedures for semi-annual testing the techniques of pharmacists using 
simulated aseptic procedures and documentation thereof.  
 

535:15-10-55. Drug compounding facilities  
(a) Pharmacies engaging in compounding shall have a specifically designated and adequate space 
for the orderly compounding of prescriptions, including the placement and storage of equipment 
and materials.  
(b) The aseptic processing for sterile preparations shall be in an area separate and distinct from 
the area used for the compounding of non-sterile drug preparations. A primary engineering 
control (PEC), (laminar airflow workbench (LAFW), biological safety cabinet (BSC), 
compounding aseptic isolator (CAI) or compounding aseptic containment isolator (CACI)) will 
be used to prepare all sterile preparations, except those compounded for Immediate Use.  
(c) The area(s) used for the compounding of drugs shall be maintained in a good state of repair. 
These area(s) shall also be maintained in a clean and sanitary condition. Adequate washing 
facilities are to be provided and sewage, trash and other refuse in the compounding area is to be 
disposed of in a safe, sanitary, and timely manner.  
(d) Bulk drugs and other chemicals or materials used in the compounding of drugs must be 
stored as directed by the manufacturer, or according to USP monograph requirements, in a clean, 
dry area under appropriate temperature conditions (controlled room temperature, refrigerator, or 
freezer in adequately labeled containers.) Bulk drugs shall also be stored such that they are 
protected from contamination.  
(e) Adequate lighting and ventilation shall be provided in all compounding areas.  
(f) Potable water shall be supplied under continuous positive pressure in a plumbing system free 
of defects that could contribute contamination to any compounded drug preparation.  
(g) Work area and equipment. Any pharmacy dispensing compounded sterile preparations shall 
meet or exceed the following requirements:  

(1) A transition area from the general pharmacy (also called ante area or ante room) shall 
have a certified and inspected ISO Class 8 or better area which may contain a sink. All 
personnel hand hygiene and garbing procedures, staging of components, order entry, CSP 
labeling, and other high- particulate-generating activities are performed in the ante area. 
Drugs and other materials, taken into the transition area shall be removed from 
corrugated cardboard and other particle-generating materials before being taken into the 
area.  
(2) A separate controlled limited access area (also called a buffer area or buffer room) 
shall have a certified and inspected ISO Class 7 or better environment for compounding 
sterile solutions. The buffer room shall be of adequate space. Cleanliness of the area is of 
critical importance.  
(3) A separate controlled limited access area (also called a buffer area or buffer room) for 
compounding sterile solutions, which shall be of adequate space for compounding, 
labeling, dispensing, and sterile preparation of the medication. This area shall have 
controlled temperature. Cleanliness of the area is of critical importance. Drugs and other 
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materials, taken into the limited access area, shall be removed from cardboard and other 
particle generating materials before being taken into the area.  
(4) The controlled limited access area shall have a certified and inspected ISO Class 5 
environment. Such an environment exists inside a certified laminar airflow hood (clean 
room, biological safety cabinet or other barrier isolator meeting ISO Class 5 
requirements) used for the preparation of all compounded sterile products. The ISO Class 
5 environment device or area is to be inspected and certified semiannually. Barrier 
isolator workstations are closed systems and are not as sensitive to their external 
environment as laminar airflow equipment. It is recommended to place them in a limited 
access area with cleaning and sanitizing in the surrounding area on a routine basis.  
(5) A pressure gauge or velocity meter shall be installed to monitor the pressure 
differential or airflow between the clean room and the general environment outside the 
compounding area. The results shall be reviewed and documented on a log at least every 
work shift (minimum frequency shall be at least daily) or by a continuous recording 
device. The pressure between the ISO Class 7 and the general pharmacy area shall not be 
less than 5 Pa (0.02 inch water column). In facilities where low and medium-risk level 
CSPs are prepared, differential airflow shall maintain a minimum velocity of 0.2 meters 
per second (40 feet per minute) between buffer area and ante-area.  
(6) Hazardous drugs shall be prepared within a certified Class II, Type A (exhaust may be 
discharged to the outdoors) or Class II, Type B (exhaust may be discharged to the 
outdoors) laminar flow biological safety cabinet. Hazardous drug compounding shall 
have negative pressure to adjacent positive pressure ISO Class 7 or better ante-areas, thus 
providing inward airflow to contain any airborne drug. All vented cabinets shall be 
vented through HEPA filtration, preferably to outside air or through use of suitable 
technology or equipment. Ventilation exhaust shall be placed as not to reenter the facility 
at any point.  
(7) The area shall be designed to avoid excessive traffic and airflow disturbances.  
(8) The area shall be ventilated in a manner not interfering with laminar flow hood 
conditions.  
(9) PECs should be left on continuously. If a PEC has been turned off, allow the blowers 
to run continuously for at least 30 minutes before using.  
(10) Daily procedures must be established for cleaning the compounding area. The 
pharmacy must keep cleaning logs consistent with the minimum cleaning frequency. 
Logs shall be kept for 2 years as outlined in USP 797 standards:  
(11) Minimum frequency of cleaning and disinfecting compounding areas (USP 797); 
site and minimum frequency are listed below: 

(A) ISO Class 5 [Primary Engineering Control (e.g. LAFW, BSC, CAI, CACI)] 
shall be cleaned and disinfected at the beginning of each shift, before each batch, 
not longer than 30 minutes following the previous surface disinfection when 
ongoing compounding activities occur, after spills, and when surface 
contamination is known or suspected.  
(B) Counters and easily cleanable work surfaces shall be cleaned and disinfected 
daily.  
(C) Floors shall be cleaned and disinfected daily.  
(D) Walls shall be cleaned and disinfected monthly.  
(E) Ceilings shall be cleaned and disinfected monthly.  
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(F) Storage shelving shall be cleaned and disinfected monthly.  
 
535:15-10-65. Compounding of sterile hazardous drugs  
(a) Although the potential therapeutic benefits of compounded sterile and non-sterile hazardous 
drug preparations outweigh the risks of their adverse effects in ill patients, exposed healthcare 
workers risk similar adverse effects with no therapeutic benefit. Occupational exposure to 
hazardous drugs can result in:  

(1) Acute effects, such as skin rashes;  
(2) Chronic effects, including adverse reproductive events; and  
(3) Possibly cancer. Each facility must have a communication program that identifies 
hazardous drugs and communicates this list to all workers that participate in product 
acquisition, storage, transportation, housekeeping, and waste disposal.  

(b) Hazardous drugs shall be any drug identified by at least one of the following six criteria: 
carcinogenicity, teratogenicity or developmental toxicity, reproductive toxicity in humans, organ 
toxicity at low doses in humans or animals, or genotoxicity. A new or investigational drug that 
has no information on toxicity should be treated as a hazardous drug. At a minimum, the 
hazardous drug communication list shall be drugs received in the facility that are recognized as 
such by the National Institute for Occupational Safety and Health (NIOSH).  
(c) Hazardous drugs shall be prepared for administration only under conditions that protect the 
healthcare workers and other personnel in the preparation and storage areas. Hazardous drugs 
shall be stored separately from other inventory in a manner to prevent contamination and 
personnel exposure. Many hazardous drugs have sufficient vapor pressures that allow 
volatilization at room temperature; thus storage is preferably within a containment area such as a 
negative pressure room. The storage area should have sufficient general exhaust ventilation, at 
least 12 air changes per hour (ACPH) to dilute and remove any airborne contaminants.  
(d) Hazardous drugs shall be handled with caution at all times using appropriate chemotherapy 
gloves during receiving, distribution, stocking, inventorying, preparation for administration, and 
disposal.  
(e) Hazardous sterile drugs shall be prepared in an ISO Class 5 environment with protective 
engineering controls in place as specified in 535.15-10-55(g). Hazardous drug compounding 
shall have negative pressure to adjacent positive pressure ISO Class 7 or better ante-areas, thus 
providing inward airflow to contain any airborne drug. All vented cabinets shall be vented 
through HEPA filtration, preferably to outside air or through use of suitable technology or 
equipment. Ventilation exhaust shall be placed as not to reenter the facility at any point.  
(f) If a CACI that meets the requirements of this chapter is used outside of an ISO class 7 buffer 
area, the compounding area shall maintain negative pressure and have a minimum of 12 ACPHs. 
Manufacturer’s guidelines or NSF/ANSI Standard 49 standards shall be followed for isolators, 
containment hoods and BSC. Quality control certification for proper function shall be performed 
every six months by NSF/ANSI Standard 49 certified personnel.  
(g) When closed-system vial-transfer devices (CSTDs) (i.e., vial-transfer systems that allow no 
venting or exposure of hazardous substance to the environment, Add-Vantage and PhaSeal) are 
used, they shall be used within the vented cabinet.  
(h) In facilities that prepare a low volume, an average of no more than two per day, of hazardous 
drugs, the use of two tiers of containment (e.g., CSTD within a BSC or CACI that is located in a 
non-negative pressure room) is acceptable. 



12 
 

(i) Appropriate PPE shall be worn when compounding hazardous drugs. PPE should include 
gowns, face masks, eye protection, hair covers, shoe covers or dedicated shoes, gloving with 
chemotherapy gloves; and compliance with manufacturers’ recommendations when using a 
CACI.  
(j) All personnel who compound hazardous drugs shall be fully trained in the storage, handling, 
and disposal of these drugs. This training shall occur prior to preparing or handling hazardous 
drugs, and its effectiveness shall be verified by testing specific hazardous drugs preparation 
techniques. Such verification shall be documented for each person at least annually. This training 
shall include didactic overview of hazardous drugs, including mutagenic, teratogenic, and 
carcinogenic properties, and it shall include ongoing training for each new hazardous drug that 
enters the marketplace. Compounding personnel of reproductive capability shall confirm in 
writing that they understand the risks of handling hazardous drugs. The training shall include at 
least the following:  

(1) safe aseptic manipulation practices;  
(2) negative pressure techniques when utilizing a BSC, powder containment hood or 
CACI;  
(3) correct use of CSTD devices;  
(4) containment, cleanup, and disposal procedures for breakages and spills; and  
(5) treatment of personnel contact and inhalation exposure.  

(k) Consider a medical surveillance program or allow workers to have routine medical care.  
(l) Disposal of all hazardous drug wastes shall comply with all applicable federal and state 
regulations. All personnel who perform routine custodial waste removal and cleaning activities 
in storage and preparation areas for hazardous drugs shall be trained in appropriate procedures to 
protect themselves and prevent contamination.  
(m) Pharmacies engaging in compounding of hazardous drugs shall be responsible to manage 
hazardous drug spills according to policies and procedures for each workplace.  
(n) Pharmacies engaging in compounding of hazardous drugs shall locate spill kits and other 
cleanup materials in the immediate area where exposures may occur. 
 

SUBCHAPTER 13. PHARMACY SUPPORTIVE PERSONNEL 
 
535:15-13-4. Pharmacy technician qualifications and training  
(a) A pharmacy technician must have satisfactorily completed a high school education, HiSet 
Examination, or G.E.D. equivalence, and shall be of good moral character, be non-impaired (e.g. 
alcohol or drugs) and have adequate education to perform assigned duties.  
(b) A pharmacy manager employing a currently permitted technician must document training of 
that technician within 10 days of hire.  
(c) The pharmacy technician must, at a minimum, satisfactorily complete a pharmacy technician 
on-the-job training (OJT) program described in 535:15-13-13.  
(d) To be eligible for a pharmacy technician permit, an applicant must maintain compliance with 
the requirements in this Title, 535.25 and 535:15. 
 
535:15-13-6. Duties  
(a) The following tasks may be performed by auxiliary supportive personnel:  

(1) retrieval tasks such as retrieving prescriptions or files as necessary;  
(2) clerical tasks such as data entry, typing labels and maintaining patient profiles;  
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(3) secretarial tasks such as telephoning, filing, and typing;  
(4) accounting tasks such as record keeping, maintaining accounts receivables, third party 
billing and posting;  
(5) inventory control tasks including monitoring, pricing, dating, invoicing, stocking 
pharmacy, and preparation of purchase orders; and  
(6) help maintain a clean and orderly pharmacy.  

(b) The following tasks may be performed by pharmacy technicians:  
(1) count and/or pour medications;  
(2) prepackage (e.g. unit dose) and properly label medications;   
(3) affix the prescription label to the proper container;  
(4) affix auxiliary labels to the container as directed by the pharmacist;  
(5) reconstitution of medications (i.e. liquid antibiotics);  
(6) bulk compounding, including such items as non‐sterile topical compounds, sterile 
bulk solutions for small volume injectables, sterile irrigation solutions and products 
prepared in relatively large volume for internal or external use. Documentation of a 
system of in‐process and final checks and controls must be developed or approved by the 
certifying pharmacist and carefully and systematically enforced;  
(7) Technician training and requirements for technician participation in non-sterile 
compounding is described in 535:15-10-3 (a) – (h).  
(8) Technician training and requirements for technician participation in sterile 
compounding is described in 535:15-10-52 (a) – (h).  
(9) any duties auxiliary personnel are allowed to perform;  
(10) assist the pharmacist in the annual CDS inventory. The pharmacist remains 
responsible for completeness and accuracy; and,  
(11) take verbal authorizations from licensed prescriber or licensed prescriber’s 
authorized agent (when allowed) for refill of non‐controlled prescriptions with no 
changes to strength or directions and,   
(12) fill “Modified unit dose distribution systems”, “Automated dispensing systems” 
and/or “Unit dose distribution systems”.  

 
SUBCHAPTER 16. PHARMACY EMERGENCY MEDICATION KITS FOR USE IN A 

FACILITY 
 
535:15-16-3. Licensing requirements  
(a) The Oklahoma licensed pharmacy shall maintain a separate pharmacy emergency medication 
kit permit for each emergency medication kit maintained at each facility remote site for an 
annual fee for each set by the Board.  
(b) The Oklahoma licensed pharmacy shall contact DEA and OBN and comply with any 
registration or requirements for each remote site prior to providing a controlled dangerous 
substance in the emergency medication kit. 
(c)  The permit for the medication kit will expire at the same time as the license of the pharmacy.  
 
535:15-16-4. Policies and procedures for use of emergency medication kit drugs 
(a) The drugs in the emergency medication kits shall remain the property of an Oklahoma 
licensed pharmacy. 
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(b) Only one Oklahoma licensed pharmacy may provide emergency medication kits to each 
facility. 
(c) Emergency medication kits maintained by an Oklahoma licensed pharmacy within the 
facility shall be approved by the medical director of the facility and the facility’s consultant 
pharmacist on at least an annual basis. 
(d) Medications may be administered from the facility’s emergency medication kit only upon 
a prescriber’s order for the emergency medication; and must be administered by a licensed 
nurse, physician, or physician’s  assistant. 
(e)  The facility licensed nurse shall 

(1) verbally transmit the order for an emergency drug requiring access to the 
emergency medication kit to an Oklahoma licensed pharmacist who is an employee of 
the Oklahoma licensed pharmacy and  is physically located within the 50 United States 
at the time the order is transmitted prior to the removal of  a medication from the 
emergency medication kit, 
(2) or may electronically transmit the order to an Oklahoma licensed pharmacy and 
located within the 50 United States following all federal and state regulations and rules 
only if the Oklahoma licensed pharmacy is utilizing technology which requires the 
Oklahoma licensed pharmacist to release the medication from the emergency 
medication kit by electronic means. 

(f) The facility and Oklahoma licensed pharmacy shall have a written agreement that clearly 
states these drugs  should not be used for routine use, but for emergency use and the need of the 
patient for urgent care. 

(1) This written agreement shall contain a policy for record keeping of medications 
removed from the  emergency medication kit. 
(2) The Oklahoma licensed pharmacy shall require the facility to maintain a readily 
retrievable log of  usage from the emergency medication kit which shall include for each 
dose administered from the emergency medication kit, at a minimum: 

(A) Name of ordering prescriber 
(B) Date and time of order, 
(C) Facility resident’s name, 
(D) Medication name and strength, 
(E) Name of person administering medication, and date and time administered, 
(F) Such log shall be maintained in the facility and the Oklahoma licensed 
pharmacy and shall be available for Board inspection. 

(3) The facility and Oklahoma licensed pharmacy shall document the nature of the 
emergency. 
(4) Name of person verbally notifying the Oklahoma licensed pharmacy shall be 
recorded by the  Oklahoma licensed pharmacy, 
(5) The agreement shall document the protocol for handling and storage of these drugs 
by authorized  employees and shall be approved by the Oklahoma licensed pharmacy 
manager. 
(6) The Oklahoma licensed pharmacy shall review the agreement, recordkeeping and 
drug storage and  handling at a minimum of annually. 
(7) The facility and Oklahoma licensed pharmacy shall have a policy on replacement of 
medication in     a timely manner. 

(A) Replacement of controlled dangerous substances (CDS) in the emergency 
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medication kit in a facility may be done by a licensed nurse employed at the 
facility or an authorized licensed or permitted employee of the Oklahoma licensed 
pharmacy. 
(B) Replacement of the non-controlled drugs from the licensed Oklahoma 
pharmacy in the emergency medication kit may be done by a licensed nurse 
employed at the facility or an agent of the Oklahoma licensed pharmacy, licensed 
or permitted employee of the Oklahoma licensed pharmacy. 

(g) The Oklahoma licensed pharmacy shall maintain the following records for each facility 
remote site where  an emergency medication kit is maintained: 

(1)  A log of which facilities for which the Oklahoma licensed pharmacy provides 
emergency medication kits medications for; 
(2) A log of medications stored in each emergency kit at each facility;  
(3) The Oklahoma licensed pharmacy shall require the facility to maintain a log of 
usage from the  emergency medication kit; and,  
(4) The log of usage from the emergency medication kit shall be auditable and 
maintained in a readily  retrievable manner by the facility. 

(h)  Expired medications shall be removed from emergency supply by a licensed nurse employed 
at the facility or an licensed or permitted employee of the  Oklahoma licensed pharmacy; and shall 
not be dispensed or administered. 
(i)  Controlled Dangerous Substances (CDS) may be maintained only in a medication kit that is 
separate from   Non-Controlled Dangerous Substances or within an electronic medication 
dispensing machine, if allowed, in accordance with Oklahoma Bureau of Narcotics and the 
federal Drug Enforcement Administration laws and rules. 
(j)  Emergency medication kits that do not contain controlled dangerous substances may be 
maintained in an electronic system or in a secure emergency medication kit. A list of drugs in the 
emergency medication kit shall be attached to the same. 
(k)  A record of transactions involving the controlled substance emergency medication kit shall 
be maintained   for two (2) years in a readily retrievable manner by the Oklahoma licensed 
pharmacy and facility. This transaction record is separate from the prescription record which 
must be maintained for a minimum of 5 years. 
 
535:15-16-5. Security 
(a) Emergency medication kits shall have adequate security and procedures to: 

(1) Prohibit unauthorized access; 
(2) Comply with federal and state law and regulations; and 
(3) Maintain patient confidentiality. 

(b) The emergency medication kit shall be sealed with a tamper-evident seal; or, 
(1) It shall be locked or sealed in a manner that obviously reveals when the kit has 
been opened or  tampered with; or, 
(2) An electronic system may be used, which notifies the Oklahoma licensed 
pharmacy when the kit   has been accessed. 
(3) Paper or tape seals are unacceptable. 

(c) If an electronic system is utilized, the Oklahoma licensed pharmacy and facility must 
maintain a written procedure for how the kit can be accessed in the event of downtime. 
(d) The emergency medication kit shall be properly sealed, stored, and accessible only to 
authorized personnel. 
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(e) The emergency medication kit shall be securely locked in a sufficiently well-constructed 
cabinet or cart maintained in the medication room, and access to the cabinet or cart shall be 
available only to the nurse or nurses as determined by the pharmaceutical services committee or 
its equivalent. 
(f) Access to the controlled substances in the emergency medication kit shall be limited to a 
licensed nurse employed at the facility or an authorized licensed or permitted employee of the 
Oklahoma licensed pharmacy. 
(g) Access to non-controlled drugs in the emergency medication kit shall be limited to a licensed 
nurse employed at the facility, or an agent   of the Oklahoma licensed pharmacy, licensed or 
permitted employee of the Oklahoma licensed pharmacy. 
 
535:15-16-6. Drug categories Drugs allowed in emergency medication kits 
(a) An Oklahoma licensed pharmacy and its pharmacists shall be responsible for timely 
provision of a facility  resident’s routine drug needs. The drugs listed below are to ensure that 
such drugs are available to each resident of a facility in need of emergency medications. 
(b) The drugs allowed in the emergency medication kit, both Controlled Dangerous 
Substances (CDS) and Non-Controlled dangerous substances (Non-CDS) shall be determined 
by the medical director of the facility and an Oklahoma licensed pharmacist employed by the 
Oklahoma licensed pharmacy providing the kit.   

(1) The quantity of each Non-CDS drug shall be of sufficient quantity to meet the needs 
of the patients in that facility. 
(2) The quantity of each CDS drug shall not exceed the limit allowed in 59 O.S. Section 
367.8 (D) (1).  

The following categories of drugs are acceptable for emergency medication kits in a facility: 
(1) Analgesic oral: 

(A) Non-CDS - Limit 2; 
(B) Plus CDS, (CII-CV) - Limit 4 medications; of which 
only 2 may be CII [Only if approved by Oklahoma Bureau 
of Narcotics (OBNDD) and the Federal Drug Enforcement 
Administration (DEA)] 

(2) Antipsychotic - Limit 4 
(3) Anti-epileptic - Limit 2 
(4) Anti-diarrheal - Limit 1 
(5) Antinauseant - Limit 2 
(6) Antibiotic 

(A) Oral - Limit 6 
(B) Injectable (IM or IV) - Limit 2 

(7) Antihistamine/allergic reactions - Limit 4 
(8) Anti-hypertensive - Limit 4 (may include nitroglycerin, clonidine, nifedipine) 
(9) Anti-asthmatic - Limit 2 
(10) Anti-anxiety - Limit 4 (scheduled and non scheduled, injectable and oral) 
(11) Diabetic Medications - Limit 4 (may include medications for hypoglycemia) 
(12) Diuretic - Limit 2 
(13) Sterile compounded preparations intravenous fluid: 

(A) Isotonic - Limit 1 bag; 
(B) Hypotonic - Limit 1 bag; and, 
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(C) Hypertonic solution - Limit 1 bag. 
(14) Steroid - Limit 3 
(15) Misc. non CDS medications - Limit 6 

(c) Before placing miscellaneous Non-CDS non-controlled or CDS medications in an emergency 
medication kit listed in b (1)-(15) above the Oklahoma  licensed pharmacy and facility must have 
a written policy indicating what these drugs are included; and the reason for   their need. This 
written policy must be available for Board inspection. The Oklahoma licensed pharmacy and the 
facility must     be in compliance comply with the rules and laws of the Oklahoma Bureau of 
Narcotics and the Federal Drug Enforcement Administration. 
(d) All injectable medications shall be considered a single dose vial; any remainder shall be 
destroyed as required under Oklahoma or federal law and rules. 
 

SUBCHAPTER 17. NUCLEAR PHARMACY 
 
535:15-17-7. Minimum equipment  
(a) A nuclear pharmacy shall be exempt from the physical requirements in Section 535:15-3-4, 
Subsections (3), (6) and (7) through (8) and (10) through (11).   
(b) The professional area of the pharmacy shall have at least the following equipment:  

(1) Radionuclide Dose Calibrator;  
(2) Refrigerator;  
(3) Single or multiple channel scintillation counter with solid state detector (e.g. NaI(Tl) 
or Ge(Li));  
(4) Radiochemical fume hood and filter system with suitable air sampling equipment 
when dispensing or preparing volatile radiopharmaceuticals;  
(5) Area survey meter;  
(6) At least two GM survey meters (including one high-range meter);  
(7) Microscope and hemacytometer, when dispensing or preparing particle size 
dependent radiopharmaceuticals;  
(8) Laminar airflow hood and appropriate supplies to ensure sterile practices for sterile 
compounded preparation solutions;  
(9) Syringe and vial radiation shields;  
(10) Appropriate shielded drawing station;  
(11) Decontamination supplies;  
(12) Appropriate supplies to perform quality assurance testing;  
(13) Appropriate transport shields for syringes and vials; and  
(14) Transport containers which meet the U.S. Department of Transportation regulations, 
and other labels and supplies for shipping radioactive materials. 
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