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RULE IMPACT STATEMENT 

 
NAME OF RULEMAKING AUTHORITY: 

Oklahoma State Board of Pharmacy 
 2920 N. Lincoln Boulevard Suite A 
 Oklahoma City, OK  73105-4212 
For Information / Questions Contact: 
 Mary Ann Terral, 405-522-3129, mterral@pharmacy.ok.gov  
INTENDED PERMANENT RULEMAKING ACTION: 

Subchapter 3. Pharmacies 
535:15-3-2. Pharmacy responsibilities [AMENDED] 

 535:15-3-9. Non-resident pharmacies [AMENDED] 
535:15-3-11. Prescription drugs [AMENDED] 
535:15-3-21. Prescription fill, refill and partial fill records and reports [AMENDED] 
535:15-3-22. Pharmacy refrigerator and freezer temperature logs [AMENDED] 

 Subchapter 5. Hospital Pharmacies 
 535:15-5-2. Definitions [AMENDED] 
 535:15-5-7.4. Pharmacy technician tasks [AMENDED] 
 SUBCHAPTER 6. Hospital Drug Room 
 535:15-6-5. Drug room and PIC responsibilities and duties [AMENDED] 
 Subchapter 10. Good Compounding Practices 
 Part 3. Good Compounding Practices for Sterile Preparations 
 535:15-10-52. Pharmacist responsibilities [AMENDED] 

Part 5. Handling Hazardous Drugs in a Pharmacy [NEW] 
535:15.10.73. Purpose [NEW] 
535:15-10-74. Definitions [Reserved] [NEW] 
535:15-10-75. Categories of Involvement [NEW] 
535:15-10-76. Pharmacy List of Hazardous Drug [NEW]s 
535:15-10-77. Responsibilities of Personnel Handling Hazardous Drugs [NEW] 
535:15-10-78. Pharmacy and Engineering Controls [NEW] 
535:15-10-79. Personal Protective Equipment [NEW] 
535:15-10-80. Hazard Communication Program [NEW] 
535:15-10-81. Personnel Training [NEW] 
535:15-10-82. Receiving and Storage [NEW] 
535:15-10-83. Labeling, Packaging, Transport, and Disposal [NEW] 
535:15-10-84. Dispensing Final/Finished Dosage Forms [NEW] 
535:15-10-85. Compounding, Nonsterile [NEW] 
535:15-10-86. Compounding, Sterile [NEW] 
535:15-10-87. Deactivating, Decontaminating, Cleaning, and Disinfecting [NEW] 
535:15-10-88. Spill Control [NEW] 
535:15-10-89. Documentation [NEW] 
535:15-10-90. Hazardous Waste [NEW] 
535:15-10-91. Medical Surveillance [NEW] 
SUBCHAPTER 13. PHARMACY SUPPORTIVE PERSONNEL 
535:15-13-6. Duties [AMENDED] 
535:15-13-7. Prohibited duties [AMENDED] 
Subchapter 18. Customized Adherence Medication Package (CAMP) 
535:15-18-4. Labeling [AMENDED] 
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(a) Purpose or gist of the proposed rule.   
The revision in 535:15-3-2 (h) removes the word "plumbing". The revision in 535:15-

3-9 (c) (3), adds to non-resident pharmacy rules that no pharmacist may serve as 
pharmacist in charge in more than one pharmacy at a time. The revision in 535:15-3-9 
(g) adds a reference to Title 59 OS 353.20.2. The revision in 535:15-3-9 (i) adds 
pharmacy refrigerator and freezer temperature logs and requirements.  

The revision in 535:15-3-11 (c) adds the words "shipping to a reverse distributor for" 
to "destruction or by being returned to the supplier" to clarify the rule. The revision 
535:15-3-11 (d) adds a reference to 59 OS 353.20.2. The new 535:15-3-11 (e) are new 
rules required by 59 OS Section 353.20.2.  

The three revisions in 535:15-3-21 (d) (1) (C), 535:15-3-21 (d) (2) (A) and 535:15-3-
21 (d) (3) correct the CFR cite to CFR 1306.22.  

The new 535:15-3-22 adds rules regarding pharmacy refrigerator and freezer 
temperature logs.  

The revision in 535:15-5-2 removes the "Certified pharmacy technician" definition 
from the hospital pharmacy rules in pharmacy technician definition.  

The revision in 535:15-5-7.4 (a) (10) cleanup removes (A), (B), and (C) describing 
functions/limitations that a pharmacy technician may perform in a hospital pharmacy 
since these requirements are replaced with the rule 535:15-10-52 (d).  

The revision in 535:15-6-5 (a) (7) inserts a new (B) which states No more than 5 
visits in any one month count toward the 52 visit total for the year, the old (B) is moved 
to (C), the old (C) is moved to (D) and the old (D) is moved to (E).   

Add a new Part 5. Handling Hazardous Drugs in a Pharmacy to Subchapter 10 
Good Compounding Practices.  

Rule 535:15-10-73 describes the purpose for the rules for handling hazardous drugs 
in a pharmacy. Rule 535:15-10-74 is reserved for definitions. Rule 535:15-10-75 
includes pharmacy rules for categories of involvement for handling hazardous drugs. 
Rule 535:15-10-76 includes pharmacy rules for the pharmacy list of hazardous drugs 
and assessment of risk or containment strategies and work practices. Rule 535:15-10-
77 describe the responsibilities of personnel handling hazardous drugs in and for the 
pharmacy. Rule 535:15-10-78 describe required pharmacy and engineering controls 
regarding hazardous drugs in a pharmacy. Rule 535:15-10-79 describe personal 
protective equipment required in a pharmacy for hazardous drugs.  

Rule 535:15-10-80 describe requirements for standard operating procedures to 
ensure worker safety and training during all aspects of hazardous drug handling. These 
rules describe requirements for hazardous drug communication. These rules describe 
SOP's for hazardous drug training. Rule 535:15-10-81 describe training requirements 
for all personnel regarding hazardous drugs. Rule 535:15-10-82 describe requirements 
for the pharmacy standard operating procedure for receiving and storage of hazardous 
drugs, including requirements if the shipping container appears damaged and/or such 
damaged container must be opened. Rule 535:15-10-83 describe the requirements for 
pharmacies standard operating procedures regarding labeling packaging, transport, and 
disposal of hazardous drugs. Rule 535:15-10-84 describe requirements for pharmacies 
dispensing final / finished dosage form of hazardous drug or hazardous drug products. 
Rule 535:15-10-85 describe requirements for pharmacies compounding non-sterile 
hazardous drugs. Rule 535:15-10-86 describe requirement for pharmacies 
compounding sterile hazardous drugs. Rule 535:15-10-87 describe requirements for 
pharmacies regarding hazardous drugs regarding deactivating, decontamination, 
cleaning and disinfecting. Rule 535:15-10-88 describe requirements for spill control 
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standard operating procedures and spill kit requirements. Rule 535:15-10-89 describe 
documentation in standard operating procedures and requirement for safety data sheets 
regarding hazardous drugs.   

Rule 535:15-10-90 describe rules for disposal of hazardous drug waste and required 
standard operating procedures.  Rule 535:15-10-91 describe rules for medical 
surveillance regarding hazardous drugs and follow-up plans.  

The revision in 535:15-13-6 (b) removes (7) since these requirements are replaced 
with the rule 535:15-10-52 (d), then renumbers the old (8) to (7), the old (9) to (8), the 
old (10) to (9). The revision in 535:15-13-7 (a) removes (5) these requirement have 
been replaced with the rules in 535:15-10 for sterile compounded preparations. Then 
535:15-13-7 (a) (6) through 535:15-13-7 (a) (8) are renumbered to 535:15-13-7 (a) (5) 
through 535:15-13-7 (a) (7).  

The 535:15-18-4 (c) is deleted because it is unnecessary.  
 

(b)  Who is affected and who pays? The agency does not anticipate any costs as a 
result of these change. And any cost impact information received from private or public 
entities.  
 ……. 
 The rules in Part 5, 535:15-10-73 through 535:15-10-91 will be required federally.  
Oklahoma is implementing them with a delayed effective date so our Pharmacies will 
have to time to meet the standards. If the federal rules become effective sooner or 
conversely are delayed beyond the Oklahoma effective date the Board may adjust the 
effective date in future rulemaking. This will allow pharmacies more time to spread the 
implementation costs through several years.  

 
(c) Who benefits? Registrants and the public benefit from clearer rules.    
.. . . . . . Because of changes in the compounding rules, 535:15-5-2 (a) removes the 
definition of “Certified pharmacy technician” and (a) (10) allows hospital pharmacy 
technicians to prepare sterile compounding products with the additional requirement 
“following documented training and demonstrated competency is removed and replaced 
with OAC 535:15-10-52 (d).” Also 535:15-5-7.4 (10) (A) and (B) are removed and 
replaced with the requirements in OAC 535:15-10-52 (d).  

Pharmacies did not find any difference in performance between certified and 
non-certified technicians so certified technician language was removed from the rules.  

The revisions in 535:15-5 hospital technician rules and in 535:15-13 retail 
technician rules and in 535:15-10-52 modernize the technician rules for changes in the 
practice of pharmacy.  

Pharmacy personnel safety and environmental protection are promoted with the 
addition of Part 5 rules regarding handling hazardous drugs in a pharmacy describe 
practice and quality standards. These rules are additionally required to protect 
employees due to OSHA regulations.   
 
 (d) Probable economic impact on affected classes and/or political subdivisions, 
including a listing of all fee changes, and whenever possible, a separate justification for 
each fee change.  No economic impact is expected by the Board.   
  
 (e) Probable costs and benefits to agency(s) in implementing and enforcing the 
rule, the source of revenue to be used for implementation and enforcement of the rule, 
and any anticipated effect on state revenues, including a projected net loss or gain in 
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such revenues if it can be projected by the agency.  The Board does not anticipate any 
additional costs nor any effect on state revenues in implement and enforcing these 
rules. 
 
 (f) Political subdivision costs, and/or required cooperation in implementing or 
enforcing.  No involvement of political subdivisions in regards to enforcement or costs is 
anticipated. 
 
 (g) Adverse affect on Small Business as provided by the Small Business 
Regulatory Flexibility Act.   
 The Oklahoma State Board of Pharmacy as a Title 59, Exempt Profession 
Agency, remains mindful of the effect of our rules on businesses. We cannot protect 
public health if rules make it impossible for individuals and businesses to provide 
pharmaceutical services.   
 All Board rules affect businesses.  The Board involves a range of pharmacies 
practice sites and individuals in the rulemaking process to minimize adverse effects on 
all businesses, including small businesses. This makes for better rules as the affected 
individuals can help the agency avoid pitfalls and unintended consequences. 
 
 (h) Explanation of the measures the agency has taken to minimize compliance 
costs and a determination of whether there are less costly or non-regulatory methods or 
less intrusive methods for achieving the purpose of the rule.  This rule change is the 
least costly or intrusive method and no less costly or less intrusive methods exist for 
achieving the purpose of these revisions. 
 

(i)  Affect on public health, safety and environment.  If rule is to reduce risks, 
describe risk and how the rule will reduce the risk.   

……..These rule changes make the rules more clear to registrants and help 
protect public safety. The revisions in 535:15-5 hospital technician rules and in 535:15-
13 retail technician rules and in 535:15-10-52 modernize the technician rules for 
changes in the practice of pharmacy.  

Pharmacy personnel safety and environmental protection are promoted with the 
addition of Part 5 rules regarding handling hazardous drugs in a pharmacy describe 
practice and quality standards.    

 
 (j) Risk of not implementing. 
…….The rules will be unclear. Unregulated hazardous drug handling will put pharmacy 
personnel and our environment at risk.  Pharmacy technician rules won't be changed to 
take advantage of modernization in the practice of pharmacy.  Without implementation 
we will not see improved patient satety.    

 
(k) Prepared. This rule impact statement was originally prepared on January 6, 

2020.  


