AGENDA

January 14, 2015
“Regular Meeting”

OKLAHOMA STATE BOARD OF PHARMACY
2920 N Lincoln Boulevard, Suite A, Oklahoma City, Oklahoma 73105

The Mission of the Oklahoma State Board of Pharmacy is to protect the health, safety, and

welfare of the citizens of Oklahoma by regulating the practice of pharmacy.

1:30 p.m.

Proposed Permanent Rule Hearing

Call Meeting to Order

FOR DISCUSSION AND POSSIBLE BOARD ACTION:
ADOPTION OF PERMANENT RULE AMENDMENTS

Board may vote to approve, disapprove or amend Rule Amendments.

TITLE 535. OKLAHOMA STATE BOARD OF PHARMACY PROPOSED RULES

CHAPTER 1. ADMINISTRATIVE OPERATIONS

Subchapter 1. General Provisions

535:1-1-1. Purpose [AMENDED]

Subchapter 3. Description of organization

535:1-3-1. Creation of Board [AMENDED]
535:1-3-2. Board members [AMENDED]
535:1-3-3. Powers and duties of Board [AMENDED]

Subchapter 5. Board Administrative General-course-in-method-of Operations

535:1-5-1. Board office [AMENDED]

535:1-5-3. Communication in writing [AMENDED]

535:1-5-4. Board meetings [AMENDED]

535:1-5-5. Appearance before the Board Cemplaints [AMENDED]
535:1-5-5.1. Complaint confidentiality [AMENDED]

535:1-5-6. Availability of records [AMENDED]

Subchapter 7. Individual proceedings

535:1-7-1. Complaints [AMENDED]

535:1-7-2. Serving of notices [AMENDED]

535:1-7-3. Hearings [AMENDED]

535:1-7-3.1. Standard of proof [AMENDED]

535:1-7-4. Failure to appear or failure to comply [AMENDED]
535:1-7-5. Subpoenas [AMENDED]

535:1-7-6. Hearing records and record maintenance [AMENDED]

Subchapter 8. Requests for rule changes [NEW]

535:1-8-1. Requests for rule changes [NEW]

Subchapter 9. Rulemaking hearings

535:1-9-1. Reasonable opportunity for public input on proposed rulemaking [AMENDED]
535:1-9-2. Administrative Procedures Act (APA) rulemaking requirements [AMENDED]
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Subchapter 11. Fees
535:1-11-1. Annual licenses, permits and renewals [AMENDED]
535:1-11-2. Pharmacist initial registration and other fees [AMENDED]
535:1-11-4. Other fees [AMENDED]
535:1-11-5. Miscellaneous [AMENDED]

Subchapter 13. Requests for rule changes [REVOKED]
535:1-13-1. Requests for rule changes [REVOKED]

Subchapter 15. Declaratory rulings
535:1-15-1. Definitions [AMENDED]

535:1-15-2. Declaratory rulings [AMENDED]

Subchapter 1.
535:1-1-1.
Subchapter 3.
535:1-3-1.
535:1-3-2.
535:1-3-3.
Subchapter 5.
535:1-5-1.
535:1-5-3.
535:1-5-4.
535:1-5-5.

General Provisions
Purpose [AMENDED]

Description of organization

Creation of Board [AMENDED]

Board members [AMENDED]

Powers and duties of Board [AMENDED]

Board Administrative General-course-in-method-of Operations
Board office [AMENDED]

Communication in writing [AMENDED]

Board meetings [AMENDED]

Appearance before the Board Complaints [AMENDED]

535:1-5-5.1. Complaint confidentiality [AMENDED]

535:1-5-6.
Subchapter 7.
535:1-7-1.
535:1-7-2.
535:1-7-3.

Availability of records [AMENDED]

Individual proceedings
Complaints [AMENDED]
Serving of notices [AMENDED]
Hearings [AMENDED]

535:1-7-3.1. Standard of proof [AMENDED]

535:1-7-4.
535:1-7-5.
535:1-7-6.

Subchapter 8.

535:1-8-1.

Subchapter 9.

535:1-9-1.
535:1-9-2.

Failure to appear or failure to comply [AMENDED]
Subpoenas [AMENDED]
Hearing records and record maintenance [AMENDED]

Requests for rule changes [NEW]
Requests for rule changes [NEW]

Rulemaking hearings
Reasonable opportunity for public input on proposed rulemaking [AMENDED]
Administrative Procedures Act (APA) rulemaking requirements [AMENDED]
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Subchapter 11. Fees
535:1-11-1. Annual licenses, permits and renewals [AMENDED]
535:1-11-2. Pharmacist initial registration and other fees [AMENDED]
535:1-11-4. Other fees [AMENDED]
535:1-11-5. Miscellaneous [AMENDED]

Subchapter 13. Requests for rule changes [REVOKED]
535:1-13-1. Requests for rule changes [REVOKED]

Subchapter 15. Declaratory rulings
535:1-15-1. Definitions [AMENDED]
535:1-15-2. Declaratory rulings [AMENDED]

CHAPTER 10. PHARMACISTS; AND INTERNS, PRECEPTORS AND TRAINING AREAS

Subchapter 1. General provisions
535:10-1-1. Purpose

Subchapter 3. Pharmacists
535:10-3-1.1. Rules of professional conduct
535:10-3-1.2. Violations of professional conduct
535:10-3-4. Uniform pharmacy continuing education (a) Certification.

Subchapter 5. Interns, preceptors and training areas
535:10-5-1.1. Purpose
535:10-5-1.2. Definitions
535:10-5-1.3. Intern experience requirements
535:10-5-2. Intern registration
535:10-5-2.1. Multiple locations of employment, duplicate
535:10-5-3. Intern requirements; licenses
535:10-5-4. Intern practice requirements
535:10-5-5. Intern credit hours; computation
535:10-5-8. Preceptor requirements
535:10-5-9. Training area requirements

Subchapter 7. Pharmacist licensure
535:10-7-4. General requirements for pharmacist licensure applicants
535:10-7-9. Pharmacist renewal
535:10-7-10. Pharmacist reinstatement

Subchapter 9. Pharmaceutical care
535:10-9-1.1. Purpose
535:10-9-1.2 Prospective drug review
535:10-9-3. Intern role in pharmaceutical care
535:10-9-13. Administer
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Subchapter 11. Pharmacist Administration of Immunizations
535:10-11-1. Purpose
535:10-11-2. Definitions
535:10-11-3. D.Ph. administering of immunization requirements
535:10-11-4. Immunization registration
535:10-11-6. Records

CHAPTER 12. UNUSED PRESCRIPTION DRUG PROGRAM FOR OKLAHOMA'’S MEDICALLY INDIGENT
535:12-1-9. Requirements for Pharmacies dispensing unused prescription drugs

CHAPTER 13. EMERGENCY / DISASTER PRESCRIPTION DRUG RULES
535:13-1-4. Prescription Drug Emergency / Disaster Response

CHAPTER 15. PHARMACIES

Subchapter 1. General Provisions
535:15-1-1. Purpose [AMENDED]

Subchapter 3. Pharmacies
535:15-3-1.1. Definitions [AMENDED]
535:15-3-2. Pharmacy responsibilities [AMENDED]
535:15-3-4. Physical requirements for pharmacies [AMENDED]
535:15-3-4.1. Pharmacy licensing requirement [AMENDED]
535:15-3-4.2. Minimum required information for licensure [AMENDED]
535:15-3-6. Required library reference books or computer sources [AMENDED]
535:15-3-7. Condemnation authority for open packages of drugs taken in thefts / burglaries
[AMENDED]
535:15-3-8. Closing a drug store; violation notice [AMENDED]
535:15-3-9. Non-resident pharmacies [AMENDED]
535:15-3-11. Prescription drugs [AMENDED]
535:15-3-12. Transfer of prescription refill information [AMENDED]
535:15-3-12.1. Electronic transfer of prescription refill information [AMENDED]
535:15-3-13. Pharmacist's responsibility in a pharmacy [AMENDED]
535:15-3-14. Patient records [AMENDED]
535:15-3-15.1. Transmission of prescription orders other than verbal orders [AMENDED]
535:15-3-16. Adequate staffing rules for pharmacists and pharmacies [AMENDED]
535:15-3-21. Prescription fill, refill and partial fill records and reports [AMENDED]

Subchapter 4. Remote Medication Order Processing (RMOP) and RMOP Pharmacy for Hospital
Pharmacies
535:15-4-1. Purpose [AMENDED]
535:15-4-5. Responsibilities and duties of RMOP pharmacies and pharmacy manager pharmacist
in charge (PIC’s) [AMENDED]
535:15-4-7. Unlawful acts and violations [AMENDED]
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Subchapter 5. Hospital Pharmacies
535:15-5-2. Definitions [AMENDED]
535:15-5-7.4. Pharmacy technician tasks [AMENDED]
535:15-5-7.6. Pharmacy technician annual permit requirement [AMENDED]
535:15-5-9. Hospital pharmacy physical requirements [AMENDED]
535:15-5-10. Director of Pharmacy responsibilities [AMENDED]
535:15-5-10.1. Labeling [AMENDED]
535:15-5-10.2. Physiciansmedication Medication orders [AMENDED]
535:15-5-14. Performance improvement [AMENDED]
535-15-5-17. Board ef-Pharmaey inspections [AMENDED]
535:15-5-19. Remote medication order processing (RMOP) [AMENDED]

Subchapter 6. Hospital Drug Room
535:15-6-1. Purpose [AMENDED]
535:15-6-2. Definitions [AMENDED]
535:15-6-4. Staffing requirements [AMENDED]
535:15-6-5. Drug room and PIC responsibilities and duties [AMENDED]
535:15-6-6. Physical and library requirements [AMENDED]
535:15-6-7. Drug distribution and control [AMENDED]
535:15-6-8. Emergency dispensing and pre-packaged medications [AMENDED]
535:15-6-9 Emergency room pre-packaged medications formulary [AMENDED]
535:15-6-10. Access to drugs in absence of PIC or drug room supervisor [AMENDED]
535:15-6-11. Administration of drugs to patients [AMENDED]
535:15-6-12. Medication from other sources [AMENDED]
535:15-6-14. Drug storage stock inspections [AMENDED]
535:15-6-15. Non-distributive roles of pharmacists [AMENDED]
535:15-6-16. Performance improvement [AMENDED]
535:15-6-17. Board of Pharmacy inspections [AMENDED]
535:15-6-20. Remote medication order processing [AMENDED]

Subchapter 7. Drug Supplier Permits
535:15-7-1. Definitions [AMENDED]
535:15-7-3. Drug supplier restriction [AMENDED]

Subchapter 9. Sterile Compounded Preparations Rarenteral Pharmacy Permits
535:15-9-1. Scope and purpose [AMENDED]
535:15-9-2. Definitions [AMENDED]
535:15-9-3. Sterile compounding preparation Parenteral permit requirements [AMENDED]
535:15-9-4. Permit issuance [AMENDED]
535:15-9-5. Policy and procedure manual [AMENDED]
535:15-9-6. Parenteral Sterile compounding preparation pharmacy physical requirements [AMENDED]
535:15-9-7. Manager [AMENDED]
535:15-9-8. Pharmacist accessibility [AMENDED]
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535:15-9-9. Drug distribution and control [AMENDED]
535:15-9-10. Cytotoxic or Hazardous drugs [AMENDED]
535:15-9-11. Quality assurance [AMENDED]

535:15-9-12. Pharmacist manager responsibility [AMENDED]

Subchapter 10. Good Compounding Practices

Part 1. Good Compounding Practices for non-sterile products

535:15-10-1. Purpose [AMENDED]

535:15-10-2. Definitions [AMENDED]

535:15-10-3. Pharmacist responsibilities [AMENDED]

535:15-10-4. Drug compounding facilities [AMENDED]

535:15-10-5. Compounding equipment [AMENDED]

535:15-10-8. Drug compounding controls [AMENDED]

535:15-10-8.2. Beyond-use dating [AMENDED]

535:15-10-9. Labeling [AMENDED]

535:15-10-11. Pharmacy generated preparations preduct requirements [AMENDED]
535:15-10-12. Compounding for a prescriber's office use [AMENDED]
535:15-10-13. Compounding veterinarian preparations preducts [AMENDED]
535:15-10-14. Compounding of non-sterile hazardous drugs [AMENDED]
535:15-10-16. Violations [AMENDED]

Part 3. Good Compounding Practices for Sterile Preparations RPreducts
535:15-10-50. Purpose [AMENDED]

535:15-10-51. Definitions [AMENDED]

535:15-10-52. Pharmacist responsibilities [AMENDED]

535:15-10-53. General requirements [AMENDED]

535:15-10-54. CSP microbial contamination risk levels [AMENDED]
535:15-10-55. Drug compounding facilities [AMENDED]

535:15-10-56. Compounding equipment [AMENDED]

535:15-10-57. Component selection requirements [AMENDED]
535:15-10-59. Drug compounding controls [AMENDED]

535:15-10-61. Beyond use dating (BUD) [AMENDED]

535:15-10-62. Labeling [AMENDED]

535:15-10-63. Records and reports [AMENDED]

535:15-10-64. Compounding for institution and/or practitioner administration-[REVOKED]
535:15-10-65. Compounding of sterile hazardous drugs [AMENDED]
535:15-10-66. Compounding of sterile radiopharmaceuticals [AMENDED]
535:15-10-67. Compounding of sterile allergen extracts [AMENDED]
535:15-10-68. Violations [NEW]

Appendix A USP <797> Beyond-Use Date Limits-Chart [REVOKED]
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Subchapter 11. Charitable Clinic Pharmacies
535:15-11-1. Charitable clinic pharmacy license [AMENDED]

Subchapter 13. Pharmacy Supportive Personnel [AMENDED]
535:15-13-3. Definitions [AMENDED]
535:15-13-5. Supervision of pharmacy technicians [AMENDED]
535:15-13-6. Duties [AMENDED]
535:15-13-7. Prohibited duties [AMENDED]
535:15-13-8. Technician annual permit requirement [AMENDED]
535:15-13-10. Technician address and employment change, and training at change of
employment [AMENDED]
535:15-13-11. Multiple locations of employment [AMENDED]
535:15-13-13. Pharmacy technician training [AMENDED]

Subchapter 16. Pharmacy Emergency Medication Kits for use in a Facility
535:15-16-4. Policies and procedures for use of emergency medication kit drugs [AMENDED]
535:15-16-5. Security [AMENDED]
535:15-16-6. Drug categories allowed in emergency medication kits [AMENDED]
535:15-16-7. Violations [AMENDED]

Subchapter 17. Nuclear Pharmacy
535:15-17-5. General requirements [AMENDED]
535:15-17-7. Minimum equipment [AMENDED]

CHAPTER 20. MANUFACTURERS, REPACKAGERS PRACKAGERS, OUTSOURCING FACILITIES, AND
WHOLESALERS, THIRD-PARTY LOGISTICS PROVIDERS, AND MEDICAL GAS SUPPLIERS AND DISTRIBUTORS

Subchapter 1. General Provisions
535:20-1-1. Purpose [AMENDED]

Subchapter 3. Manufacturers
535:20-3-1.1. Purpose [AMENDED]
535:20-3-1.2. Definitions [AMENDED]
535:20-3-2. Registration; manufacturer permit requirement [REVOKED]
535:20-3-3. Minimum—reguired—information—for—permit Manufacturer licensing requirements
[AMENDED]
535:20-3-4. Minimum-gualifications-Minimum required information for licensure [AMENDED]
535:20-3-4.10. Minimum qualifications [AMENDED]
535:20-3-5. Personnel [REVOKED]
535:20-3-5.1. Personnel [NEW]
535:20-3-6. Minimum requirements for Rx Only drug storage, handling, maintenance and
records [REVOKED]
535:20-3-6.1. Facility requirements [REVOKED]
535:20-3-6.2. Multiple Licensing [REVOKED]
535:20-3-6.3. Security [REVOKED]
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535:20-3-6.4. Storage [REVOKED]

535:20-3-6.5. Examination of materials [REVOKED]
535:20-3-6.6. Returned, damaged, and outdated drugs [REVOKED]
535:20-3-6.7. Recordkeeping [REVOKED]

535:20-3-6.8. Written policies and procedures [REVOKED]
535:20-3-6.9. Responsible persons [REVOKED]
535:20-3-6.10. Compliance with federal, state and local laws
535:20-3-6.11. Salvaging and reprocessing [REVOKED]
535:20-3-8. Violations and Penalties [REVOKED]

535:20-3-9. Prohibited conduct [AMENDED]

535:20-3-10. Violations and penalties [NEW]

Subchapter 5. Repackagers Packagers
535:20-5-1. Definitions [REVOKED]
535:20-5-1.1. Purpose [AMENDED]
535:20-5-2. Registration; packager permit requirements [REVOKED]
535:20-5-2.1. Definitions [NEW]
535:20-5-3. Minimum required information for permit [REVOKED]
535:20-5-3.1. Repackager licensing requirement [NEW]
535:20-5-4. Minimum qualifications [REVOKED]
535:20-5-4.1. Minimum required information for licensure [NEW]
535:20-5-4.10. Minimum qualifications [NEW]
535:20-5-5. Personnel [REVOKED]
535:20-5-5.1. Personnel [NEW]
535:20-5-6. Minimum requirements for storage, handling, maintenance and records [REVOKED]
535:20-5-6.1. Facility requirements [REVOKED]
535:20-5-6.2. Multiple Licensing [REVOKED]
535:20-5-6.3. Security [REVOKED]
535:20-5-6.4. Storage [REVOKED]
535:20-5-6.5. Examination of materials [REVOKED]
535:20-5-6.6. Returned, damaged, and outdated drugs [REVOKED]
535:20-5-6.7. Recordkeeping [REVOKED]
535:20-5-6.8. Written policies and procedures [REVOKED]
535:20-5-6.9. Responsible persons [REVOKED]
535:20-5-6.10. Compliance with federal, state and local laws [AMENDED]
535:20-5-6.11. Salvaging and reprocessing [REVOKED]
535:20-5-8. Violations and Penalties [REVOKED]
535:20-5-9. Prohibited conduct [AMENDED]
535:20-5-10. Violations and Penalties [NEW]

Page 8 of 10



AGENDA

January 14, 2015
“Regular Meeting”

OKLAHOMA STATE BOARD OF PHARMACY
2920 N Lincoln Boulevard, Suite A, Oklahoma City, Oklahoma 73105

The Mission of the Oklahoma State Board of Pharmacy is to protect the health, safety, and
welfare of the citizens of Oklahoma by regulating the practice of pharmacy.

Subchapter 6. Outsourcing Facilities [NEW]
535:20-6-1. Purpose [NEW]
535:20-6-2. Definitions [NEW]
535:20-6-3. Outsourcing facility licensing requirement [NEW]
535:20-6-4. Minimum required information for licensure [NEW]
535:20-6-5. Minimum qualifications [NEW]
535:20-6-6. Personnel [NEW]
535:20-6-7. Compliance with federal, state and local laws [NEW]
535:20-6-8. Prohibited conduct [NEW]
535:20-6-9. Violations and penalties [NEW]

Subchapter 7. Whelesalers Wholesale Distributor and-Pedigree Rules
535:20-7-1. Purpose [AMENDED]
535:20-7-2. Definitions [AMENDED]
535:20-7-3. Wholesale drug-distributor licensing requirement [AMENDED]
535:20-7-4. Minimum required information for licensure [AMENDED]
535:20-7-5. Minimum qualifications [AMENDED]
535:20-7-6. Personnel [AMENDED]

535:20-7-7. Minimum requirements for the storage, handling, transport, and shipment of drugs

and/or devices and establishment and maintenance of drug records [REVOKED]
535:20-7-7.1. Facility requirements [REVOKED]

535:20-7-7.2. Multiple Licensing [REVOKED]

535:20-7-7.3. Security and anti-counterfeiting [REVOKED]

535:20-7-7.4. Storage [REVOKED]

535:20-7-7.5. Examination of materials [REVOKED]

535:20-7-7.6. Drug returns, and returned, damaged, and outdated drugs [REVOKED]
535:20-7-7.7. Recordkeeping; including pedigree requirement [REVOKED]
535:20-7-7.8. Written policies and procedures [REVOKED]

535:20-7-7-10. Compliance with federal, state and local laws [AMENDED]
535:20-7-9. Violations and penalties [REVOKED]

535:20-7-9.1. Prohibited Conduct [AMENDED]

535:20-7-10. Violations and penalties [NEW]

Subchapter 8. Third-Party Logistics Providers [NEW]
535:20-8-1. Purpose [NEW]
535:20-8-2. Definitions [NEW]
535:20-8-3. Third-party logistics provider licensing requirement [NEW]
535:20-8-4. Minimum required information for licensure [NEW]
535:20-8-5. Minimum qualifications [NEW]
535:20-8-6. Personnel [NEW]
535:20-8-7. Compliance with federal, state and local laws [NEW]
535:20-8-8. Prohibited conduct [NEW]
535:20-8-9. Violations and penalties [NEW]
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Subchapter 9. Medical Gas Suppliers and Distributors
535:20-9-2. Definitions [AMENDED]
535:20-9-3. Medical gas suppliers [AMENDED]
535:20-9-4. Medical gas distributors [AMENDED]
535:20-9-5. Violations and penalties [AMENDED]
535:20-9-6. Prohibited conduct [AMENDED]

CHAPTER 25. RULES AFFECTING VARIOUS REGISTRANTS

Subchapter 1. General Requirements
535:25-1-1. Purpose [AMENDED]

Subchapter 3. Applicants, Registrants, and Applications [AMENDED]
535:25-3-3. Qualifications and requirements for registrant applicants [AMENDED]
535:25-3-4. Requirements for applicants or registrants who have had Board action taken against
any license, permit or certificate [AMENDED]
535:25-3-5. Multiple licenses / permits [AMENDED]
535:25-3-7. Change requirements and notification [AMENDED]
535:25-3-8. Requirements for Licensees [NEW]

Subchapter 5. General Requirements or Procedures
535:25-5-1. Inspector's warning notice [AMENDED]
535:25-5-3. Drug Screening [AMENDED]
535:25-5-5. Prescription drug (Rx only) purchases and record requirements [AMENDED]

Subchapter 6. Post-Military Service Applicants [NEW]
535:25-6-3. Post-Military Service Applicants [NEW]

Subchapter 7. Rules of Registrant Conduct
535:25-7-3. Registrant Conduct [AMENDED]
535:25-7-4. Confidentiality [AMENDED]
535:25-7-5. Practice of medicine [AMENDED]
535:25-7-6. Governing body [AMENDED]

Subchapter 9. Violations of the rules of registrant conduct
535:25-9-1. Scope and purpose [AMENDED]
535:25-9-3. Violating laws or rules [AMENDED]
535:25-9-4. False report or record, billing incorrectly, fraudulent billing or reports [AMENDED]
535:25-9-8. Failure to maintain effective controls [AMENDED]
535:25-9-9. Misfiling Misfill or incorrect fill of a prescription or drug order [AMENDED]
535:25-9-10. Patient Health and Safety [NEW]
535:25-9-11. Arrangements [NEW]
535:25-9-12. Professional fee [NEW]
535:25-9-13. Auto Refills [NEW]

ADJOURNMENT
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