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Part 15. Texas State Board of Pharmacy
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Subchapter A.  All Classes of Pharmacy

22 TAC (291.26

The Texas State Board of Pharmacy (TSBP) Pharmacy proposes repeal of (291.26 concerning Pharmacies Compounding Sterile Pharmaceuticals and simultaneously proposes new (291.26 concerning Pharmacies Compounding Sterile Preparations.  The new section, if adopted, will outline operating standards for pharmacies that compound sterile pharmaceuticals, implement the recommendations of the TSBP appointed Task Force on Compounding (Task Force), and incorporate many of the provisions included in the United States Pharmacopeia (USP) revised General Chapter 797 (Pharmaceutical Compounding ( Sterile Preparations) in accordance with S.B. 492 passed during the 79th Regular Session of the Texas Legislature regarding compounding.

The TSBP established the Task Force in September 2005. The Task Force was composed of representatives from the pharmacy community appointed by the three major pharmacy associations in Texas and pharmacists primarily involved in compounding.  The Task Force was established to review the current standards of practice for pharmacy compounding and was charged with: (1) reviewing current federal and state requirements for pharmacy compounding; (2) reviewing SB 492 passed by the 79th Texas Legislature with regard to pharmacy compounding; and (3) making recommendations to the Board of Pharmacy regarding standards for pharmacy compounding in Texas that provide necessary compounded medications while protecting the health, safety, and welfare of the public.  The Task Force met three times and presented its recommendations to the Board at the October 31, 2006 meeting. The Task Force recommended incorporating many of the proposed revisions to USP General Chapter 797 (Pharmaceutical Compounding – Sterile Preparations) into the rules.  In accordance with S.B. 492, the Task Force recommended changes to the rules to allow: (1) Class A (Community), Class B (Nuclear), Class C (Institutional) or Class E (Non-resident) pharmacies to compound preparations for “office use” by a practitioner or for use by veterinarians as specified in Section 563.054 of the Texas Pharmacy Act; (2) Class A pharmacies to compound preparations for a Class C pharmacy; and (3) Class C pharmacies to compound preparations to other Class C pharmacies under common ownership.  

Gay Dodson, R.Ph., Executive Director/Secretary, has determined that, for the first five-year period the rule is in effect, there will be no fiscal implications for state government as a result of enforcing or administering the rule.  There are no anticipated fiscal implications for local government.

Ms. Dodson has determined that, for each year of the first five-year period the rule will be in effect, the public benefit anticipated as a result of enforcing the rule will be the establishment of standards for the safe compounding of sterile preparations by pharmacies. Ms. Dodson has also determined that, for each year of the first five-year period the rule will be in effect, an economic cost may exist for entities/persons required to comply with the rule as described below.

There might be an adverse economic effect on micro, small, and large businesses or to other entities/persons who are required to comply with this section. Based on the significant variances in pharmacies( physical structure and layout, it is difficult for TSBP to determine the actual cost to businesses required to comply with this rule. These costs would involve bringing the sterile compounding area of pharmacies into compliance with the new provisions of the rules and in establishing media fill test procedures.  TSBP cannot precisely determine the number of pharmacies affected because TSBP records do not provide information about the details of the pharmacies( compounding operations.  In addition, TSBP is unable to reduce these costs because to do so would compromise the purposes of this rule which is intended to protect the health and safety of the public. Pharmacies that do not already maintain a copy of the USP would incur a minimum cost of $690.  

Examples of new requirements under the rules are: (1) low- and medium-risk preparations must be prepared in a designated room for compounding; (2) when preparing high-risk preparations, the primary engineering control must be located in a buffer room that provides a physical separation, through the use of walls, doors and pass through and has a minimum differential positive pressure of 0.02 to 0.05 inches water column; (3) the pharmacy must establish medial fill test procedures for low, medium and high-risk preparations; and (4) the pharmacy must establish a quality control and quality assurance program that meets the requirements of Chapter 797 of the USP. The actual dollar amount for bringing the pharmacy into compliance may vary greatly between pharmacies and could range from one hundred to several tens of thousand dollars. The majority of pharmacies have less than 100 employees, such that the cost per employee would result in an amount between one dollar per employee to several thousand dollars. 

A public hearing to receive comments on the proposed new rule will be held at 9:00 a.m. on Tuesday, February 13, 2007, at the Health Professions Council Board Room, 333 Guadalupe Street, Tower II, Room 2-225, Austin, Texas 78701. Persons planning to present comments to the Board are asked to provide a written copy of their comments prior to the hearing or bring 20 copies to the hearing.  Written comments on the new rule may be submitted to Allison Benz, R.Ph., M.S., Director of Professional Services, 333 Guadalupe Street, Suite 3-600, Austin, Texas, 78701, FAX: 512/305-8082, E-mail: allison.benz@tsbp.state.tx.us. Comments must be received by 5 p.m., January 26, 2007. 

The new rule is proposed under sections 551.002, 551.003, 554.001, and 554.051 of the Texas Pharmacy Act (Chapters 551-566 and 568-569, Texas Occupations Code).  The Board interprets section 551.002 as authorizing the agency to protect the public through the effective control and regulation of the practice of pharmacy.  The Board interprets section 551.003(9) as authorizing the agency to adopt rules concerning the compounding of prescriptions.  The Board interprets section 551.003(33) as authorizing the agency to adopt rules concerning the practice of pharmacy. The Board interprets section 554.001(a) as authorizing the agency to adopt rules to administer and enforce the Act and rules adopted under the Act as well as enforce other laws relating to the practice of pharmacy.  The Board interprets section 554.051(a) as authorizing the agency to adopt rules for the proper administration and enforcement of the Act.  The Board interprets section 554.051(b) as authorizing the agency to adopt rules concerning the operation of a licensed pharmacy located in this state applicable to a pharmacy licensed by the board that is located in another state, if the board determines the rule is necessary to protect the health and welfare of the citizens of this state. 

The statutes affected by this rule: Chapters 551-566 and 568-569, Texas Occupations Code.

The agency hereby certifies that the proposed new rule has been reviewed by legal counsel and found to be a valid exercise of the agency(s authority.

The repeal is proposed under sections 551.002, 551.003, 554.001, and 554.051 of Texas Pharmacy Act, (Chapters 551-566 and 568-569, Texas Occupations Code).  The Board interprets section 551.002 as authorizing the agency to protect the public through the effective control and regulation of the practice of pharmacy.  The Board interprets section 551.003(9) as authorizing the agency to adopt rules concerning the compounding of prescriptions.  The Board interprets section 551.003(33) as authorizing the agency to adopt rules concerning the practice of pharmacy. The Board interprets section 554.001(a) as authorizing the agency to adopt rules to administer and enforce the Act and rules adopted under the Act as well as enforce other laws relating to the practice of pharmacy.  The Board interprets section 554.051(a) as authorizing the agency to adopt rules for the proper administration and enforcement of the Act.  The Board interprets section 554.051(b) as authorizing the agency to adopt rules concerning the operation of a licensed pharmacy located in this state applicable to a pharmacy licensed by the board that is located in another state, if the board determines the rule is necessary to protect the health and welfare of the citizens of this state. 

The statutes affected by the repeal: Chapters 551-566 and 568-569, Texas Occupations Code.

The agency hereby certifies that the proposed repeal has been reviewed by legal counsel and found to be a valid exercise of the agency(s authority.

