RULE REVIEW ANALYSIS

Introduction: THIS RULE REVIEW IS SUBMITTED TO THE BOARD FOR
CONSIDERATION AS A PROPOSED REVIEW

Short Title: Class D Pharmacies
Rule Number: Chapter 291, Subchapter E

Statutory Authority: Government Code, §2001.039, added by Acts 1999, 76" Legislature,
Chapter 1499, Article 1, Section 1.11.

Background: Review of these sections follow the Board'’s rule review plan.
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TITLE 22 EXAMINING BOARDS

PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES

SUBCHAPTER E CLINIC PHARMACY (CLASS D)

§291.91 Definitions

The following words and terms, when used in this chapter, shall have the following meanings,
unless the context clearly indicates otherwise.

(1) Act--The Texas Pharmacy Act, Chapters 551 - 566, 568 - 569, Occupations Code as
amended.

(2) Administer--The direct application of a prescription drug by injection, inhalation, ingestion,
or any other means to the body of a patient by:

(A) a practitioner or an authorized agent under his supervision; or
(B) the patient at the direction of a practitioner.
(3) Board--The Texas State Board of Pharmacy.

(4) Clinic--A facility/location other than a physician's office, where limited types of dangerous
drugs or devices restricted to those listed in and approved for the clinic's formulary are stored,
administered, provided, or dispensed to outpatients.

(5) Consultant pharmacist--A pharmacist retained by a clinic on a routine basis to consult with
the clinic in areas that pertain to the practice of pharmacy.

(6) Continuous supervision--Supervision provided by the pharmacist-in-charge, consultant
pharmacist, and/or staff pharmacist, and consists of on-site and telephone supervision, routine
inspection, and a policy and procedure manual.

(7) Controlled substance--A drug, immediate precursor, or other substance listed in Schedules
I-V or Penalty Groups 1-4 of the Texas Controlled Substances Act, as amended, or a drug,
immediate precursor, or other substance included in Schedule 1, 11, I, 1V, or V of the Federal
Comprehensive Drug Abuse Prevention and Control Act of 1970, as amended (Public Law 91-
513).

(8) Dangerous drug--Any drug or device that is not included in Penalty Groups 1-4 of the
Controlled Substances Act and that is unsafe for self-medication or any drug or device that
bears or is required to bear the legend:

(A) "Caution: federal law prohibits dispensing without prescription" or "Rx only";

(B) "Caution: federal law restricts this drug to use by or on the order of a licensed
veterinarian."

(9) Dispense--Preparing, packaging, compounding, or labeling for delivery a prescription drug
or device in the course of professional practice to an ultimate user or his agent by or pursuant to
the lawful order of a practitioner.
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(10) Indigent--Person who meets or falls below 185% of federal poverty income guidelines as
established from time to time by the United States Department of Health and Human Services.

(11) Limited type of device--An instrument, apparatus, implement, machine, contrivance,
implant, in vitro reagent, or other similar or related article, including any component part or
accessory, that is required under federal or state law to be ordered or prescribed by a
practitioner, that is contained in the clinic formulary and is to be administered, dispensed, or
provided according to the objectives of the clinic.

(12) Limited type of drug--A dangerous drug contained in the clinic formulary, and to be
administered, dispensed, or provided according to the objectives of the clinic.

(13) Outpatient--An ambulatory patient who comes to a clinic to receive services related to the
objectives of the clinic and departs the same day.

(14) Pharmacist--A person licensed by the board to practice pharmacy.

(15) Pharmacist-in-charge--The pharmacist designated on a pharmacy license as the
pharmacist who is responsible for a pharmacy's compliance with laws and rules pertaining to the
practice of pharmacy.

(16) Practitioner--

(A) a person licensed or registered to prescribe, distribute, administer, or dispense a
prescription drug or device in the course of professional practice in this state, including a
physician, dentist, podiatrist, or veterinarian but excluding a person licensed under the Act;

(B) a person licensed by another state, Canada, or the United Mexican States in a health field
in which, under the law of this state, a license holder in this state may legally prescribe a
dangerous drug;

(C) a person practicing in another state and licensed by another state as a physician, dentist,
veterinarian, or podiatrist, who has a current federal Drug Enforcement Administration
registration number and who may legally prescribe a Schedule 11, IIl, 1V, or V controlled
substance, as specified under Chapter 481, Health and Safety Code, in that other state; or

(D) an advanced practice nurse or physician assistant to whom a physician has delegated the
authority to carry out or sign prescription drug orders under §8157.0511, 157.052, 157.053,
157.054, 157.0541, or 157.0542, Occupations Code.

(17) Prepackaging--A method of packaging a drug product into a single container which
contains more than one dosage unit and usually contains sufficient quantity of medication for
one normal course of therapy.

(18) Provide--To supply one or more units of use of a nonprescription drug or dangerous drug
to a patient.

(19) Standing delegation order--Written orders from a physician and designed for a patient
population with specific diseases, disorders, health problems, or sets of symptoms, which
provide authority for and a plan for use with patients presenting themselves prior to being
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examined or evaluated by a physician to assure that such acts are carried out correctly and are
distinct from specific orders written for a particular patient.

(20) Standing medical order--Written orders from a physician or the medical staff of an
institution for patients which have been examined or evaluated by a physician and which are
used as a guide in preparation for and carrying out medical and/or surgical procedures.

(21) Supportive personnel--Individuals under the supervision of a pharmacist-in-charge,
designated by the pharmacist-in-charge, and for whom the pharmacist-in-charge assumes legal
responsibility, who function and perform under the instructions of the pharmacist-in-charge.

(22) Texas Controlled Substances Act--The Texas Controlled Substances Act, Health and
Safety Code, Chapter 481, as amended.

(23) Unit of use--A sufficient quantity of a drug product for one normal course of therapy.

§291.92 Personnel
(a) Pharmacist-in-charge.
(1) General.

(A) Each Class D pharmacy shall have one pharmacist-in-charge who is employed or under
written agreement, at least on a part-time basis, but may be employed on a full-time basis if
desired, and who may be pharmacist-in-charge of more than one clinic pharmacy.

(B) A written agreement shall exist between the clinic and the pharmacist-in-charge, and a
copy of the written agreement shall be made available to the board upon request.

(2) Responsibilities. The pharmacist-in-charge shall have at a minimum, the responsibility for
the following:

(A) continuous supervision of registered nurses, licensed vocational nurses, physician
assistants, pharmacy technicians, pharmacy technician trainees, and assistants carrying out the
pharmacy related aspects of provision;

(B) documented periodic on-site visits as specified in 8291.93(h) and §291.94(b) of this title
(relating to Operational Standards and Records), either personally or by the consultant
pharmacist or staff pharmacist, to insure that the clinic is following set policies and procedures;
documentation shall be as specified in §291.94(b) of this title;

(C) development of a formulary for the clinic, in conjunction with the clinic's pharmacy and
therapeutics committee, consisting of drugs and/or devices needed to meet the objectives of the
clinic;

(D) procurement and storage of drugs and/or devices, but he or she may receive input from
other appropriate staff of the clinic;

(E) determining specifications of all drugs and/or devices procured by the clinic;
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(F) maintenance of records of all transactions of the pharmacy as may be required by
applicable law and as may be necessary to maintain accurate control over and accountability for
all drugs and/or devices;

(G) development and at least annual review of a policy and procedure manual for the
pharmacy in conjunction with the clinic's pharmacy and therapeutics committee;

(H) meeting inspection and other requirements of the Texas Pharmacy Act and these
sections;

() dispensing of prescription orders; and
(J) conducting inservice training at least annually for supportive personnel who provide drugs;
such training shall be related to actions, contraindications, adverse reactions, and
pharmacology of drugs contained in the formulary.
(b) Consultant pharmacist.
(1) The consultant pharmacist may be the pharmacist-in-charge.
(2) The consultant pharmacist may be retained by more than one clinic.
(c) Staff pharmacists.

(1) The pharmacist-in-charge may be assisted by a sufficient number of additional pharmacists
as may be required to operate the clinic pharmacy competently, safely, and adequately to meet
the needs of the patients of the clinic.

(2) Staff pharmacists and/or the consultant pharmacist shall assist the pharmacist-in-charge in
meeting the responsibilities as outlined in subsection (a)(2) of this section and in ordering,

supervising, and accounting for drugs and/or devices.

(3) Staff pharmacists and/or the consultant pharmacist shall be responsible for any delegated
act performed by supportive personnel under his or her supervision.

(d) Supportive personnel.
(1) Qualifications.

(A) Supportive personnel shall possess education and training necessary to carry out their
responsibilities.

(B) Supportive personnel shall be qualified to perform the pharmacy tasks assigned to them.
(2) Duties. Duties may include:
(A) prepackaging and labeling unit of use packages, under the direct supervision of a
pharmacist with the pharmacist conducting in-process and final checks and affixing his or her

signature to the appropriate quality control records;

(B) maintaining inventories of drugs and/or devices; and
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(C) maintaining pharmacy records.

(3) Absence of the pharmacist. The pharmacist-in-charge shall designate from among the
supportive personnel a person to supervise the day-to-day pharmacy-related operations of the
clinic.

(e) Owner. The owner of a Class D pharmacy shall have responsibility for all administrative and
operational functions of the pharmacy. The pharmacist-in-charge may advise the owner on
administrative and operational concerns. The owner shall have responsibility for, at a minimum,
the following, and if the owner is not a Texas licensed pharmacist, the owner shall consult with
the pharmacist-in-charge or another Texas licensed pharmacist:

(1) establishment of policies for procurement of prescription drugs and devices and other
products provided or dispensed from the Class D pharmacy;

(2) establishment and maintenance of effective controls against the theft or diversion of
prescription drugs;

(3) providing the pharmacy with the necessary equipment and resources commensurate with
its level and type of practice; and

(4) establishment of policies and procedures regarding maintenance, storage, and retrieval of
records in a data processing system such that the system is in compliance with state and
federal requirements.

§291.93 Operational Standards
(a) Registration.

(1) General requirements.

(A) All clinic pharmacies shall register with the board on a form provided by the board,
following the procedures specified in §291.1 of this title (relating to Pharmacy License

Application).

(B) All clinic pharmacies shall provide a copy of their policy and procedure manual, which
includes the formulary, to the board with the initial license application.

(C) The registration form shall be signed by the pharmacist-in-charge of the clinic pharmacy.

(D) The owner or managing officer of the clinic shall sign the registration form and shall agree
to comply with the rules adopted by the board governing clinic pharmacies.

(E) The registration form shall be certified and state whether the clinic pharmacy is a sole
ownership and give the name of the owner, or if a partnership, name all the managing partners,
or if a corporation, name all the managing officers.

(F) The following fees will be charged.
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(i) A fee as specified in §291.6 of this title (relating to Pharmacy License Fees) will be
charged for the issuance of a new license and for each renewal.

(i) A pharmacy operated by the state or a local government that qualifies for a Class D
license is not required to pay a fee to obtain a license.

(G) When a clinic pharmacy changes ownership, a new and separate license application
must be filed with the board and the old license returned to the board's office.

(H) A clinic pharmacy shall notify the board in writing of any change in name or location within
10 days.

(1) A separate license is required for each principal place of business and only one pharmacy
license may be issued to a specific location.

(J) A clinic pharmacy shall notify the board in writing within 10 days of a change of the
pharmacist-in-charge or staff pharmacist or consultant pharmacist.

(K) A clinic pharmacy shall notify the board in writing within 10 days of permanent closing.
(2) Registration requirements for facilities that operate at temporary clinic sites. A facility that
operates a clinic at one or more temporary locations may be licensed as a Class D (clinic)

pharmacy and provide dangerous drugs from these temporary locations provided:

(A) the clinic pharmacy complies with the registration requirements in paragraph (1) of this
subsection;

(B) the clinic pharmacy has a permanent location where all dangerous drugs and records are
stored;

(C) no dangerous drugs are stored or left for later pickup by the patient at the temporary
location(s), and all drugs are returned to the permanent location each day and stored:

(i) within the clinic pharmacy; or
(i) within the pharmacy's mobile unit provided the mobile clinic is parked at the location of
the clinic pharmacy in a secure area with adequate measures to prevent unauthorized access,
and the drugs are maintained at proper temperatures;
(D) the permanent location is the address of record for the pharmacy;

(E) the facility has no more than six temporary locations in operation simultaneously;

(F) the clinic pharmacy notifies the board of the locations of the temporary locations where
drugs will be provided and the schedule for operation of such clinics; and

(G) the clinic pharmacy notifies the board within 10 days of a change in address or closing of
a temporary location or a change in schedule of operation of a clinic.

(b) Environment.
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(1) General requirements.

(A) The clinic pharmacy shall have a designated area(s) for the storage of dangerous drugs
and/or devices.

(B) No person may operate a pharmacy which is unclean, unsanitary, or under any condition
which endangers the health, safety, or welfare of the public.

(C) The pharmacy shall comply with all federal, state, and local health laws and ordinances.

(D) A sink with hot and cold running water shall be available to all pharmacy personnel and
shall be maintained in a sanitary condition at all times.

(2) Security.

(A) Only authorized personnel may have access to storage areas for dangerous drugs and/or
devices.

(B) All storage areas for dangerous drugs and/or devices shall be locked by key, combination,
or other mechanical or electronic means, so as to prohibit access by unauthorized individuals.

(C) The pharmacist-in-charge shall be responsible for the security of all storage areas for
dangerous drugs and/or devices including provisions for adequate safeguards against theft or
diversion of dangerous drugs and devices, and records for such drugs and devices.

(D) The pharmacist-in-charge shall consult with clinic personnel with respect to security of the
pharmacy, including provisions for adequate safeguards against theft or diversion of dangerous
drugs and/or devices, and records for such drugs and/or devices.

(E) Housekeeping and maintenance duties shall be carried out in the pharmacy, while the
pharmacist-in-charge, consultant pharmacist, staff pharmacist, or supportive personnel is on the
premises.

(c) Equipment. Each clinic pharmacy shall maintain the following equipment and supplies:
(1) if the clinic pharmacy prepackages drugs for provision:
(A) a typewriter or comparable equipment; and
(B) an adequate supply of child-resistant, moisture-proof, and light-proof containers and
prescription, poison, and other applicable identification labels used in dispensing and providing

of drugs;

(2) if the clinic pharmacy maintains dangerous drugs requiring refrigeration and/or freezing, a
refrigerator and/or freezer;

(3) if the clinic pharmacy compounds prescription drug orders, a properly maintained Class A
prescription balance (with weights) or equivalent analytical balance. It is the responsibility of the
pharmacist-in-charge to have such balance inspected at least every three years by the
appropriate authority as prescribed by local, state, or federal law or regulations.
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(d) Library. A reference library shall be maintained which includes the following in hard copy or
electronic format:

(1) current copies of the following:
(A) Texas Pharmacy Act and rules; and
(B) Texas Dangerous Drug Act;
(2) current copies of at least two of the following references:
(A) Facts and Comparisons with current supplements;
(B) AHFS Drug Information;
(C) United States Pharmacopeia Dispensing Information (USPDI);
(D) Physician's Desk Reference (PDR);
(E) American Drug Index;
(F) a reference text on drug interactions, such as Drug Interaction Facts. A separate
reference is not required if other references maintained by the pharmacy contain drug
interaction information including information needed to determine severity or significance of the

interaction and appropriate recommendations or actions to be taken;

(G) reference texts in any of the following subjects: toxicology, pharmacology, or drug
interactions; or

(H) reference texts pertinent to the major function(s) of the clinic.
(e) Drugs and devices.
(1) Formulary.

(A) Each Class D pharmacy shall have a formulary which lists all drugs and devices that are
administered, dispensed, or provided by the Class D pharmacy.

(B) The formulary shall be limited to the following types of drugs and devices, exclusive of
injectable drugs for administration in the clinic and nonprescription drugs, except as provided in
subparagraph (D) of this paragraph:

(i) anti-infective drugs;

(i) musculoskeletal drugs;

(iii) vitamins;

(iv) obstetrical and gynecological drugs and devices;

(v) topical drugs; and
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(vi) serums, toxoids, and vaccines.
(C) The formulary shall not contain the following drugs or types of drugs:
(i) Nalbuphine (Nubain);
(ii) drugs used to treat erectile dysfunction; and
(iii) Schedule | - V controlled substances.

(D) Clinics with a patient population which consists of at least 80% indigent patients may
petition the board to operate with a formulary which includes types of drugs and devices, other
than those listed in subparagraph (B) of this paragraph based upon documented objectives of
the clinic, under the following conditions.

(i) Such petition shall contain an affidavit with the notarized signatures of the medical
director, the pharmacist-in-charge, and the owner/chief executive officer of the clinic, and
include the following documentation:

() the objectives of the clinic;

(1) the total number of patients served by the clinic during the previous fiscal year or
calendar year;

(1) the total number of indigent patients served by the clinic during the previous fiscal year
or calendar year,

(IV) the percentage of clinic patients who are indigent, based upon the patient population
during the previous fiscal year or calendar year;

(V) the proposed formulary and the need for additional types of drugs based upon
objectives of the clinic; and

(V1) if the provision of any drugs on the proposed formulary require special monitoring, the
clinic pharmacy shall submit relevant sections of the clinic's policy and procedure manual
regarding the provision of drugs that require special monitoring.

(ii) Such petition shall be resubmitted every two years in conjunction with the application for
renewal of the pharmacy license.

(I) Such renewal petition shall contain the documentation required in clause (i) of this
subparagraph.

(I If at the time of renewal of the pharmacy license, the patient population for the previous
fiscal year or calendar year is below 80% indigent patients, the clinic shall be required to submit
an application for a Class A pharmacy license or shall limit the clinic formulary to those types of
drugs and devices listed in subparagraph (B) of this paragraph.

(iii) If a clinic pharmacy wishes to add additional drugs to the expanded formulary, the
pharmacy shall petition the board in writing prior to adding such drugs to the formulary. The
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petition shall identify drugs to be added and the need for the additional drugs based upon
objectives of the clinic as specified in clause (i) of this subparagraph.

(iv) The following additional requirements shall be satisfied for clinic pharmacies with
expanded formularies.

(I) Supportive personnel who are providing drugs shall be licensed nurses or practitioners.

(1) The pharmacist-in-charge, consultant pharmacist, or staff pharmacist shall make on-site
visits to the clinic at least monthly.

(1) If the pharmacy provides drugs which require special monitoring (i.e., drugs which
require follow-up laboratory work or drugs which should not be discontinued abruptly), the
pharmacy shall have policies and procedures for the provision of the prescription drugs to
patients and the monitoring of patients who receive such drugs.

(IV) The pharmacist-in-charge, consultant pharmacists, or staff pharmacists shall conduct
retrospective drug regimen reviews of a random sample of patients of the clinic on at least a
guarterly basis. The pharmacist-in-charge shall be responsible for ensuring that a report
regarding the drug regimen review, including the number of patients reviewed, is submitted to
the clinic's medical director and the pharmacy and therapeutics committee of the clinic.

(V) If a pharmacy provides antipsychotic drugs:

(-a-) a physician of the clinic shall initiate the therapy;
(-b-) a practitioner shall monitor and order ongoing therapy; and
(-c-) the patient shall be physically examined by the physician at least on a yearly basis.

(v) The board may consider the following items in approving or disapproving a petition for an
expanded formulary:

(I the degree of compliance on past compliance inspections;
(1) the size of the patient population of the clinic;
(1) the number and types of drugs contained in the formulary; and
(IV) the objectives of the clinic.
(2) Storage.

(A) Drugs and/or devices which bear the words "Caution, Federal Law Prohibits Dispensing
without prescription” or "Rx only" shall be stored in secured storage areas.

(B) All drugs shall be stored at the proper temperatures, as defined in §291.15 of this title
(relating to Storage of Drugs).

(C) Any drug or device bearing an expiration date may not be provided, dispensed, or
administered beyond the expiration date of the drug or device.
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(D) Outdated drugs or devices shall be removed from stock and shall be quarantined together
until such drugs or devices are disposed.

(E) Controlled substances may not be stored at the clinic pharmacy.
(3) Drug samples.
(A) Drug samples of drugs listed on the clinic pharmacy's formulary and supplied by
manufacturers shall be properly stored, labeled, provided, or dispensed by the clinic pharmacy

in the same manner as prescribed by these sections for dangerous drugs.

(B) Samples of controlled substances may not be stored, provided, or dispensed in the clinic
pharmacy.

(4) Prepackaging and labeling for provision.

(A) Drugs may be prepackaged and labeled for provision in the clinic pharmacy. Such
prepackaging shall be performed by a pharmacist or supportive personnel under the direct
supervision of a pharmacist and shall be for the internal use of the clinic.

(B) Drugs must be prepackaged in suitable containers.

(C) The label of the prepackaged unit shall bear:

() the name, address, and telephone number of the clinic;

(ii) directions for use, which may include incomplete directions for use provided:

(1) labeling with incomplete directions for use has been authorized by the pharmacy and
therapeutics committee;

(1) precise requirements for completion of the directions for use are developed by the
pharmacy and therapeutics committee and maintained in the pharmacy policy and procedure
manual; and

(1) the directions for use are completed by practitioners, pharmacists, licensed nurses or
physician assistants in accordance with the precise requirements developed under subclause
(1) of this clause;

(iif) name and strength of the drug--if generic name, the name of the manufacturer or
distributor of the drug;

(iv) quantity;
(v) lot number and expiration date; and
(vi) appropriate ancillary label(s).

(D) Records of prepackaging shall be maintained according to 8291.94(c) of this title (relating
to Records).
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(5) Labeling for provision of drugs and/or devices in an original manufacturer's container.

(A) Drugs and/or devices in an original manufacturer's container shall be labeled prior to
provision with the information set out in paragraph (4)(C) of this subsection.

(B) Drugs and/or devices in an original manufacturer's container may be labeled by:
(i) a pharmacist in a pharmacy licensed by the board; or

(i) supportive personnel in a Class D pharmacy, provided the drugs and/or devices and
control records required by §291.94(d) of this title are quarantined together until checked and
released by a pharmacist.

(C) Records of labeling for provision of drugs and/or devices in an original manufacturer's
container shall be maintained according to §291.94(d) of this title.

(6) Provision.
(A) Drugs and devices may only be provided to patients of the clinic.

(B) At the time of the initial provision, a licensed nurse or practitioner shall provide verbal and
written information to the patient or patient's agent on side effects, interactions, and precautions
concerning the drug or device provided. If the provision of subsequent drugs is delivered to the
patient at the patient's residence or other designated location, the following is applicable:

(i) Written information as specified in subparagraph (B) of this paragraph shall be delivered
with the medication.

(i) 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.

(iif) The pharmacy shall use a delivery system which is designed to ensure that the drugs
are delivered to the appropriate patient.

(C) The provision of drugs or devices shall be under the continuous supervision of a
pharmacist according to standing delegation orders or standing medical orders and in
accordance with written polices and procedures and completion of the label as specified in
subparagraph (G) of this paragraph.

(D) Drugs and/or devices may only be provided in accordance with the system of control and
accountability for drugs and/or devices provided by the clinic; such system shall be developed
and supervised by the pharmacist-in-charge.

(E) Only drugs and/or devices listed in the clinic formulary may be provided.
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(F) Drugs and/or devices may only be provided in prepackaged quantities in suitable
containers and/or original manufacturer's containers which are appropriately labeled as set out
in paragraphs (4) and (5) of this subsection.

(G) Such drugs and/or devices shall be labeled by a pharmacist licensed by the board;
however, when drugs and/or devices are provided under the supervision of a physician
according to standing delegation orders or standing medical orders, supportive personnel may
at the time of provision print on the label the following information:

(i) patient's name; however, the patient's partner or family member is not required to be on
the label of a drug prescribed for a partner for a sexually transmitted disease or for a patient's
family members if the patient has an illness determined by the Centers for Disease Control and
Prevention, the World Health Organization, or the Governor's office to be pandemic;

(ii) any information necessary to complete the directions for use in accordance with
paragraph (4)(C)(ii) of this subsection;

(iii) date of provision; and
(iv) practitioner's name.

(H) Records of provision shall be maintained according to 8291.94(e) of this title.

(I) Controlled substances may not be provided or dispensed.

(J) Non-sterile and sterile preparations may only be provided by the clinic pharmacy in
accordance with §291.131 and §291.133 of this title (relating to Pharmacies Compounding Non-
sterile Preparations and Pharmacies Compounding Sterile Preparations).

(7) Dispensing. Dangerous drugs may only be dispensed by a pharmacist pursuant to a
prescription order in accordance with 88291.31 - 291.35 of this title (relating to Community
Pharmacy (Class A)) and §291.131 and §291.133 of this title.

(f) Pharmacy and therapeutics committee.

(1) The clinic pharmacy shall have a pharmacy and therapeutics committee, which shall be
composed of at least three persons and shall include the pharmacist-in-charge, the medical
director of the clinic, and a person who is responsible for provision of drugs and devices.

(2) The pharmacy and therapeutics committee shall develop the policy and procedure manual.

(3) The pharmacy and therapeutics committee shall meet at least annually to:

(A) review and update the policy and procedure manual; and

(B) review the retrospective drug utilization review reports submitted by the pharmacist-in-
charge if the clinic pharmacy has an expanded formulary.

(g) Policies and procedures.
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(1) Written policies and procedures shall be developed by the pharmacy and therapeutics
committee and implemented by the pharmacist-in-charge.

(2) The policy and procedure manual shall include, but not be limited to, the following:

(A) a current list of the names of the pharmacist-in-charge, consultant-pharmacist, staff
pharmacist(s), supportive personnel designated to provide drugs or devices, and the supportive
personnel designated to supervise the day-to-day pharmacy related operations of the clinic in
the absence of the pharmacist;

(B) functions of the pharmacist-in-charge, consultant pharmacist, staff pharmacist(s), and
supportive personnel;

(C) objectives of the clinic;
(D) formulary;
(E) a copy of written agreement between the pharmacist-in-charge and the clinic;
(F) date of last review/revision of policy and procedure manual; and
(G) policies and procedures for:

(i) security;

(i) equipment;

(i) sanitation;

(iv) licensing;

(v) reference materials;

(vi) storage;

(vii) packaging-repackaging;

(viii) dispensing;

(ix) provision;

(x) retrospective drug regimen review;

(xi) supervision;

(xii) labeling-relabeling;

(xiii) samples;

(xiv) drug destruction and returns;
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(xv) drug and device procuring;

(xvi) receiving of drugs and devices;

(xvii) delivery of drugs and devices;

(xviii) recordkeeping; and

(xix) inspection.
(h) Supervision. The pharmacist-in-charge, consultant pharmacist, or staff pharmacist shall
personally visit the clinic on at least a monthly basis to ensure that the clinic is following
established policies and procedures. However, clinics operated by state or local governments
and clinics funded by government sources money may petition the board for an alternative
visitation schedule under the following conditions.

(1) Such petition shall contain an affidavit with the notarized signatures of the medical director,
the pharmacist-in-charge, and the owner/chief executive officer of the clinic, which states that
the clinic has a current policy and procedure manual on file, has adequate security to prevent
diversion of dangerous drugs, and is in compliance with all rules governing Class D pharmacies.

(2) The board may consider the following items in determining an alternative schedule:

(A) the degree of compliance on past compliance inspections;

(B) the size of the patient population of the clinic;

(C) the number and types of drugs contained in the formulary; and

(D) the objectives of the clinic.

(3) Such petition shall be resubmitted every two years in conjunction with the application for
renewal of the pharmacy license.

§291.94 Records
(a) Maintenance of records.

(1) Every inventory or other record required to be kept under the provisions of §291.91 of this
title (relating to Definitions), 8291.92 of this title (relating to Personnel), §291.93 of this title
(relating to Operational Standards), and 8291.94 of this title (relating to Records), contained in
Clinic Pharmacy (Class D) shall be:

(A) kept by the pharmacy and be available, for at least two years from the date of such
inventory or record, for inspecting and copying by the board or its representative and to other
authorized local, state, or federal law enforcement agencies; and

(B) supplied by the pharmacy within 72 hours, if requested by an authorized agent of the

Texas State Board of Pharmacy. If the pharmacy maintains the records in an electronic format,
the requested records must be provided in a mutually agreeable electronic format if specifically
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requested by the board or its representative. Failure to provide the records set out in this
section, either on site or within 72 hours, constitutes prima facie evidence of failure to keep and
maintain records in violation of the Act.

(2) Records, except when specifically required to be maintained in original or hard-copy form,
may be maintained in an alternative data retention system, such as a data processing system or
direct imaging system provided:

(A) the records maintained in the alternative system contain all of the information required on
the manual record; and

(B) the data processing system is capable of producing a hard copy of the record upon the
request of the board, its representative, or other authorized local, state, or federal law
enforcement or regulatory agencies.

(3) Invoices and records of receipt may be kept at a location other than the pharmacy. Any
such records not kept at the pharmacy shall be supplied by the pharmacy within 72 hours, if
requested by an authorized agent of the Texas State Board of Pharmacy.

(b) On-site visits. A record of on-site visits by the pharmacist-in-charge, consultant pharmacist,
or staff pharmacist shall be maintained and include the following information:

(1) date of the visit;
(2) pharmacist's evaluation of findings; and
(3) signature of the visiting pharmacist.
(c) Prepackaging. Records of prepackaging shall include the following:
(1) name, strength, and dosage form of drug;
(2) name of the manufacturer;
(3) manufacturer's lot number;
(4) expiration date;
(5) facility's lot number;
(6) quantity per package and number of packages;
(7) date packaged;

(8) name(s), signatures, or electronic signatures of the supportive personnel who prepackages
the drug under direct supervision of a pharmacist; and

(9) name, signature, or electronic signature of the pharmacist who prepackages the drug or
supervises the prepackaging and checks and releases the drug.
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813  (d) Labeling. Records of labeling of drugs or devices in original manufacturer's containers shall
814  include the following:

815

816 (1) name and strength of the drug or device labeled;
817

818 (2) name of the manufacturer;

819

820 (3) manufacturer's lot number;

821

822 (4) manufacturer's expiration date;

823

824 (5) quantity per package and number of packages;
825

826 (6) date labeled;

827

828 (7) name of the supportive personnel affixing the label; and
829

830 (8) the signature of the pharmacist who checks and releases the drug.

831

832  (e) Provision. Records of drugs and/or devices provided shall include logs, patient records, or
833  other acceptable methods for documentation. Documentation shall include:

834

835 (1) patient name;

836

837 (2) name, signature, or electronic signature of the person who provides the drug or device;
838

839 (3) date provided; and

840

841 (4) the name of the drug or device and quantity provided.

842

843  (f) Dispensing. Record-keeping requirements for dangerous drugs dispensed by a pharmacist
844  are the same as for a Class A pharmacy as set out in 8291.34 of this title (relating to Records).
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