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Texas State Board of Pharmacy
Self-Evaluation Report

1. Key Functions, Powers, and Duties

A. Provide an overview of the agency’s mission, key functions, powers, and duties.
Specify which duties are statutory.

The mission of the Texas State Board of Pharmacy (TSBP) is to promote, preserve, and protect
the public health, safety, and welfare by fostering the provision of quality pharmaceutical care to
the citizens of Texas, through the regulation of: the practice of pharmacy; the operation of
pharmacies; and the distribution of prescription drugs in the public interest.

The agency’s key functions are:

(1) formulating public policy with regard to the practice of pharmacy through rulemaking
(i.e., setting standards) and regulation (i.e., disciplinary actions);

(2) licensing qualified individuals to practice pharmacy or operate a pharmacy, and
renewing those licenses on a biennial basis;

(3) registering qualified individuals to serve as pharmacist-interns, preceptors, and
pharmacy technicians, and renewing those registrations;

(4) enforcing the laws relating to the practice of pharmacy by conducting inspections,
investigating complaints, prosecuting licensees found in violation of pharmacy
laws/rules, and monitoring licensees who are subject to disciplinary action;

(5) providing information regarding public records and agency services; and

(6) promoting voluntary compliance by providing information and technical assistance with
regard to interpretations of laws/rules governing the practice of pharmacy.

The powers and duties of TSBP are outlined in Chapter 554 of the Texas Pharmacy Act, Texas
Occupations Code Ann. §551.001 et seq. (Vernon 2003), and include the following:

(1) enforcing the laws governing the practice of pharmacy;

(2) cooperating with other state and federal agencies in the enforcement of any law relating
to the practice of pharmacy or any drug or drug-related law;

(3) regulating the practice of pharmacy through licensure examinations, renewal of licenses,
setting standards for internship programs, and disciplining licenses;

(4) determining and issuing standards for recognizing and approving degree requirements
of colleges of pharmacy whose graduates are eligible for a license in this state;

(5) regulating the training and qualifications of pharmacist-interns and pharmacy
technicians;

(6) recognizing and approving pharmacist certification programs;
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specifying procedures to apply for a pharmacy license and setting minimum standards
for the operation of pharmacies;

specifying conditions under which a pharmacist can administer medications (i.e.,
immunizations or vaccinations);

regulating the delivery or distribution of prescription drugs or devices;

establishing fees to produce sufficient revenue to cover the cost of the agency’s
operation;

depositing revenues, other than administrative penalties, in a special pharmacy account
in the general revenue fund;

commissioning peace officers to enforce the Texas Pharmacy Act;

approving pilot and demonstration research programs for innovative applications in the
practice of pharmacy; and

adopting rules consistent with the administration and enforcement of the Texas
Pharmacy Act.

All of the duties outlined above are statutory.

B. Does the agency’s enabling law correctly reflect the agency’s mission, key
functions, powers, and duties?
Yes.
C. Please explain why these functions are needed. Are any of these functions

required by federal law?

TSBP is needed to promote, preserve, and protect the public health and safety, by:

(1)

preventing incompetent or unqualified individuals from obtaining a license to practice or
operate a pharmacy, or a registration to serve as a pharmacist-intern, preceptor, or
pharmacy technician;

removing licenses or registrations, after due process, of unscrupulous or incompetent
individuals who violate the pharmacy and drug laws;

helping to ensure that patients do not receive incorrect, adulterated, or misbranded
prescription drugs or devices from pharmacies;
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preventing diversion of prescription drugs from pharmacies, so that dangerous and/or
addictive drugs are not dispensed, distributed, delivered, or supplied in any manner
except upon the order of a valid doctor-patient relationship; and

promoting pharmaceutical care to increase the probability of desired patient outcomes
and decrease the probability of undesired outcomes from drug therapy.

None of these functions are required by federal law.

D.

In general, how do other states carry out similar functions?

Each state has a state board of pharmacy. See Attachment #A.

E.

Describe any major agency functions that are outsourced.

TSBP outsourced the following major agency functions in FY2003:

(1)

Licensing and Enforcement Database — TSBP contracts with Northrop Grumman
Technical Services, Inc. (NGTSI), through a contract with the Department of Information
Services for computer services. TSBP’s licensing and enforcement computerized
database is supported by NGTSI and provides the following functions:

(A) online inquiry/updates of licensing records, with the exception of processing of
license renewals, which occurs in nightly batch processing; and

(B) online inquiry and updates of complaint/disciplinary information.

Updated licensing information is downloaded once daily to the agency’s Web site, where
the public can obtain information regarding pharmacies and pharmacists. TSBP staff
work directly with NGTSI staff when changes need to be made to the system (e.g., when
legislative changes establish new programs, such as continuing education requirements
for pharmacists and registration of pharmacy technicians).

Peer Assistance Program — TSBP contracts with the Pharmacy Recovery Network that
is administered by the Texas Pharmacy Association to aid pharmacists and eligible
pharmacy students impaired by chemical abuse or mental or physical iliness, and to
monitor the success of individuals in the program.

Internal Auditor - TSBP contracts with Porterfield & Associates to perform the services
required under the Internal Auditing Act.

Miscellaneous Services —

(A) Texas Building & Procurement Commission for mail services and printing/copy
services;

(B) Calligraphy of pharmacist wall certificates;
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(©) Iron Mountain for shredding services that are considered confidential;

(D) Diane Fulmer, CPA, with preparation of the Annual Financial Report;

(E) Ginny’s Copy Service for larger copy jobs;

(F) Greater Texas Moving & Storage for storage of files and furniture;

(G)  Texas Printing Company for mail out preparation of monthly license renewals;

(H) Interagency contract with the Texas State Board of Medical Examiners for courier
service for deposit and lockbox delivery;

U Interagency contract for record storage services and microfilming of certain
records with the Texas State Library; and

J) Comptroller of Public Accounts for lockbox services (no cost to the agency).

F. Discuss anticipated changes in federal law and outstanding court cases as they
impact the agency’s key functions.

TSBP does not anticipate any changes in federal law or court cases to impact the agency’s key
functions. However, there has been federal interest with regard to the following issues:

(1) prescription drugs being dispensed/delivered to patients through Internet operations that
are not in compliance with state and federal laws;

(2) prescription drugs being dispensed/delivered to patients from Canadian pharmacies; and

(3) prescription drug coverage for patients covered by Medicare.

G. Pleasefill in the following chart, listing citations for all state and federal statutes that
grant authority to or otherwise significantly impact the agency.

Texas State Board of Pharmacy
Exhibit 1: Statutes/Attorney General Opinions

Statutes
Citation/Title Authority/lImpact on Agency
Texas Occupations Code, Title 2, Chapter 53 Provides the Board with the authority to discipline the license of
Consequences of Criminal Conviction an individual convicted of a felony or misdemeanor that directly

relates to the duties of the license.

Texas Occupations Code, Title 2, Chapter 54 Requires the Board to permit an examinee who wishes to
Examination on a Religious Holiday observe a religious holiday to take an examination scheduled
on a religious holiday on alternate date.
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Texas Occupations Code, Title 2, Chapter 55
Renewal of a License While on Military Duty

Provides that the Board may not require a licensee to a pay a
penalty for late renewal of a license if the licensee has been
serving active duty in the United States Armed Forces outside
of Texas.

Texas Occupations Code, Title 3, Subtitle J

Chapters 551 through 569, other than Chapter 567
(relating to labeling requirements for certain prescription
drugs or drug products) / Texas Pharmacy Act

Provides the statutory authority for the Texas State Board of
Pharmacy to regulate the practice of pharmacy; provides for
licensure of pharmacists and pharmacies; establishes authority
to discipline licencees who violate the Act or the Board’s rules;
establishes pharmacy peer review and a confidential program
to aid impaired pharmacists and pharmacy students; and
establishes the requirements of labeling certain prescription
drugs. The Act also provides for the registration of certified
pharmacy technicians.

Texas Health and Safety Code, Chapter 483 / Texas
Dangerous Drug Act

Permits the Board to establish guidelines for pharmacies and
pharmacists relating to the administration and dispensation of
dangerous drugs including the requirement that pharmacies not
dispense dangerous drugs unless pursuant to a valid
prescription. Requires pharmacies to label all dangerous drugs
dispensed and retain appropriate records including the original
prescription for no less than two years.

Texas Health and Safety Code, Chapter 481 / Texas
Controlled Substances Act

Permits the Board to establish guidelines for pharmacies and
pharmacists relating to the dispensation of controlled
substances and record-keeping requirements for the purchase,
possession, and dispensation of controlled substances.

Texas Health and Safety Code, Chapter 431/ Texas Food
Drug and Cosmetics Act

Enables the Board to regulate pharmacies and pharmacists
according to the requirements of the Texas FDCA which sets
out requirements regulating the storage, sale, possession,
distribution, dispensation and labeling of drugs and drug
products or devices.

Texas Occupations Code, Title 3, Chapter 101 / Health
Professions Council

Provides the TSBP is a member of the Health Professions
Council (HPC) and establishes a means for HPC agencies to
coordinate administrative and regulatory efforts.

15 U.S.C. §§ 1471-1476 / Poison Prevention Marketing
Act

Requires pharmacies covered by this act to follow the
requirements related to “special packaging” (i.e. packaging that
is designed or constructed to be significantly difficult for
children under five years of age to open or obtain a toxic or
harmful amount of the substance contained therein, and not
difficult for normal adults to use properly).

21 U.S.C §§ 301, 331, 333, 353, 381 (2003) / Prescription
Drug Marketing Act

Establishes a violation under the act to knowingly sell,
purchase or trade a drug sample or knowingly offer to sell,
purchase, or trade a drug sample.
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21 USC § 353a (2003) / Food and Drug Modernization Act

Requires pharmacies that compound drugs or produce
compounded drugs for consumers to meet requirements as set
forth in the act : (1) compounded drugs be dispensed only
pursuant to a valid prescription; (2) compounded drugs be
comprised of FDA approved ingredients; (3) compounded
drugs may not be copies of existing FDA approved drugs; and
(4) the compounded drug must not present problems of safety
or efficiency.

The act no longer enjoins pharmacies from advertising
compounding services to the public after a 2002 U.S. Supreme
Court opinion invalidated as unconstitutional that portion of the
act that prohibited advertising.

21 U.S.C §§ 301, 321, 331-337, 341-356, 358-363, 371-
379, 381-384, 391-399 (2003) / Federal Food, Drug, and
Cosmetics Act

Regulates the storage, sale, possession, distribution,
dispensation and labeling of drugs and drug products or
devices in U.S. pharmacies. Pharmacies and pharmacists are
subject to relevant provisions of this act.

21 U.S.C §§801-802, 811-814, 821-830, 841-844, 846-
848, 850-856, 858-864, 871-887, 899-904 (2003) /
Federal Controlled Substances Act

Establishes schedules of controlled substances and makes it
illegal to posses, prescribe, distribute, administer, or dispense
certain drugs unless allowed under the exceptions set forth
under the act.

Attorney General Opinions

Attorney General Opinion No.

Impact on Agency

Tex. Att'y Gen. Opinion No. JC-0341 (2001)

Tex. Occ. Code Ann. § 562.014 (Vernon 2001) does not
require the Board to specify drugs to be included on a list of
narrow therapeutic index drugs.

Tex. Att'y Gen. Opinion No. JC-0186 (2000)

An automated dispensing machine to dispense prescription
drugs at a nursing home is only legal under the Texas
Pharmacy Act if the facility at which it is located is licensed as a
pharmacy. In addition, the machine must be under a
pharmacist's continuous on-site supervision.

Tex. Att'y Gen. ORD- 614 (1993)

Information indicating a disciplinary action was taken under
section 27(a) of the Texas Pharmacy Act is not made
confidential by section 27(d) of the Pharmacy Act, and must be
made available to the public. The terms of impairment orders
issued prior to June 18, 1983, are excepted from required
public disclosure under the Open Records Act.

Tex. Att'y Gen. ORD-493 (1988)

Agreed Board Orders that would adversely affect the Board’s
strategy with a licensee in a double-licensee situation
(pharmacy / pharmacist) may be withheld from disclosure
subject to a case specific inquiry.

Tex. Atty Gen. ORD-474 (1987)

Board investigative files are exempt from disclosure under the
Open Records Act. Preliminary notice letters, notice of informal
or formal hearings, and Agreed Board Orders are not exempt
from disclosure.
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Attorney General Opinion No.

Impact on Agency

Tex. Att'y Gen. Opinion No. JM-555 (1986)

The Texas State Board of Pharmacy may regulate out-of-state
mail-order pharmacists only to the extent that they actually
engage in the practice of pharmacy or dispense, deliver, or
distribute prescription drugs within the state of Texas. Such
regulation is not per se unconstitutional under the Commerce
Clause of the United States Constitution.

A. Please fill in the following chart:

Texas State Board of Pharmacy
Exhibit 2: Agency Contacts

Name Address Telephone & Email Address
Fax Numbers

Wm. P. Hobby State Office
AgencyHead | Gay Dodson, RPh. Building, 333 Guadalupe, Suite 22\5;‘33%?8082 ?saby'ds?:tseo?x@us

3-600, Austin, TX 78701 - o

Cathy Stella

Agency’s Sunset . C 305-8013 cathy.stella@
Liaison Director of Administrative same as above FAX 305-8082 tshp state.tx us

Services and Licensing

History and Major Events

O OO OO

Provide a time line discussion of the agency’s history, briefly describing the key events in the
development of the agency, including:

the date the agency was established,;

the original purpose and responsibilities of the agency;

major changes in responsibilities or statutory authority;

agency/policymaking body name and composition changes;

the impact of state/federal legislation, mandates, and funding;

the impact of significant state/federal litigation that specifically affects the agency’s
operations; and

key organizational events, and areas of change and impact on the agency’s
organization (e.g., a major reorganization of the agency’s divisions or program areas).

TEXAS TIME LINE

1889 Texas Legislature established boards of pharmaceutical examiners (three-man
committees in each senatorial district of the state). Pharmacists were examined and
certified by the multiple boards.

1907

Texas Legislature passed first Texas Pharmacy Act and established the Texas State

Board of Pharmacy as an independent state regulatory board.
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Texas Pharmacy Act was amended to upgrade the eligibility requirements for
pharmacists, requiring applicants to be graduates of a recognized college of pharmacy
(a three-year course at that time).

Texas Pharmacy Act was amended to set the minimum education requirement as
graduation from a recognized college of pharmacy having four terms of eight months
each.

Texas Pharmacy Act was amended to include the following: required one year of
practical experience prior to registration as a pharmacist; clarified the reasons for
revocation and suspension of licenses; and set forth in detail the penalties for violation of
the law.

Board initiated a comprehensive reorganization of the agency’s internal organization and
functions, which resulted in upgrading and refining examination process,
computerization of licensure records, initiation of a voluntary compliance program
(including random, unannounced inspections of pharmacies, as well as publication of an
agency newsletter).

Texas Legislature repealed and replaced the Texas Pharmacy Act with a new practice
Act and extended the agency’s existence for another 12 years, following the agency’s
first review by the Sunset Advisory Commission. The new Texas Pharmacy Act
changed the composition and number of Board Members from six pharmacists to nine
members (seven pharmacists and two public members); created four classes of
pharmacy licenses; began regulation of institutional (hospital) pharmacies and clinic
pharmacies; and allowed drug product selection (generic substitution) for the first time
under conditions. Texas Legislature created Triplicate Prescription Program, requiring
special forms for a patient to receive a Schedule Il controlled substance.

Texas Legislature, through amendments to the Texas Pharmacy Act, established a
program to address the issue of pharmacists who are chemically, mentally, or physically
impaired (eligible pharmacy students added to the program in 1985).

Texas Legislature, through amendments to the Texas Pharmacy Act, established
continuing education requirements for pharmacists to help assure continuing
competency. Agency promulgated rules to expand the duties of pharmacy technicians.

Texas Legislature, through amendments to the Texas Pharmacy Act, established a new
class of pharmacy license (Class E or Non-Resident Pharmacy) for mail service
pharmacies located in other states.

Texas Legislature, through amendments to the Texas Pharmacy Act, included the
concept of pharmaceutical care, which established the legal basis for pharmacists’
increased involvement in patient care. Subsequent rules promulgated by the Board
required pharmacists to provide written and verbal counseling to patients and conduct
drug regimen reviews). Agency’s existence was extended another 12 years, following a
successful review by the Sunset Advisory Commission. A requirement that one-third
Board Membership must be public members changed the composition of the nine-
member Board from seven pharmacists and two public members to six pharmacists and
three public members.
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Texas Legislature, after creating the Health Professions Council in 1993, required all
health regulatory boards to co-locate and to study mechanisms for agencies to work
together to reduce costs and standardize processes.

Texas Tech School of Pharmacy opens, resulting in four pharmacy schools/colleges in
Texas. First new school/college of pharmacy in Texas in almost 50 years.

Texas Legislature, through amendments to the Texas Pharmacy Act, included the
following: allowed pharmacists to administer immunizations and perform drug therapy
management under certain conditions; stipulation that a prescription for a narrow
therapeutic index (NTI) drug be refilled only with the same drug product by the same
manufacturer last dispensed, unless otherwise agreed to by the prescribing practitioner.

TSBP was sued regarding rules to implement legislation relating to NTI drugs. Litigation
resulted in TSBP changing its procedures with regard to the adoption of rules. The
lawsuit was ultimately withdrawn.

Texas Legislature, through amendments to the Texas Pharmacy Act, gave the Board the
following authority: to establish the concept of a “pharmacy peer review committee”
(which made Texas the first state in the nation to pass such legislation); to determine
and issue standards for recognition and approval of pharmacist certification programs; to
register pharmacy technicians; to require all technicians to be certified; and to require
entities providing professional liability insurance to report malpractice claims to the
Board. In addition, the agency established a comprehensive and user-friendly Web site
to improve services and accessibility to its customers.

Texas Legislature, through amendments to the Texas Pharmacy Act, established remote
pharmacy services; increased the number of continuing education hours required for
pharmacist biennial renewal to 30 hours; and changed requirements for prescribers who
wish to prohibit generic substitution.

Agency implemented online pharmacist renewal system.

Texas Legislature, through amendments to the Texas Pharmacy Act, authorized the
agency to create new classes of pharmacy licenses; required the agency to provide
information to licensees regarding the prescribing and dispensing of pain medications;
set forth procedures for the reuse of certain unused prescription drugs dispensed to
nursing home patients; permitted compounding pharmacists to promote and advertise
compounding services; required pharmacists to report to the Texas Department of
Health any situation that poses a risk to homeland security; and authorized advanced
practice nurses and physician assistants to issue prescriptions for controlled
substances. In addition, the Texas Legislature provided funding for TSBP to initiate the
Pharmacy Technician Registration Program.
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FEDERAL TIME LINE

1906 Federal Food and Drug Act set standards for purity of medication only with no efficacy
requirements.

1912 Federal Food and Drug Act amended to include within the definition of misbranding false
or fraudulent claims for the curative powers of drugs.

1914 Federal Narcotic Drug Act (popularly known as the Harrison Narcotic Act) regulated the
sale of drug products containing opium, morphine, heroin and other narcotics;
pharmacists were required to obtain a license to sell drug products containing narcotics.

1938 Food, Drug, and Cosmetic Act (FD&C) set safety standards only with no efficacy
requirements.

Major Amendments to FD&C

1951 Durham-Humphrey Amendment created “prescription only” and “over-the-
counter” (OTC) drug categories, established how prescription drugs would be
dispensed, and established drug labeling requirements.

1962 Kefauver-Harris Amendment established requirements for safety and efficacy of
drug products.

1965 Drug Abuse Control Amendments were the effective precursor of the Drug Abuse
Control Act. These amendments provided the first guidelines for determining the
classifications of drugs subject to abuse.

1976 Medical Device Act established safety and efficacy requirements for medical
devices and lab products.

1983 Orphan Drug Act established incentives for research and manufacturing of drugs
for rare conditions.

1984 Drug Price Competition and Patent Restoration Act stated that the FDA will
accept Amended New Drug Applications for drugs first approved after 1962 in an
effort to keep drug prices low. The act also required that the FDA provide a list of
approved drug products with monthly supplements. The “Orange Book” satisfies
this requirement.

1988 Prescription Drug Marketing Act of 1987 required licensing of prescription drug
wholesalers, banned reimportation of prescription drugs produced in the US, and
banned sale, trade, or purchase of samples.

1990 Safe Medical Devices Act required “device user facility” to report any death or

serious injury of patient probably due to device. The act also required adoption
of a device tracking method and post-marketing surveillance of devices.
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1997 FDA Modernization Act created exemption to ensure availability of compounded
drugs prepared by pharmacists in forms not commercially available.

1999 OTC Labeling Requirements made for a new standardized format and supplying
more detailed product information to the consumer to make over-the-counter
medicines safer for consumers. The provisions will be fully enacted by 2005.

Federal Hazardous Substances Act, administered by the Consumer Product Safety
Commission, regulates all hazardous substances. Labeling must have a warning
statement; pharmacists must either sell products in original containers or label
containers properly.

Bureau of Narcotics and Dangerous Drugs (BNDD) was formed by combining Bureau of
Narcotics (in the Treasury Department) and Bureau of Drug Abuse Control (in the
Department of Health, Education, and Welfare). BNDD was responsible for regulating
the sale/distribution of narcotics, barbiturates, amphetamines, and hallucinogens. This
agency was the precursor to what is now known as the Drug Enforcement Administration
(DEA).

Comprehensive Drug Abuse Prevention and Control Act (Federal Controlled Substances
Act) was created to regulate the production and distribution of controlled substances. All
persons in the chain of manufacturing, distributing, and dispensing controlled
substances were required to obtain a registration from DEA. The act also classifies
federally regulated substances into one of five classes.

Poison Prevention Packaging Act required that prescription and nonprescription drugs
be dispensed to consumers in child-resistant containers. Exemptions to this packaging
requirement include: patient requests, bulk containers from wholesalers, containers
distributed to institutionalized patients, and packaging for elderly patients. Some drugs,
like sublingual nitroglycerin and isosorbide dinitrate are exempted.

All agencies involved in drug abuse control and the enforcement of drug laws were
combined into one agency, the Drug Enforcement Administration (DEA).

The first publication of Approved Drug Products with Therapeutic Equivalence
Evaluations or “Orange Book” by the FDA.

Omnibus Budget Reconciliation Act (OBRA-90), administered by U.S. Department of
Health and Human Services, expanded Medicare and Medicaid programs. The act
requires services to patients receiving pharmaceutical services to include prospective
drug use review and patient counseling. The requirements were set forth only to apply to
Medicare and Medicaid patients, but most states, including Texas, apply this to all
patients.
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1996 Health Insurance Portability and Accountability Act (HIPAA) set up privacy protections
for individually identifiable health information as applied to health plans, health care
clearinghouses, and health care providers who conduct certain transactions
electronically. Rules to implement the privacy provisions of the Act went into effect on
April 14, 2003. HIPAA also called for creation of the Healthcare Integrity and Protection
Data Bank (HIPDB). HIPDB was constructed to combat fraud and abuse in health

insurance and health care delivery.

lll. Policymaking Structure

A. Please complete the following chart:

Texas State Board of Pharmacy
Exhibit 3: Policymaking Body

Term/ Qualification
Member Name Appointment (€g, pubhc Address Telaphone & Email Address
Dates/ member, industry Fax Numbers
Appointed by representative)
Roger W. 11/10/1999 - Pharmacist M.D. Anderson Telephone: randerson@
Anderson, 08/31/2005 Cancer Center 713/792-2753 tsbp.state.tx.us
Dr. P.H.,R.Ph. 1515 Holcombe FAX:
Governor Bush Blvd., Box 90 713/796-1910
Houston, TX 77030
Juluette F. 01/13/2003 - Public Member 333 Guadalupe, Telephone: jbartlettpack@
Bartlett-Pack, 08/31/2007 Ste. 3-600 512/305-8026 tsbp.state.tx.us
Ph.D. Austin, TX 78701 FAX:
Governor Perry 512/305-8082
W. Michael 12/19/2001- Pharmacist Seton Healthcare Telephone: mbrimberry@
Brimberry, R.Ph., 08/31/2007 Network 512/324-8206 tsbp.state.tx.us
MBA 601 E. 15" St. FAX:
Governor Perry Austin, TX 78701 512/324-8297
Kim A. Caldwell, 10/27/1997- Pharmacist 333 Guadalupe, Telephone: kcaldwell@
R.Ph. 08/31/2003 Ste. 3-600 512/305-8026 tsbp.state.tx.us
Austin, TX 78701 FAX:
Governor Bush 512/305-8082
Rosemary 11/10/1999- Public Member 333 Guadalupe, Telephone: rcombs@
Forester Combs 08/31/2005 Ste. 3-600 512/305-8026 tsbp.state.tx.us
Austin, TX 78701 FAX:
Governor Bush 512/305-8082
Wiki Erickson, 10/27/1997- Public Member 1200 Knotty Oaks Telephone: werickson@
M.A. 08/31/2003 Dr., Waco, TX 512/305-8026 tsbp.state.tx.us
76712 FAX:
Governor Bush 512/305-8082
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Term/ Qualification
Member Name Appointment (eg, pubhc Address Telaphone & Email Address
Dates/ member, industry Fax Numbers
Appointed by representative)
Doyle E. High, 12/19/2001- Pharmacist 333 Guadalupe, Telephone: dhigh@
R.Ph. 08/31/2007 Ste. 3-600 512/305-8026 tsbp.state.tx.us
Austin, TX 78701 FAX:
Governor Perry 512/305-8082
Oren M. Peacock, | 11/10/1999- Pharmacist 333 Guadalupe, Telephone: opeacock@
Jr., R.Ph. 08/31/2005 Ste. 3-600 512/305-8026 tsbp.state.tx.us
Austin, TX 78701 FAX:
Governor Bush 512/305-8082
Donna Burkett 10/27/1997- Pharmacist Texan Heart Telephone: drogers@
Rogers, M.S., 08/31/2003 Hospital 512/305-8026 tsbp.state.tx.us
R.Ph. 6655 First Park FAX:
Governor Bush Ten, Suite 230 512/305-8082

San Antonio, TX
78213

B. How is the chair of the policymaking body appointed?

The chair of the Texas State Board of Pharmacy is elected from its members for a one-year
term. Authority: Section 552.007, Texas Pharmacy Act.

C. Describe the primary role and responsibilities of the policymaking body.

The primary role and responsibilities of the policymaking body are as follows:

addresses major issues facing the agency;

agency’s Legislative Appropriations Request; and

employs an Executive Director and ensures that the Executive Director carries out the
management and administrative functions of the agency;

approves an operating budget to guide the agency’s fiscal activities and approves the

sets policy through formal guidelines/policy statements, promulgation of administrative

rules and approval of disciplinary sanctions. For examples of policy statements, see
TSBP Web site (includes TSBP’s policy on handling dispensing error complaints). The
Board is the final decision maker on the entry of all disciplinary orders and rules.
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In executing its role, the Board reviews/updates the agency’s strategic plan every other year
and monitors progress on long-term goals, establishes annual goals and objectives to provide
direction with regard to the day-to-day operation of agency, and annually evaluates the
performance of the Executive Director. The Board has set guidelines for evaluating the
Executive Director. See Attachment #B.

The major responsibilities of the Texas State Board of Pharmacy fall into the three categories
listed below:

(1) licensure and registration

(A) pharmacists

. initial licensure after examination and training
. renewal of license
. initial registration of preceptors

(B) pharmacies
. initial licensure
. renewal of license to operate a pharmacy
(©) pharmacist-interns (initial registration)
. student pharmacist-interns
. extended pharmacist-interns
(D) pharmacy technicians
. initial registration
. renewal of registration
(2) setting standards
(A) standards for qualifications for initial licensure
(B) standards for operation of pharmacies

(©) standards for recognition and approval of degree requirements of colleges of
pharmacy whose graduates are eligible for a license in Texas

(D) standards for practical training, including internship

(E) standards for recognition and approval of training programs for pharmacy
technicians
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(F) standards for recognition and approval of pharmacy residency programs
(G) standards for recognition and approval of pharmacist certification programs
regulating and enforcing the standards

(A) investigating complaints

(B) disciplining licensees who violate the laws and rules governing the practice of
pharmacy

List any special circumstances or unique features about the policymaking body
or its responsibilities.

TSBP is self-supporting, in that the operations of the agency are supported primarily
from statutory fees related to licensing, reciprocity, and examinations. The general
operating fund of the Board is a general revenue dedicated account within the State
Treasury (Texas Pharmacy Act, Section 554.007).

The policymaking body is a nine-member Board, with six members who are pharmacists
and three members who represent the public. At the time of their appointments, the
pharmacist-members must have been licensed as a pharmacist for the five years
preceding appointment, be in good standing with the Board, and be practicing pharmacy
in this state. In addition, the Board must include representation from pharmacists who
are primarily employed in community and institutional pharmacies.

The Board has the responsibility of regulating three distinct entities — the persons who
dispense prescription drugs to the public (pharmacists) and who assist the pharmacist
(pharmacy technicians); the place where prescription drugs are dispensed to the public
(pharmacies); and the distribution of dangerous drugs (prescription drugs that are not
classified as controlled substances).

The Board has the sole responsibility for the administration and the enforcement of the
Texas Pharmacy Act and Texas Dangerous Drug Act.

E.

In general, how often does the policymaking body meet? How many times did it
meet in FY 20027 in FY 20037

The Texas State Board of Pharmacy generally meets four times a year. The Board meetings
were held on the following dates in FY2002 and FY2003:

FY2002 November 13-14, 2001
February 5-6, 2002
May 7-8, 2002
July 21, 2002
August 6-7, 2002
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FY2003 November 19-20, 2002
February 4-5, 2003
May 13-24, 2003
July 19, 2003
August 5-6, 2003

F. What type of training do the agency’s policymaking body members receive?

New Board Members attend an intensive two-day orientation session conducted by the
Executive Director and applicable agency staff. The Executive Director provides an overview of
the Board organization, information regarding issues facing the Board, and statutory
responsibilities of the Board and its members. Division Directors review agency programs and
operations, including state accounting procedures, insurance, and instructions on preparation of
travel vouchers. The agency’s General Counsel reviews the following items with new Board
Members: specific laws, rules and policies that affect Board Members, such as the Texas Open
Meetings Act, Texas Public Information Act, Texas Administrative Procedures Act, and laws
relating to Ethics and ethical conduct. See Attachment #C. New Board Members do not vote
on issues before the Board until they have completed this initial orientation session. New Board
Members also attend an orientation program conducted by the Governor’s office.

All Board Members attend conferences and meetings held by major pharmacy organizations to
learn of issues facing the profession. Members are regularly notified of and encouraged to
attend various programs presented by the Office of the Attorney General (OAG), the LBJ School
of Public Affairs, and other organizations that periodically sponsor seminars or conferences
relevant to service on the Board. The OAG generally offers an annual training session which
informs members of their responsibilities under various state statutes such as the Texas Open
Meetings Act, Texas Public Information Act, and ethics laws. Ongoing training sessions also
occur at Board Meetings; see examples below:

(1) in FY2000, the Board participated in one training session regarding strategic planning
that was conducted by a representative of the Governor’s office, as well as two strategic
planning workshops;

(2) in FY2001, the Board received a four-hour lecture on drug and alcohol dependency and
peer assistance issues presented by a professor of a Texas College of Pharmacy; and

(3) in FY2003, the Board listened to a presentation on the Health Insurance Portability and
Accountability Act (HIPAA) and federal rules promulgated pursuant to that Act relating to
privacy issues and confidentiality of protected health information.

In addition, the TSBP Executive Director provides information about new legislation and other
pertinent matters to Board Members on an ongoing basis.
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G. Does the agency have policies that describe the respective roles of the
policymaking body and agency staff in running the agency? If so, please
describe these policies.

Yes. TSBP Board Members formulate public policy and are responsible for final decisions
regarding rulemaking and entry of disciplinary orders, consistent with the administration and
enforcement of the Texas Pharmacy Act. The agency staff carry out the policy and are
responsible for the day-to-day operations of the agency. See Attachment #B .

H. If the policymaking body uses subcommittees or advisory committees to carry
out its duties, please fill in the following chart.

Texas State Board of Pharmacy
Exhibit 4: Subcommittee and Advisory Committees

Name of Subcommittee Size/Composition/How are Purpose/Duties Legal Basis for
or Advisory Committee members appointed Committee
Executive Committee Elected officers (President, Vice | Review, make recommendations Texas Pharmacy
President, and Treasurer) regarding agency’s proposed Act, Section
operating budget prior to the full 554.001(b)(2)
Board's review/approval.

1. How does the policymaking body obtain input from the public regarding issues
under the jurisdiction of the agency? How is this input incorporated into the
operations of the agency?

TSBP obtains input regarding issues under the jurisdiction of the agency through a myriad of
sources, including the following:

(1) Task Forces — The Board President appoints task forces to study issues and make
recommendations to the Board (i.e., pre-rulemaking activity). The task forces provide an
excellent mechanism to gather expertise and “grass-roots” advice from practicing
pharmacists and other interested stakeholders on matters affecting the practice of
pharmacy. If the task force is assisting the Board to develop rules to implement a new
law passed by the Texas Legislature, TSBP invites the bill sponsor(s) to send
representative(s) to the task force meetings. The three major professional organizations
in Texas (Texas Pharmacy Association, Texas Society of Health-System Pharmacists,
and Texas Federation of Chain Drug Stores) are also requested to nominate persons
from each organization to serve on task forces. Examples of task forces appointed in
the past five years are listed below:

(A) FY1999 — Task Force on Pharmacists’ Working Conditions and Their Impact on

Public Health; and Task Force on Non-Resident Pharmacies and Automation in
Pharmacies;
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(B) FY2000 — Task Force on Standards for Pharmacy Technician Training Programs;
and Task Force on Standards for Pharmacist Certification Programs;

(©) FY2001 — Task Force on Remote Pharmacy Services (to implement S.B. 65, 98
and provisions of S.B. 768); and Task Force on Peer Review Guidelines (to
implement provisions of S.B. 768);

(D) FY2002 — Task Force on Technician Registration; and Work Group on
Dispensing Directive for Generic Substitution (to implement provisions of S.B.
768); and

(E) FY2003 — Task Force on Pharmacy Compounding.

Public Testimony at Public Hearings/Board Meetings — Any person can offer written
comments on proposed rules that TSBP has published in the Texas Register. A person
can request a public hearing on any proposed rule. If a public hearing is conducted, any
person can offer verbal comments about the proposed rule. Persons who attend Board
meetings may comment on any agenda item, when recognized by the Board President.
If a person wishes to speak to the Board at a public meeting about an issue not already
intended for discussion, the person must submit a request in writing six weeks prior to
the date of the Board meeting.

Texas Pharmacy Congress — This group is composed of representatives of the four
colleges of pharmacy in Texas, the three major professional associations in Texas, and
TSBP. The Congress meets quarterly to discuss issues of mutual concern. Each entity
reports on activities and programs, and together the group addresses problems and
recommends solutions.

Pharmacy Organizations — TSBP receives input from these groups on a regular basis;
any suggested issues are scheduled for discussion at Board meetings.

Customer Service Survey — In FY2000 and FY2002, TSBP conducted a survey of
agency customers regarding the quality of service delivered by the agency as specified
in Chapter 2113 of the Government Code. Following each survey, a report was made to
the Board regarding comments and recommendations that had been made on a myriad
of issues. Many of the customers’ suggestions resulted in changes to agency
operations. See response to Question F in Section VII regarding Agency Performance.

Individuals — Board Members are individually contacted about issues; the agency

receives visits, letters and telephone calls regarding issues. These issues may be
addressed at Board meetings, which may result in rule changes.
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Funding

A.

Describe the agency’s process for determining budgetary needs and priorities.

PREPARATION OF BUDGET REQUEST

The preparation of each year's annual operating budget, as well as the Agency's Legislative
Appropriation Request, occurs after the following reviews are conducted:

(1)

The Executive Director presents a review to the Board, of the current year's progress
towards objectives to determine not only the progress towards the Agency's goals and
objectives, but any workload and/or fiscal restraints that have an impact on the
accomplishment of those objectives.

The Board reviews the Agency's Strategic Plan to determine not only financial impact,
but workload and human resource impact. This review also serves the purpose of
"linking" the Strategic Plan to the Annual Goals and Objectives and the budgeting
process.

Following these reviews, a financial budget is prepared, which is necessary to accomplish the
adopted goals. In addition, a fee structure required to support the budget is determined. In this
preparation, the Director of Administrative Services performs the following process:

reviews past budgetary expenditure trends to determine historical patterns of spending;

reviews any new legislation that may have an impact on financial affairs, (e.g., increase
in mileage, across-the-board budget cuts, transfers to other state agencies);

consults with the Executive Director and Division Directors to determine needs in each
program area, considering increases to workload as well as new programs/initiatives that
may affect the budgetary process; and

reviews available data regarding key performance measures that may have an impact
on revenues produced, (e.g., projected number of licensees, projected number of
examinations, estimated sale of surplus property).

APPROVAL OF BUDGET REQUEST

(1)

(2)

The Board Executive Committee reviews and makes any recommendations regarding
the draft of the Agency Strategic Plan and Legislative Appropriations Request.

At a public meeting of the Board, the Board Members review and approve the final
Agency Strategic Plan, key performance measures (i.e., projected outcomes, outputs,
workload measures) and upcoming Biennial Budget for submission to the Legislative
Budget Board (LBB) and Governor's Budget Office (GBO). By approval of the Strategic
Plan and Biennial Budget, the Board ensures that Board policy is reflected.
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The Executive Director takes actions to accomplish Board objectives within the adopted
budget. Agency staff submits the Legislative Appropriation Request (LAR) according to
specified instructions detailed by the LBB and GBO.

Agency staff conducts an informal orientation of the agency organization and budgetary
process with LBB and GBO staff analysts, to familiarize these individuals with agency
operations.

During the biennial legislative session, the Board President and the Executive Director
present the budget to the House Appropriations Committee and the Senate Finance
Committee. In addition, agency staff maintains constant communication with agency
representatives of the LBB and GBO throughout the entire budget process to clarify any
portion of the agency’s LAR. Agency staff prepares and submits additional financial data
as required to LBB and GBO staff analysts.

After the final Legislative Appropriations Act is approved by the Texas Legislature, the
Executive Director reports this action to the Board and presents the upcoming Annual
Goals and Objectives and the Biennial Budgets for review and approval.

MONITORING OF BUDGET PROCESS

(1)

Board Responsibilities

(A) Reviews quarterly internal operating budget to assure that the expenditures do
not exceed appropriated funds; expenditures do not materially deviate from
Board priorities without approval; and expenditures do not violate applicable laws
and rules.

(B) Reviews and approve any unusual or one-time budgeting requests, such as
consultant studies not already approved in the annual goals and objectives;
travel waiver requests; contract relating to the Peer Assistance Program; and any
emergency budget items.

Management Staff Responsibilities

These responsibilities are identified in the agency’s Annual Goals and Objectives for
each fiscal year. Management staff periodically, and at least quarterly, reviews fund
availability within each strategy or appropriation/program cost account, to ensure that
funds are available in the correct strategy, and takes budgetary action to ensure that
appropriations are not overspent in any category. Management staff also periodically
reviews the internal controls in place to ensure accountability of all agency spending
(i.e., travel, high risk expenditures, contracts).
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B. Show the agency’s sources of revenue. Please include all local, state, and
federal appropriations, all professional and operating fees, and all other sources
of revenue collected by the agency.

Texas State Board of Pharmacy
Exhibit 5: Sources of Revenue — Fiscal Year 2002 (Actual)

Source Amount

General Revenue Fund - Dedicated Pharmacy Board Operating Account No. 523 $ 3,820.501.00
General Revenue Fund No. 001 - Fines $ 67,500.00
Appropriated Receipts $ 137,110.00

TOTAL $4,025,111.00
C. If you receive funds from multiple federal programs, show the types of federal
funding sources.

Not Applicable.

D. If applicable, please provide detailed information on fees collected by the

agency.

Texas State Board of Pharmacy
Exhibit 7: Fee Revenue and Statutory Fee Levels — Fiscal Year 2002 (Actual)

- Number of
Description/ Current Fee/ ersons or Fee
Program/ Statutory per . Where Fee Revenue is Deposited
v . entities paying Revenue
Statutory Citation maximum fee

Pharmacist Licensure $ 227 / None 11,362 $2,218,787 | Pharmacy Board Operating Fund - 523
Pharmacy Licensure $ 363/ None 3,495 $ 1,160,101 | Pharmacy Board Operating Fund - 523
Examination $ 50/ None 715 $35,750 | Pharmacy Board Operating Fund - 523
Reciprocity $ 250/ None 334 $83,550 | Pharmacy Board Operating Fund - 523
Probation Fees $1,200 / None 30 $ 36,000 | Pharmacy Board Operating Fund - 523
Administrative Varies Based on

Penalties (Fines) Violations / None 39 $67.500 General Revenue Fund - 001
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Show the agency’s expenditures by strategy.

Texas State Board of Pharmacy
Exhibit 8: Expenditures by Strategy — Fiscal Year 2002 (Actual)

Goal/Strategy

Amount

Goal A: Maintain Standards

Goal A Total: $ 439,054.00

A.1.1 Licensing

$ 439,054.00

Goal B: Enforce Regulations

Goal B Total: $ 2,243,879.00

B.1.1 Enforcement $2,083,555.00
B.1.2 Peer Assistance $ 160,324.00
Goal C: Indirect Administration Goal C Total: $ 552,929.00
C.1.1 Indirect Administration $ 552,929.00
GRAND TOTAL: $ 3,235,862.00

F. Show the agency’s expenditures and FTE’s by Program — Fiscal Year 2002

(Actual)
Texas State Board of Pharmacy
Exhibit 9: Expenditures and FTE’s by Program - Fiscal Year 2002 (Actual)

Program Budgeted FTE’s, Actual FTE’s Federal Funds State Funds Total Actual

FY 2002 as of Expended Expended Expenditures

August 31, 2002

Licensing 4.83 4.686 $439,054.00 $ 439,054.00
Enforcement 32.33 31.68 $2,243,879.00 $2,243,879.00
Indirect
Administration 9.84 9.437 $552,929.00 $ 552,929.00
TOTAL 47.00 45.803 $3,235,862.00 $ 3,235,862.00
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G. Show the agency’s objects of expense for each category of expense listed by
your agency in the General Appropriations Act FY2004-2005.

Texas State Board of Pharmacy

Exhibit 10: Objects of Expense by Program or Function - Fiscal Year 2004

Object-of-Expense Strategy Strategy Strategy ?r::;tr‘:g{
Informational Listing Licensing Enforcement Peer Assistance . .
Administration
Salary & Wages 283,955 1,376,433 52,325 443,967
Other Personnel Costs 2,840 21,256 21,040
Professional Fees & 147,210 16,972 94,500 7,481
Services
Fuels & Lubricants 9,882 29
Consumable Supplies 3,430 15,314 4,951
Utilities 4,275 2,030 1,303
Travel 1,112 74,443 20,539
Rent - Building 25 393 784
Rent - Machine & Other 1,306 8,759 2,659
Other Operating Expense 350,363 104,600 30,416
Capital Expenditures 2,700 31,950 12,450
Total, FY2004
Object-of-Expense 797,216 1,662,032 146,825 545,619
Informational Listing
Texas State Board of Pharmacy
Exhibit 10: Objects of Expense by Program or Function — Fiscal Year 2005
Object-of-Expense Strategy Strategy Strategy Stra_tegy
. C . ; ; Indirect
Informational Listing Licensing Enforcement Peer Assistance I, .
Administration
Salary & Wages 283,955 1,544,669 52,325 443,967
Other Personnel Costs 2,840 21,256 21,040
professional Fees & 107,411 42,203 94,500 8,549
ervices

Fuels & Lubricants 13,482 29
Consumable Supplies 3,070 16,874 4,951
Utilities 4,275 3,074 1,303
Travel 1,112 86,265 20,539
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Object-9f-Expgn§e S_drategy Strategy Stratggy ?;:;:,Zg{
Informational Listing Licensing Enforcement Peer Assistance Administration
Rent - Building 25 393 784
Rent - Machine & Other 1,306 8,759 2,659
Other Operating Expense 362,525 120,108 32,442
Capital Expenditures 67,801
Total, FY2005
Object-of-Expense 766,519 1,924,884 146,825 536,263
Informational Listing
H. Please fill in the following chart.
Texas State Board of Pharmacy
Exhibit 11: Purchases from HUBs
FISCAL YEAR 2000
Category Total $ Spent Total HUB $ Spent Percent Statewide Goal
Heavy Construction 0 0 0 11.9%
Building Construction 0 0 0 26.1%
Special Trade 85 0 0 57.2%
Professional Services 675 0 0 20.0%
Other Services 350,419 25,241 7.2% 33.0%
Commodities 118,786 25,277 21.27% 12.6%
TOTAL 469,965 38,080
FISCAL YEAR 2001
Category Total $ Spent Total HUB $ Spent Percent Statewide Goal
Heavy Construction 0 0 0 11.9%
Building Construction 0 0 0 26.1%
Special Trade 135 0 0 57.2%
Professional Services 746 0 0 20.0%
Other Services 313,091 17,108 5.46% 33.0%
Commodities 141,655 10,290 7.26% 12.6%
TOTAL 455,627 27,398
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FISCAL YEAR 2002
Category Total $ Spent Total HUB $ Spent Percent Statewide Goal
Heavy Construction 0 0 0 11.9%
Building Construction 0 0 0 26.1%
Special Trade 0 0 0 57.2%
Professional Services 1,697 0 0 20.0%
Other Services 461,467 7,613 1.64% 33.0%
Commaodities 104,034 41,413 39.8% 12.6%
TOTAL 567,198 49,026
. Does the agency have a HUB policy? How does the agency address

performance shortfalls related to the policy?

The agency attempts to utilize HUB vendors for all delegated purchases and, in fact, has a HUB
policy. In the event of performance shortfalls, the agency reviews the requirements listed in the
overall bid process and notes any constraints that exist, specifically constraints relating to
contracts that are proprietary in nature. Agency data regarding goals, actual performance and
constraints are noted in the agency Strategic Plan and Annual Non-Financial Report.

J. For agencies with contracts valued at $100,000 or more:

Response/ Agency Contact

Does your agency follow a HUB subcontracting plan to solicit
bids, proposals, offers, or other applicable expressions of
interest for subcontracting opportunities available under
contracts of $100,000 or more? (Tex. Government Code.
Sec. 2161.252; TAC 111.14)

The agency has two contracts valued at over $100,000. One
contract is with Northrup Grumman Technical Services, Inc.
(NGTSI) for computer services. This contract complements
the original statement of Work, Terms and Conditions
between the Department of Information Resources and
(NGTSI). The second contract is for the Pharmacists Peer
Assistance Program and subcontracting opportunities are not
applicable.

K. For agencies with biennial appropriations exceeding $10 million:

Not Applicable
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V. Organization

A. Please fill in the chart below. If applicable, list field or regional offices.

Texas State Board of Pharmacy
Exhibit 12: FTE’s by Location — Fiscal Year 2002

Headauarters. Redion Number of Number of
oqr Field O’fﬁcg ’ Location Budgeted FTE’s, Actual FTE’s
FY2002 as of August 31, 2002
333 Guadalupe St, Ste 3-600;
Headquarters Austin TX 78701 46.9 46
TOTAL 46.9 46

B. What was the agency’s FTE cap for fiscal years 2002-2005?

Fiscal Year FTE’s
2002-2003 46.9

2004 48

2005 54
C. How many temporary or contract employees did the agency have as of August

31, 20027
None
D. Please fill in the chart below.
Texas State Board of Pharmacy
Exhibit 13: Equal Employment Opportunity Statistics
FISCAL YEAR 2000
Minority Workforce Percentages
Job Black Hispanic Female
Category ngtfgns Civilian [, Civilian Civilian
Agency Labor gency Labor Agency Labor
Force % Force % Force %

Officials/Administration 5 0% 5% 0% 8% 80.00% 26%
Professional 26 3.85% 7% 11.54% 7% 46.15% 44%
Technical 0 0% 13% 0% 14% 0% 41%
Protective Services 0 0% 13% 0% 18% 0% 15%
Para-Professionals 11 271.27% 25% 18.18% 30% 100.00% 95%
Administrative Support 4 25.00% 16% 50.00% 17% 100.00% 84%

-26-



Texas State Board of Pharmacy

Self-Evaluation Report

Skilled Craft 0 0% 11% 0% 20% 0% 8%
Service/Maintenance 0 0% 19% 0% 32% 0% 27%
FISCAL YEAR 2001

Minority Workforce Percentages
Black Hispanic Female
Ca::;ow p Total Civilian P Civilian Civilian
ositions Agency Labor Agency Labor Agency Labor

Force % Force % Force %

Officials/Administration 5 0% 5% 0% 8% 80.00% 26%
Professional 23 4.35% 7% 13.04% 7% 47.83% 44%
Technical 0 0% 13% 0% 14% 0% 41%
Protective Services 0 0% 13% 0% 18% 0% 15%
Para-Professionals 13 23.08% 25% 15.38% 30% | 100.00% 55%
Administrative Support 4 25.00% 16% 50.00% 17% 100.00% 84%
Skilled Craft 0 0% 11% 0% 20% 0% 8%
Service/Maintenance 0 0% 19% 0% 32% 0% 27%

FISCAL YEAR 2002
Minority Workforce Percentages
Black Hispani Femal
Ca:::ow Total T Civilian T ;ivilian T Zivilian
Positions Agency Labor Agency Labor Agency Labor

Force % Force % Force %

Officials/Administration 5 0% 5% 0% 8% 80.00% 26%
Professional 25 4.00% 7% 12.00% 7% 52.00% 44%
Technical 0 0% 13% 0% 14% 0% 41%
Protective Services 0 0% 13% 0% 18% 0% 15%
Para-Professionals 13 15.38% 25% 23.08% 30% | 100.00% 55%
Administrative Support 4 0% 16% 75.00% 17% 100.00% 84%
Skilled Craft 0 0% 11% 0% 20% 0% 8%
Service/Maintenance 0 0% 19% 0% 32% 0% 27%
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E. Does the agency have an equal employment opportunity policy? How does the
agency address performance shortfalls related to the policy?

The agency Personnel Manual and Employee Handbook contains a Recruitment
Plan/Affirmative Action Plan. This plan is designed to assure the implementation of human
resource policies and practices to promote equal employment opportunities. TSBP recognizes
that full and equal participation of minorities, women and disabled persons in all employment
opportunities is a necessary component of an effective Recruitment Plan/Affirmative Action
Plan. TSBP’s plan is designed to conform in good faith with the Affirmative Action Guidelines
adopted by the U.S. Equal Employment Opportunity Commission (EEOC) and developed with
the assistance of the Texas Commission on Human Rights.

The plan is available for review by TSBP employees, applicants for employment, and the
general public upon request. The Plan is also available on the TSBP Internet Web site:
www.tsbp.state.tx.us.

To address any potential performance shortfalls, the TSBP has adopted an internal grievance
procedure for the prompt and equitable resolution of complaints alleging any adverse action that
results from discrimination based on race, color, religion, national origin, sex, age, or disability.
In addition, an employee may also seek an administrative remedy through federal agencies
such as the Equal Employment Opportunity Commission, the Department of Justice, Civil Rights
Division, or state agencies such as the Texas Commission on Human Rights.

V1. Guide to Agency Programs - Licensing

A. Licensing Program

Texas State Board of Pharmacy
Exhibit 14: Program or Function Information — Fiscal Year 2002

Name of Program or Function Licensing

Location/Division Headquarters - Administrative Services & Licensing
Contact Name Cathy Stella

Number of Budgeted FTE'’s, FY 2002 4.83

Number of Actual FTE's as of August 31, 2002 4.686
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B.

What are the key services of this function or program? Describe the major
activities involved in providing all services.

The key services of the Licensing Program are listed below:

(1)

(2)

(10)

(11)
(12)

(13)

(14)

(15)

issuing licenses to qualified applicants for initial pharmacist licensure by examination,
score transfer, or reciprocity;

issuing licenses to qualified applicants for pharmacist re-licensure or re-activating
licenses of pharmacists who want to return to active status;

issuing licenses to qualified applicants for initial licensure of pharmacies, including
pharmacies that are new business operations or existing pharmacies that undergo a
change of ownership;

issuing registrations to qualified applicants to provide remote pharmacy services;
issuing registrations to qualified pharmacist-interns;

issuing certifications to qualified pharmacist-preceptors;

renewing licenses of pharmacists on active and inactive basis;

renewing licenses of pharmacies that do not have a registration to provide remote
pharmacy services;

renewing licenses of pharmacies that have a registration to provide remote pharmacy
services;

renewing certifications of qualified pharmacist-preceptors;
monitoring pharmacists’ compliance with continuing education requirements;

updating pharmacists’ licensing records with respect to change of name, change of
employment, and change of address;

processing applications from pharmacies for a change of name and/or change of
location; processing notifications from pharmacies regarding permanent closings; and
updating licensing records;

providing information to the public, including requests for verification of licensure status
and requests for information regarding the laws/rules or policies/procedures relating to
the pharmacy and pharmacist licensure system, pharmacist-intern registration system,
and pharmacy technician registration system; and

beginning FY2004, implementing a new program to register pharmacy technicians.
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The major activities of each key service are described below:

INITIAL LICENSURE OR RE-LICENSURE OF PHARMACISTS

(1)

(9)

(10)

distributing application forms to potential applicants for pharmacist licensure; may
include determining the applicable form to distribute (i.e., different application forms are
used, depending upon whether the applicant is applying for licensure by examination,
score transfer, or reciprocity, or re-licensure);

after receiving any document relating to an application for initial pharmacist licensure,
reviewing application to determine if the application is complete or incomplete and
creating/maintaining pharmacist-applicant files, and if applicable, obtaining information
regarding license status in other states;

determining eligibility of all pharmacist applicants to take the national examinations for
pharmacist licensure;

communicating with the National Association of Boards of Pharmacy, who administers
the national examinations;

conducting criminal history background checks of all applicants through the Texas
Department of Public Safety and coordinating with the TSBP Enforcement/Legal
Divisions if applicant has an enforcement record;

notifying applicant of examination scores;

determining if applicant has met all requirements for licensure (e.g., completed 1,500
internship hours, passed licensure examinations with a score of 75, completed

appropriate application and submitted all required attachments, paid applicable fees,
and when necessary, has received clearance from the Enforcement/Legal Divisions);

serving as liaison to the Examination Retake Committee who makes recommendations
to applicants who have thrice failed a licensure examination;

communicating with and providing information to applicants regarding the status of their
applications, including correspondence regarding “missing items” on the application; and

issuing license number and mailing congratulatory letter signed by Executive Director,
which is later followed with the mailing of a hand-inscribed license suitable for framing
(wall-certificate).

INITIAL LICENSURE OF PHARMACIES

(1)

distributing application forms to potential applicants for pharmacy licensure; may include
determining the applicable form to distribute (i.e., different application forms are used,
depending upon the class of pharmacy license);

after receiving any document relating to a pharmacy application, reviewing application to

determine if the application is complete or incomplete and creating/maintaining
pharmacy-applicant file;
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conducting criminal history background checks on all persons who are listed as owners
on pharmacy applications and coordinating with the TSBP Enforcement/Legal Divisions
on any enforcement record;

determining if applicant must undergo pre-inspection before pharmacy license can be
issued and coordinate with Enforcement Division as required;

if the application is for a Class E (Non-Resident) Pharmacy license, communicating with
the state board of pharmacy in state where applicant is located with respect to the
standing of the pharmacy license in that state;

determining if applicant has met all requirements to obtain pharmacy license (e.g.,
completed appropriate application and submitted all required attachments, paid
applicable fees, and when necessary, has received clearance from the
Enforcement/Legal Divisions);

communicating with and providing information to applicants regarding the status of their
applications, including correspondence regarding “missing items” on the application; and

if the pharmacy has undergone a change of ownership, issuing the license number and
mailing the license to the pharmacy; or if the pharmacy is a new pharmacy, issuing the
license number, and by letter, notifying the pharmacy owner(s) of the license number,
which is later followed with the mailing of the actual license when the agency receives a
statement from the pharmacy’s pharmacist-in-charge advising TSBP that the pharmacy
is open and operating.

REGISTRATION OF PHARMACIST-INTERNS

(1)

distributing application forms to Texas colleges of pharmacy for pharmacy students who
are enrolled in the professional sequence (these students must complete an application
for Student Pharmacist-Interns and receive an internship registration card before
enrolling in certain course work);

distributing application forms to applicants from out-of-state colleges of pharmacy for
pharmacy students who are enrolled in the professional sequence (these students must
complete an application for Student Pharmacist-Interns and receive an internship
registration card before serving as pharmacist-interns in Texas pharmacies);

distributing application forms to eligible pharmacy graduates or applicants who are
certified as a foreign pharmacy graduate, who may need to complete additional
internship hours for licensure; these individuals must complete an application for
Extended Pharmacist-Intern and receive an internship registration letter before the
individuals can serve as pharmacist-interns in Texas pharmacies;

after receiving any document relating to a pharmacist-intern application, reviewing

application to determine if the application is complete or incomplete and creating/
maintaining pharmacist-intern files;
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conducting criminal history background checks of all applicants through the Texas
Department of Public Safety and coordinating with the Enforcement/Legal Divisions if
applicant has an enforcement record;

determining if applicant has met all the requirements to obtain a pharmacist-intern
registration card (e.g., completed appropriate application and submitted all required
attachments, and when necessary, has received clearance from the Enforcement/Legal
Divisions);

communicating with and providing information to applicants regarding the status of their
application, including “missing items” on the application;

issuing internship registration card with an assigned expiration date; and

serving as liaison with the internship coordinators of the four Texas colleges of
pharmacy regarding the registration of their students as pharmacist-interns.

INITIAL AND RENEWAL CERTIFICATION OF PRECEPTORS

distributing application forms to and receiving applications from pharmacists who wish to
become certified as preceptors;

reviewing application to determine if the application is complete or incomplete;

determining eligibility of applicant, including whether the applicant has prior disciplinary
history;

coordinating with the TSBP Enforcement Division if applicant has enforcement record;
issuing a preceptor certificate to pharmacist if applicant is eligible to be certified; and

repeating the process every two years in conjunction with the pharmacist license
renewal (preceptors must be re-certified on a biennial basis).

RENEWAL OF PHARMACIST AND PHARMACY LICENSES

(1)
(2)

mailing licensure renewal applications to licensees;

receiving and reviewing renewal applications to determine if the applications are
complete or incomplete; if an application is incomplete, returning the application to the
licensee with a letter explaining that the license will not be renewed unless the
application is completed and returned to TSBP;

if the application is complete, updating the licensee’s computerized record with a new
expiration date and mailing the renewal card to the licensee by U.S. mail;

maintaining hard-copy and imaged licensing files;
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communicating with licensees regarding the status of the renewal of their licenses,
including correspondence to remind licensees of their expiration dates if the licensees
have not renewed their licenses in a timely manner; and

repeating the process every two years (licenses are renewed on a biennial basis).

CONTINUING EDucATION (CE) AuDITS

(1)

(6)

downloading form letters addressed to a random sample of pharmacists (agency’s
computer program selects random sample) advising pharmacists that they are the
subject of a CE audit;

mailing a letter to each pharmacist in random sample informing pharmacist that he/she
must submit copies of certificates of the required number of CE hours to TSBP by the
due date provided in the letter;

monitoring the return of the CE certificates;

upon receipt of the CE certificates, determining if the pharmacist has obtained the
required number of CE hours;

initiating complaint and forwarding the complaint to the Enforcement Division if the
pharmacist has not responded to the CE audit letter or has not submitted the required
number of CE hours set forth in the CE audit letter; and

communicating with pharmacists about CE audits and the laws/rules relating to CE,
including notification letters to advise the pharmacists of the outcome of the CE audits.

PHARMACIST AND PHARMACY CHANGES

(1)

(2)

)

updating a pharmacist’s license record with respect to a change of employment or
address, upon receipt of notification of the change;

updating a pharmacist’s license record with respect to a change of name, upon receipt
of required documentation; and

updating a pharmacy’s license record with respect to change of name and/or address,
upon receipt of completed application and required documentation.

PROVIDING INFORMATION

(1)

Licensing Program staff communicate with licensees and the public regarding the
laws/rules and policies/procedures relating to the Licensing Program. Licensing
Program staff make every effort to provide the requested information in the format or
method requested (e.g., telephone, email, U.S. mail). In FY2002, Licensing Program
staff mailed 2,000 packets of information; responded to 5,100 email inquiries; and
handled 16,000 telephone calls.
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(2) Licensing Program staff provide information regarding the status of a license (e.g.,
active, inactive, expired) either by phone, email, fax, or U.S. mail. In addition, the public
can determine the status of a license via the TSBP Web site. In FY2002, TSBP received
112,184 Web site inquiries with approximately 65% of the inquiries using the license
verification link to verify a pharmacist or pharmacy license or intern registration.

PHARMACY TECHNICIAN REGISTRATION

Licensing Program staff is gearing up to implement new rules relating to the registration of
pharmacy technicians. TSBP estimates that it will receive and process applications from an
estimated 26,000 pharmacy technicians. Major activities will include the following:

(1) distributing application forms to potential applicants (Online applications will be accepted
on the TSBP Web site.);

(2) receiving and reviewing applications;

(3) conducting criminal history background checks of all applicants through the Texas
Department of Public Safety;

(4) determining if an applicant has met all requirements for registration (e.g., completed
application, verification that pharmacy technician carries a current certification from the
Pharmacy Technician Certification Board, paid fees, and when necessary, has received
clearance from the Enforcement/Legal Divisions);

(5) issuing registration number, notification letter, and registration certificate; and

(6) communicating with applicants regarding the status of their applications.

C. When and for what purpose was the program or function created? Describe any
statutory or other requirements for this program or function.

Legislation that first recognized the need for regulation of the practice of pharmacy in Texas
was passed in 1889. That year the legislature established boards of "pharmaceutical
examiners," which were three-man committees in each senatorial district of the state.
Pharmacists were tested and certified by these committees, although there was much
inconsistency as to standards. Few records were kept, and there was no central authority to
coordinate the committees' activities.

To bring consistency and centralization to pharmacy practice regulation, the legislature passed

the first Texas Pharmacy Act in 1907. This Act established the Texas State Board of Pharmacy
as an independent state regulatory board.
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Statutory requirements relating to the Licensing Program are set forth in the Texas Pharmacy
Act, Texas Occupations Code Ann. §551.001 et seq. (Vernon 2003). The relevant statutory

provisions are listed below.

Citation

Description

Section 551.002

declares the purpose of the act is to promote, preserve and protect the public health
and safety through effectively controlling and regulating the practice of pharmacy. This
section also states that the act shall be liberally construed to regulate in the public
interest the practice of pharmacy.

Section 554.002

sets forth the general powers and duties of the Board and includes the following

provisions:

C issuing a license after examination or by reciprocity to qualified applicants and
issuing licenses to pharmacies

C renewing a license to practice or operate a pharmacy

C determining and issuing standards for recognizing and approving degree
requirements of colleges of pharmacy whose graduates are eligible for a license in
this state

C specifying requirements for practical training, including an internship

C regulating the training, qualifications, and employment of a pharmacist-intern and
pharmacy technician

Section 554.003

states that the Board shall specify the licensing procedures to be followed, including
specification of forms to be used, in applying for a pharmacy license; and fees for filing
an application for a pharmacy license

Chapter 557

addresses registration of pharmacist-interns

Chapter 558

addresses licensure of pharmacists

Chapter 559

addresses renewal of pharmacist licenses, including Mandatory Continuing Education
and Inactive Status

Chapter 560

addresses licensure of pharmacies; specifies the classification of pharmacy licenses
and gives the Board the authority to determine the classification under which a
pharmacy may be licensed

Chapter 561

addresses the renewal of pharmacy licenses

Section 568.002

states that a pharmacy technician must register with the Board with certain exceptions

Section 562.108-110

addresses Emergency Medication Kits, Automated Pharmacy Systems, and
Telepharmacy.
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D. Describe any important history not included in the general agency history
section, including a discussion of how the services or functions have changed
from the original intent. Will there be a time when the mission will be
accomplished and the program or function will no longer be needed?

Over the years, the services/functions of the Licensing Program have expanded, but the original
intent of the Licensing Program has remained the same: to license only competent and
qualified applicants to practice and operate a pharmacy, and more recently, to register qualified
pharmacy technicians to assist pharmacists with non-judgmental duties relating to the
dispensing of prescriptions.

The “Texas Time Line” (in Section Il), notes the major changes to the Texas Pharmacy Act with
regard to the Licensure Program. However, specific “important history” regarding the Licensure
Program is set forth below:

Prior
to
1981 one type of pharmacist and pharmacy license; annual renewal.

1981 - one type of pharmacist license; four types of pharmacy licenses; licensing of
institutional pharmacies and clinic pharmacies began; and

. TSBP promulgated rules increasing the number of internship hours required for
licensure to 1,500 hours.

1984 TSBP promulgated rules that:

. provided for the staggered renewal of pharmacist licenses (annual renewals);
and
. prohibited a pharmacist from serving as a preceptor if the pharmacist had been

the subject of disciplinary sanctions within the previous three years.
1987 TSBP promulgated rules that:

. allowed Class D Pharmacies to petition the Board to have expanded formularies
of dangerous drugs, under certain conditions; and

. allowed persons who had graduated from a foreign pharmacy school to apply for
pharmacist license in Texas under certain conditions.

1988 Staggered annual renewal of pharmacy licenses began.

1989 Mandatory continuing education for pharmacists (12 hours per year) began.
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Texas Legislature passed laws that:

. created a fifth type of pharmacy license (Class E);

. created a system whereby a pharmacist was allowed to place their license on
Inactive Status if the pharmacist complied with all the licensing requirements for
the renewal of the license other than completing the continuing education
requirements (applicable rules were implemented in May 1993);

. prohibited agencies from renewing or issuing a license to any person who was in
default on his/her student loan; and

. gave the Texas Attorney General the authority to issue an order to a state
licensing agency to suspend any license of a person who was in arrears on child
support payments.

TSBP implemented new procedures relating to the Licensing Program:

. computerized adaptive testing of NAPLEX began for initial licensing of
pharmacists; and

. an expanded student pharmacist-intern registration program (allowed pharmacy
students in and out of Texas to become interns in Texas; application form was
expanded to include attest questions regarding criminal history).

Texas Legislature required TSBP to register pharmacy technicians, but did not
appropriate funding to implement the program.

Staggered biennial renewal of pharmacist and pharmacy licenses began, as well as
batch renewals of pharmacy licenses.

Texas Legislature took the following actions:
. increased the mandatory continuing education requirements to 30 hours; and

. established conditions through which pharmacy services could be provided
through remote pharmacy sites.

TSBP promulgated rules that required pre-inspections of pharmacy applicants, under
certain conditions. In addition, the Board approved the implementation of an expanded
application process in order for the agency to obtain sufficient background information to
help ensure that the applicant intended to operate a bona fide pharmacy.

Texas Legislature took the following actions:

. gave the agency the authority to create new classes of pharmacy licenses;

. appropriated funding for the agency to register pharmacy technicians; and
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. gave the agency the authority to require applicants to run federal criminal history
background checks for applicants for licensing and licensees.

The key services of the Licensing Program are reflected in the agency’s mission statement,
which is, to regulate the practice of pharmacy, the operation of pharmacies, and the distribution
of prescription drugs in the public interest. As long as the agency’s statutory mission exists, and
candidates seek licensure and registration, there will be a need for the program.

E. Describe who or what this program or function affects. List any qualifications
or eligibility requirements for persons or entities affected. Provide a statistical
breakdown of persons or entities affected.

The Licensure Program directly affects the following persons:
(1) pharmacists — 21,334 (as of July 2003)

(2) preceptors — 3,445 (as of July 2003)

(3) pharmacist-interns — 1,831 (as of July 2003)

(4) pharmacies — 5,793 (as of July 2003)

(5) applicants for licensure and registration (varies®).
* as of year-end FY2002, there were 1,900 new licenses issued, as follows:

new pharmacist licenses — 855
new pharmacies — 443
new pharmacy licenses issued as

a result of a change of ownership 602

In FY2004, the Licensure Program will also affect pharmacy technicians (estimated number is
26,500). The Licensure Program could also affect, indirectly, the consumers of services
provided by licensees (number of persons who receive pharmacy services is unknown).

QUALIFICATIONS OR ELIGIBILITY REQUIREMENTS

(1) PHARMACISTS FOR LICENSURE BY EXAMINATION — To be eligible to be licensed as a
pharmacist in Texas by examination, an applicant must meet the following requirements:

(A) Age — must be at least 18 years of age.
(B) Education —

. must have earned a B.S. in Pharmacy or a Pharm.D. degree from a
college of pharmacy program accredited by the American Council on
Pharmaceutical Education (ACPE); or

. must have graduated from a college of pharmacy program outside the

U.S. and have obtained full certification from the Foreign Pharmacy
Graduate Equivalency Committee.
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Examinations — must have passed NAPLEX and Multi-State Pharmacy
Jurisprudence Examination (MPJE) with a minimum final score of 75.

Experience — must have completed 1,500 hours of internship.

PHARMACISTS FOR LICENSURE BY RECIPROCITY — To be eligible to be licensed as a

pharmacist in Texas by reciprocity, an applicant must meet the following requirements:

(A)

(B)

(C)

Age — must be at least 18 years of age.
Education —

. must have earned a B.S. in Pharmacy or a Pharm.D. degree from a
college of pharmacy program accredited by ACPE; or

. must have graduated from a college of pharmacy program outside the
U.S. and have obtained full certification from the Foreign Pharmacy
Graduate Equivalency Committee.

Examinations — must have taken and passed licensure exam which meets the
same standards required of those who take such exam in Texas; must also take
and pass the MPJE (for Texas applicants), which covers the laws and rules
governing the practice of pharmacy in Texas.

Experience/Background — must be licensed and current in a state with which
Texas has a reciprocal agreement. California is the only state that does not
reciprocate licensure with Texas and other states. Florida reciprocates with other
states under the condition that the applicant has taken and passed the NAPLEX
within the last 12 years. Texas reciprocates with Florida under like conditions.
Texas does not reciprocate with foreign boards of pharmacy.

PRECEPTORS — To be eligible to be certified as a preceptor in Texas, an applicant must

meet the following requirements:

License — must hold an active license issued by TSBP.
Training — must have completed three hours of approved preceptor training.

Experience — must have one year of experience in the type of internship practice
setting where the training will occur; or have completed six months of residence
training in a program accredited by the American Society of Health-System
Pharmacists.

Background — must not have been the subject of an order of the Board imposing

any penalty set out in the Texas Pharmacy Act, unless approved following a
petition to the Board who may grant such petition.
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PHARMACIST-INTERNS — There are two types of interns, as described below:

(A)

Student Pharmacist-Interns — To be eligible to be registered as a Student
Pharmacist-Intern in Texas, an applicant must meet the following requirements:

. must be enrolled in the professional sequence of a college of pharmacy
whose professional degree program has been accredited by ACPE and
approved by the Board; and

C has successfully completed the first professional year and a minimum of
30 credit hours of work towards a professional degree in pharmacy.

In Texas, the four colleges of pharmacy have as a part of their curriculum a
structured internship program, where the pharmacy student goes through a
series of rotations, gaining internship experience in retail pharmacy, hospital
pharmacy, and clinical pharmacy. The Texas student, upon graduation, satisfies
and even exceeds the 1,500 hours of internship required for pharmacist licensure
in Texas.

Extended Pharmacist-Interns — To be eligible to be registered as an Extended
Pharmacist-Intern in Texas, an applicant must complete the required application
and meet one of the following requirements:

. passed NAPLEX and the MPJE but lacks the required number of
internship hours for licensure; or

. applied to the Board to take the NAPLEX and the MPJE within three
calendar months after graduation and has graduated and received a
professional degree from an ACPE-accredited degree program approved
by the Board; or

. applied to the Board to take the NAPLEX and MPJE within three calendar
months after obtaining full certification from the Foreign Pharmacy
Graduate Equivalency Commission; or

. applied to the Board for re-issuance of a pharmacist license which has
expired for more than two years but less than ten years and has
successfully passed the MPJE, but lacks the required number of hours of
internship or CE required for licensure; or

. been ordered by the Board to complete an internship.

PHARMACIES — TSBP issues licenses to five different classes of pharmacies, which are
described below:

(A)

(B)

Class A (Community) Pharmacy — is a pharmacy that dispenses a drug or device
to the public under a prescription drug order.

Class B (Nuclear) Pharmacy — is a pharmacy that dispenses a radioactive drug
or device for administration to the ultimate user.
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(©) Class C (Institutional) Pharmacy — is a pharmacy that is located in one of the
following facilities:

in an inpatient facility, including a hospital, licensed under Chapter 241 or
577, Health and Safety Code;

a hospital maintained or operated by the state;

a hospice inpatient facility licensed under Chapter 142, Health and Safety
Code; or

an ambulatory surgical center licensed under Chapter 243, Health and
Safety Code.

(D) Class D (Clinic) Pharmacy — is a pharmacy that provides a limited type of drug or
device under a prescription drug order.

(E) Class E (Non-Resident) Pharmacy — is a pharmacy that is located in another
state whose primary business is to dispense a prescription drug or device under
a prescription drug order and deliver the drug or device to a patient, including a
patient in Texas, by U.S. mail, common carrier, or delivery service.

The statistical breakdown of the numbers of pharmacies licensed by TSBP, by class of
pharmacy license, is reflected in the chart below. Data is as of July 2003.

PHARMACIES ACTIVE
Class A (Community) 4,136
Class B (Nuclear) 38
Class C (Institutional) 867
Class D (Clinic) 446
Class E (Non Resident) 306
TOTAL 5,793

To qualify for a pharmacy license, the applicant must submit a completed application that has
been signed and notarized by the pharmacist-in-charge (PIC) and the pharmacy owner. The
PIC must attest that he/she has read and understands the laws and rules relating to the class of
pharmacy for which the applicant is applying. There are no restrictions as to who may own a
pharmacy, but if the owner is not a pharmacist and not eligible to serve as the pharmacy’s PIC,
the owner must employ a PIC to be responsible for the legal operation of the pharmacy.
Following the amendments to TSBP Rule 291.1, which became effective in March 2003, the
pharmacy application forms were updated and expanded to require numerous items of
information. The instructions and application forms for the five different classes of pharmacy
licenses are available on the TSBP Web site.
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F. Describe how the program or function is administered. Include flowcharts, time
lines, or other illustrations as necessary to describe agency policies and
procedures. List any field or regional services.

The Licensing Program is administered by four Licensing Specialists, supervised by the Director
of Administrative Services and Licensing (who is also the supervisor for most of the personnel
administering the Indirect Administration Program). The Licensing Specialists work as a team,
but each FTE has designated areas of responsibility, as described below:

(1) One FTE - has general responsibility for the initial licensure of pharmacists;

(2) One FTE — has general responsibility for pharmacist renewals and continuing education
audit functions;

(3) One FTE - has general responsibility for the initial licensure of pharmacies (new
pharmacies and changes of ownership) and pharmacy closings; and

(4) One FTE — has general responsibility for the renewal of pharmacy licenses, initial
registration for remote pharmacy services, and licensee changes (pharmacy change of
name/location and pharmacist change of employment/address).

There are no field or regional services.

POLICIES AND PROCEDURES

INITIAL LICENSURE OF PHARMACISTS

(1) Distribution of Application Forms

(A) Applicants for Licensure by Examination — Application forms are available online
at TSBP Web site. The applicant must also file an application with the National
Association of Boards of Pharmacy (NABP) to take the NAPLEX and MPJE. The
Texas colleges of pharmacy distribute applicable forms to their students. If
requested, (e.g., out-of-state graduates), TSBP will mail an application packet
containing the following information: Application for Licensure by Examination,
instruction sheet, Candidate’s Guide to the MPJE, and registration bulletin for
NAPLEX and MPJE exams.

The applicant must return the completed application to TSBP with a $50 fee,
recent photograph, copy of birth certificate, and affidavit of graduation. For
individuals graduating from Texas colleges of pharmacy, the colleges mail the
graduation affidavits directly to TSBP. Applicant also submits the following
information to NABP — registration forms to take the NAPLEX and MPJE, along
with applicable fees found in the Registration Bulletin.
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(B) Applicants for Licensure by Score Transfer — The NAPLEX Score Transfer
Program, administered by the NABP, is a method by which a NAPLEX candidate
can take NAPLEX in one state and have the passing score transmitted by NABP
to another state. To participate in this program, the applicant must register with
NABP. Upon receipt of the candidate’s passing score, TSBP mails an
Application for Licensure by Examination via Score Transfer to applicant.

The applicant must return the completed application to TSBP with a $50 fee,
photograph, graduation affidavit, birth certificate, and proof of 1,500 hours of
internship (unless the applicant is already licensed and current in another state).

(©) Applicants for Licensure by License Transfer (Reciprocity) — Upon request, TSBP
will mail an application packet containing the following information: Application for
Licensure by Reciprocity, instruction sheet, Preliminary NABP application,
Candidate’s Guide to the MPJE, and registration bulletin for NAPLEX and MPJE
exams. Applicant sends the Preliminary NABP application to NABP with the
appropriate fee. NABP processes the application and returns the official NABP
application to the applicant.

The applicant must return the following items to TSBP: completed Texas
Reciprocity Application, official NABP application, $250 fee, recent photograph,
and birth certificate.

Receipt of Application Forms/Fees and Review of Application — When TSBP receives
the fee payments, the agency deposits the money and forwards the application
documents to the designated Licensing Specialist who reviews the application to
determine if the application is complete and if the applicant is eligible to take the
examinations for licensure. The agency’s computerized data base is updated and a
“missing item” letter is generated, if necessary.

Criminal History Background Check — The designated Licensing Specialist orders a
criminal history background check on each applicant from the Texas Department of
Public Safety (DPS). If the background check is clear, the application is processed per
procedure.

Coordination with Enforcement/Legal Divisions — The application is referred to the
Enforcement/Legal Divisions for review if one or more of the following conditions apply:

(A) if the applicant checks “yes” to one or more of the attest questions;
(B) if the DPS background check is not clear; and/or

(©) if the applicant checks “no” to an attest question and the DPS background check
indicates that the applicant should have checked “yes” to the attest question.

When referring an applicant to the Enforcement/Legal Divisions, the designated

Licensing Specialist completes a complaint form and places the applicant on
Administrative Hold until released by the Enforcement/Legal Divisions.
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Examination — The designated Licensing Specialist will notify the applicant of the scores
made on the NAPLEX and MPJE examinations, unless the applicant has an
“‘Administrative Hold” in which case the Licensing Specialist notifies the Director of
Enforcement (DOE) of the score. The DOE, in turn, notifies the Legal Division and one
of the Divisions will notify the applicant of the score and potentially, the agency’s intent
to institute disciplinary action to deny the issuance of the license. Generally, TSBP will
not allow an applicant to take the licensure examination if the agency is instituting
disciplinary action to deny the issuance of the license. TSBP notifies each person taking
an examination of the results of the examination not later than the 30" day after the date
TSBP receives the results from NABP.

Examination Retakes — If an applicant must retake the NAPLEX and/or MPJE, the
applicant is required to:

(A) submit a new completed Texas application and the retake fee of $50; and

(B) complete the applicable registration form(s) to take the NAPLEX or MPJE or both
and send the appropriate retake fees to NABP.

If the applicant is a reciprocity candidate and the NABP application is over one year old,
the applicant must also submit a new application to NABP.

Examination Retake Procedures After Three Failures — In accordance with Section
558.055 of the Texas Pharmacy Act, applicants may not retake an examination if they
have failed the examination three times, unless documentation is provided from a
college of pharmacy stating that the applicant has successfully completed additional
course work in the examination subject area the applicant failed. In this event, the
following steps are required for an applicant to retake an exam.

(A) The applicant must submit a written request for an analysis of his/her
performance on the exam(s).

(B) The analysis is returned to the applicant after completion by the testing service.
After receiving the analysis, the applicant sends a copy of this document to the
Examination Retake Committee (ERC) with a letter requesting that the committee
review it and recommend course work.

(©) The ERC reviews the analysis and recommends college course work that must
successfully be completed in order to retake the examination. The ERC notifies
the applicant of the resulting recommendation.

(D) After following the recommendations of the ERC and successfully completing the
courses set forth in the recommendation, the applicant must submit this
documentation to the ERC. If satisfied that the applicant has complied with its
recommendations, the ERC may then submit documentation to TSBP reflecting
that the applicant has successfully completed appropriate additional course work.

(E) When TSBP receives such documentation from the ERC, the applicant will

receive a schedule of future examination dates, along with application deadlines.
The applicant will then be able to apply for a retake of the examination.
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Issuance of Pharmacist License — If all requirements for pharmacist licensure have been
met and the applicant has been cleared by the Enforcement/Legal Divisions, a license is
issued and the applicant is notified of his/her score and license number. Included with
this notification is a pharmacist license renewal application that the new licensee must
complete and submit to TSBP within 30 days of the date of the letter. If the license
renewal application is not completed and submitted with the appropriate fee within 30
days, the license expires and cannot be renewed after one year. The fee is prorated to
coordinate with TSBP’s staggered biennial renewal of licenses, based on a licensee’s
birth month. Within six weeks of the issuance of the license number, TSBP mails a
hand-inscribed license (wall certificate) to the licensee.

RE-LICENSURE OF PHARMACISTS, REINSTATEMENTS AND DISCIPLINARY EXAMINEES

(1)

Relicensure of Pharmacists — Texas pharmacists whose licenses have lapsed for more
than one year must follow the re-licensure process outlined in TSBP Rule 283.10. The
same procedures are used (distributing appropriate application forms, receiving
payment/application form, depositing payment, reviewing forms to see if application is
complete, and conducting DPS background check). However, these applicants must
also take and pass the MPJE, complete additional hours of CE and may be required to
complete internship hours. In the latter event, the applicant would be required to
complete an application to become an Extended Pharmacist-Intern and follow the
procedures to obtain the required number of hours. When all requirements have been
met, and the Licensing Specialist has received clearance from the Enforcement/Legal
Divisions, TSBP re-issues the license (mails a renewal card to the licensee).

Reinstatement of Pharmacist License — If a Texas pharmacist had his/her license
revoked or cancelled as a result of a disciplinary order, the pharmacist is eligible for
reinstatement one year after the effective date of the revocation/cancellation. If the
Board enters a subsequent order to reinstate the license, the applicant would be
required to meet at least the minimum requirements set forth in TSBP Rule 283.10 with
regard to completing additional CE, passing the MPJE, and completing internship hours.
These applicants must pay a $50 exam fee to take the MPJE and complete the required
application form to take the exam. The designated Licensing Specialist would process
the application form and coordinate the notification of the exam score with the
Enforcement Division.

Disciplinary Examinees — The Board may enter a disciplinary order requiring a licensee
to take the MPJE or NAPLEX. These applicants must pay the appropriate fees and
complete the required application form. The designated Licensing Specialist would
process the application form and coordinate the notification of the exam score with the
Enforcement Division.

INITIAL LICENSURE OF PHARMACIES

(1)

Distributing Application Forms — Application forms are available online at TSBP Web
site. Upon request, TSBP will mail the appropriate pharmacy license application form
and instruction sheet. The application form is unique to the class of pharmacy and
requires extensive ownership information, including such supporting documentation as
lease or property information, and if applicable, a copy of sales contract, birth certificate
or passport, current driver’s license or state issued photo identification card, approved
credit application from a primary wholesaler or other proof of credit worthiness (i.e.,
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contingent approval letter). If the pharmacy owner is a publicly held corporation, the
application must include a copy of the corporation’s 10K Filing with the Security and
Exchange Commission.

Receipt of Application Forms/Fees and Review of Application — When TSBP receives
the application form and fee payment for a pharmacy license, the agency deposits the
money and forwards the application documents to the designated Licensing Specialist
who reviews the application to determine if the application is complete. The agency’s
computerized data base is updated and a “missing item” letter is generated, if
necessary.

Criminal History Background Check — TSBP conducts background checks on all
pharmacist owners, using the same procedures described above with respect to initial
licensure of pharmacists.

Coordination with Enforcement/Legal Divisions — same procedures as those described
above with respect to initial licensure of pharmacists.

Pre-Inspection of Pharmacy Location — Prior to the issuance of a pharmacy license
located in Texas, the Board conducts an on-site inspection of the pharmacy in the
presence of the pharmacist-in-charge (PIC) and owner or representative of the owner, to
ensure that the PIC and owner can meet the requirements of the Texas Pharmacy Act
and TSBP rules.

Remote Pharmacy Services — If the pharmacy is a provider of remote pharmacy
services, a separate application is required for each remote location. No additional fee
is required, but a separate registration card is generated for each remote location.
Remote pharmacy services can include an automated pharmacy, emergency medication
kit, or telepharmacy system.

Issuance of Pharmacy Licenses — If all requirements for licensure have been met and
the applicant has been cleared by the Enforcement/Legal Divisions, the owner is notified
of the pharmacy’s license number (if a new pharmacy) and the pharmacist-in-charge is
required to notify TSBP in writing of the opening date of business, whereupon TSBP will
mail the actual pharmacy license to the pharmacy. If the pharmacy is already in
operation (e.g., change of ownership), the pharmacy license is mailed to the pharmacy.

REGISTRATION OF PHARMACIST-INTERNS/INTERNSHIP

(1)

Distribution of Forms — Application forms are also available online at the TSBP Web site.
The four Texas colleges of pharmacy distribute applications for pharmacist-intern
registrations to their respective students. If requested (e.g., Extended Pharmacist-
Interns), TSBP will mail an appropriate form to the applicant.

Receipt/Review of Application Form — TSBP does not charge a fee to process an
application for a pharmacist-intern registration. Upon receipt of the application, the
designated Licensing Specialist determines if the application is complete. A “missing
item” letter is generated, if necessary. The computer assigns an identification number
(serves as the intern’s registration number).
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Criminal History Background Check — same procedures as described previously with
respect to initial licensure of pharmacists.

Coordination with Enforcement/Legal Divisions — same procedures as described
previously with respect to initial licensure of pharmacists.

Issuance of Registration — If all requirements have been met and the applicant has been
cleared by the Enforcement/Legal Divisions, the applicant is notified and sent an intern
registration card bearing an expiration date, as described below:

(A) Each Student Pharmacist-Intern card has an expiration date that is set three
months beyond the applicant’s anticipated date of graduation from pharmacy
school/college. Internship authorization ceases immediately on the date of a
letter informing the intern that he/she has failed an examination or if the allotted
three month intern window has passed.

(B) Each Extended Pharmacist-Interns card has an assigned expiration date; the
assigned expiration date is based on the length of time that the individual is
eligible to be an intern (see eligibility requirements for Extended Pharmacist-
Interns described above). All internship hours reported must be worked within
the effective dates of that internship and during a period of time that the signing
preceptor was certified.

INITIAL AND RENEWAL CERTIFICATION OF PRECEPTORS

(1)

Distribution of Application Forms (form is entitled “Agreement for Certification as a
Preceptor”) — To become certified as a preceptor, a pharmacist must complete an
application and attest that he/she has meet the eligibility requirements and will comply
with Board Rules. Eligibility requirements for preceptors are set forth above. Application
forms are available online on the TSBP Web site. If requested, TSBP will mail an
application form to a pharmacist who wishes to become certified as a preceptor.

Receipt/Review of Application Form — TSBP does not charge a fee to process an
application for a preceptor certification. Upon receipt of the application, the designated
Licensing Specialist determines if the application is signed and complete, and also
checks the following items:

(A) Status of Pharmacist License — to be eligible to become a preceptor, a
pharmacist must have an “Active” pharmacist license issued by TSBP. The
Licensing Specialist checks TSBP records to determine if license is current.

(B) Training — to be eligible to become a preceptor, a pharmacist must have
completed the applicable three hour training course. The pharmacist is not
required to submit proof of completion of the training course. Instead, the
pharmacist attests on the application form that he/she has completed the three-
hour course.
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(©) Enforcement History — to be eligible to become a preceptor, a pharmacist may
not have been the subject of disciplinary action within the past three years. The
Licensing Specialist will check the pharmacist’s enforcement history with TSBP.
If the pharmacist has an enforcement record, the Licensing Specialist will forward
the application to the Director of Enforcement (DOE) for review.

Approving or Denying Application — If the DOE determines that the pharmacist is eligible
to serve as a preceptor, the DOE will return the preceptor’s application to the Licensing
Specialist with a note to process the application per procedure; if the DOE determines
that the pharmacist is not eligible to serve as a preceptor, the DOE or designee notifies
the licensee by telephone or letter.

Issuance of Initial Certificate — If the initial application is approved, the Licensing
Specialist mails a certificate with an expiration date that is the same date as the
expiration date of the pharmacist’s license.

Renewal of Certificate — A preceptor may renew his/her certification concurrently with
his/her pharmacist license renewal, provided the pharmacist still meets the eligibility
requirements to be a preceptor. A form to renew the preceptor certification is enclosed
with the pharmacist’s license renewal application and both forms are mailed to the
pharmacist approximately 60 days before the expiration date of the pharmacist’s license.

RENEWAL OF PHARMACIST AND PHARMACY LICENSES

(1)

Distribution of Renewal Application Forms — TSBP automatically mails renewal
applications to licensees 60 days prior to their license expiration date. If the licensee
does not renew the license in a timely manner, TSBP will mail a reminder letter to the
licensee 15 days before the license expires.

Receipt of Application Forms/Fees — The licensee renews the license by mailing the
renewal application form and fee to either the Treasury Lock Box or submitting the
form/fee to TSBP.

Review of Application Forms — After the payment and application are received/reviewed,
the data base is updated with the renewal information. The designated Licensing
Specialist reviews the application to determine if the application is complete.

Non-Renewal of Applications — TSBP may experience a number of exceptions in the
processing of license renewals, such as:

(A) Exceptions in the processing of pharmacist renewal applications:

. incorrect payment;

. name change without appropriate documentation;

. late renewals; and

. incomplete response with regard to CE requirements.
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(B) Exceptions in the processing of pharmacy renewal applications:

. incomplete applications;

. incorrect payment;

. location change without appropriate documentation;

. late renewals;

. change of ownership of the pharmacy license; and

. change of provider information or type of services for any remote

pharmacy services.

These exceptions cause TSBP to contact the licensee by telephone or letter. In the
case of incomplete applications, a “missing item” letter is mailed to the licensee
requesting the necessary documentation. If the licensee does not return the completed
application, the license will expire. When the licensee has not renewed the license
within 45 days after the expiration date, a “delinquent” letter is mailed to the licensee,
advising the licensee that practicing pharmacy or operating a pharmacy with an expired
license is a violation and grounds for disciplinary action being taken against the license.

Complete Applications — If the application is complete, a license renewal certificate is
mailed to the pharmacist. The average turnaround time for processing a pharmacist
renewal is one to two days.

Communication with Enforcement/Legal Divisions — A copy of the renewal application
with attachment(s) is forwarded to the Director of Enforcement (DOE) if the applicant
checks “yes” to one or more of the attest questions.

Online Renewal (Pharmacist Licenses Only) — In late October 2002, TSBP implemented the

pharmacist online renewal system through the Texas OnLine system. As of July 2003,
approximately 20% of all pharmacists have renewed their licenses using the Texas OnLine
method. To renew the license online, certain conditions must be met, such as:

TSBP records must indicate that the current license expires within 60 days;
the pharmacist license number provided must be correct;

the social security number must exist in TSBP records and be correct;

the address may not be a foreign country;

the license cannot qualify for “exempt” status;

TSBP records cannot indicate more than 10 places of employment; and
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the licensee cannot be requesting to change his/her name or requesting to go from
Inactive to Active status, because additional documentation is required in both of those
situations.

Pharmacists and pharmacies are required to renew their licenses biennially. Accordingly, the
process described above is repeated every two years.

CONTINUING EDUCATION (CE) AuDITS

(1)

Random Sample and Preparation of CE Audit Letter — The designated Licensing
Specialist submits a request to the TSBP computer to initiate the CE audit process. A
random sample of pharmacists will be selected by the computer and form letters will be
generated. The form letters have preprinted information regarding the audit period and
the number of hours to be audited. The sample is drawn from pharmacists who have
renewed their licenses during the month prior to the month that the audit is conducted.

Mailing of CE Audit Letter — The Licensing Specialist pulls the licensing file of each
pharmacist selected and double checks the form letter for accuracy. If form letters are
accurate, the Licensing Specialist mails the CE audit letter to the random sample of
pharmacists.

Determination of Compliance — The Licensing Specialist has a suspense file to monitor
the return of the CE certificates. If the CE certificates are returned, the Licensing
Specialist determines if the pharmacist has obtained the required number of CE
certificates for the CE audit period. If the pharmacist has complied with the CE
requirements, the Licensing Specialist closes the audit and notifies the licensee.

Non-Compliance — If the pharmacist is not in compliance or fails to respond to the CE
audit letter, the Licensing Specialist forwards the information to the Director of
Enforcement (DOE) for review; if the DOE confirms that the pharmacist is not in
compliance, the DOE will open a complaint and the case will be referred to the Legal
Division for the possible institution of disciplinary action against the licensee.

PHARMACIST AND PHARMACY CHANGES

(1)

Pharmacist Changes

(A) Pharmacist Change of Name — If a pharmacist changes his/her name, the
pharmacist must submit supporting documentation (e.g., marriage certificate,
divorce decree) and pay a fee of $20. Refer to TSBP Rule 295.1(b). Once this
information is obtained, the designated Licensing Specialist updates the
agency’s computerized data base.

(B) Pharmacist Change of Address/Employment — If a pharmacist changes address
or employment, he/she is required to notify 