






























































































































































































































































ENFORCEMENT DIVISION

Report Submitted to the Texas State Board of Pharmacy

Regarding Thefts/Losses of Controlled Substances in Texas Pharmacies

Due to Employee Pilferage

FY2014 - FY2016 (by Individuals)

FY2014

FY2015

FY 2016

CLASSIFICATION % Change
OF EMPLOYEE | lotal#of | | Total#of | o | Total#of | o | pyi5pyig
Individuals Individuals Individuals
Registered Pharmacist 18 8% 14 6% 14 7% N/A
Pharmacist Intern 0 N/A 1 N/A 0 N/A N/A
Registered Pharmacy 66 29% 56 23% 47 23% -16%
Technician
Pharmacy Technician- 18 8% 13 5% 14 7% 8%
in-Training
Physician 2 1% 1 N/A 2 1% 1%
Registered Nurse 37 16% 114 47% 115 55% 1%
Certified Registered o o o
Nurse Anesthetist 3 1% 3 1% 3 1% N/A
Licensed Vocational 5 1% 1 N/A 6 3% 5%
Nurse
Pharmacy Cashier — o o o o
Pharmacy Clerk 6 3% 7 3% 4 2% -43%
Pharmacy Staff — o o
Unidentified 0 N/A 5 2% 0 N/A -1%
Hospital Staff — o o o J—
Unidentified 2 1% 13 5% 3 1% 77%
Hospital Staff — o 10
Pharmacy Staff 0 N/A 4 2% 0 N/A 1%
Miscellaneous * 75 33% 10 4% 0 N/A -1%
TOTALS 229 100% 242 100% 208 100% -14%
* Examples: Non-pharmacy employees; contract workers (e.g., repairmen, cleaning crew).

N/A = Not Applicable, value is below 0.01
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Reports Submitted to the Texas State Board of Pharmacy

Regarding Thefts/Losses of Controlled Substances in Texas Pharmacies

Due to Employee Pilferage

FY2014 - FY2016 (by Dosage Units)

FY2014 FY2015 FY2016
CLASSIFICATION Total # of Total # of Total # of % Change
OF EMPLOYEE Dosage % Dosage % Dosage % FY15-FY16
Units Units Units
Registered Pharmacist | 54,597 7% 60,147 15% 34,674 10% ~42%
Pharmacist Intern 0 N/A 130 N/A 0 N/A N/A
Registered Pharmacy | g5, g7 70% | 236,386 58% | 291,539 80% +23%
Technician
Pharmacy Technician- | gg 004 | 1106 | 57,049 | 14% | 27,341 7% 53%
in-Training
Physician 196 N/A 3 N/A 30 N/A +9%
Registered Nurse 3,512 N/A 6,805 2% 8,337 2% +23%
Certified Registered 727 N/A 170 N/A 73 N/A 57%
Nurse Anesthetist
Licensed Vocational 668 N/A 7 N/A 131 N/A +177%
Nurse
Pharmacy Cashier - 15,398 2% 5,572 1% 2,358 1% -58%
Pharmacy Clerk
Pharmacy Staff - 0 N/A 37,669 9% 0 N/A N/A
Unidentified
Hospital Staff - 7 N/A 582 N/A 489 N/A -16%
Unidentified
Hospital Staff —
Pharmacy Stal 0 N/A 253 N/A 0 N/A N/A
Miscellaneous * 66,508 9% 1,939 N/A 0 N/A N/A
TOTALS 749,704 | 100% | 407,612 | 100% | 364,972 | 100% ~10%

ok Examples: Non-pharmacy employees; contract workers (e.g., repairmen, cleaning crew).

N/A = Not Applicable, value is below 0.01.
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4, In cooperation with the Licensing Division and in compliance with the agency’s
policies and procedures, to process criminal background checks on applicants for
licensure and registration throughout FY2016, including fingerprint-based criminal
background checks; and to conduct criminal background checks on licensees
and registrants on a quarterly basis throughout FY2016.

Status:

Comments:

A.

ACCOMPLISHED
Throughout FY2016, Division staff performed background checks, as follows:

Reviewed fingerprint-based criminal background information on all individuals
referred by the Licensing Division staff; these individuals included all applicants
for a pharmacist license (including applicants for re-licensure and reinstatement)
and all applicants for registration (i.e., technician, technician trainee and intern).

Opened new complaints when TSBP received a report regarding arrest(s) on
individuals who had been previously fingerprinted; during FY2016, TSBP
received 605 such reports, as compared to FY2015 when TSBP received 592
such reports (2% increase).

Conducted background checks on pharmacists, interns, and technicians/tech
trainees who had not been previously fingerprinted; during FY2016, the agency
opened 143 complaints due to the criminal history information provided on the
quarterly reports, as compared to FY2015 when TSBP received 211 such reports
(32% decrease).

Considering (B) and (C) together, the agency received 748 reports in FY2016, as
compared to FY2015 when the agency received 803 reports (7% decrease).

The trend has been decreasing over the past three fiscal years, as indicated in
the chart below:

FY2012

FY2013

FY2014

FY2015

FY2016

Daily Reports

531

607

556

592

605

Quarterly Reports

266

402

375

211

143

Total

797

1,009

931

803

748

5. To provide technical assistance, maintain liaison, and coordinate joint
investigations of pharmacists, interns, pharmacy technicians, and pharmacies, in
line with the “lead agency approach,” with federal, state, and local law
enforcement agencies, including health regulatory or administrative agencies,
throughout FY2015.

Status:

Comment:

ACCOMPLISHED

TSBP continued to provide assistance to other agencies, when requested,

throughout FY2016. TSBP Field Investigators maintained liaison with law

enforcement agencies across the State, totaling over 694 contacts with 97
agencies. In-house investigative staff made hundreds of contacts with courts
and law enforcement agencies both in Texas and out of state while conducting
criminal background checks.
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6. To monitor compliance with all Board Orders and Agreed Board Orders, including
rehabilitation Orders relating to impaired or recovering pharmacists and
pharmacy technicians/trainees, throughout FY2016.

Status:

Comment:

ACCOMPLISHED

Almost all of the disciplinary orders entered in FY2016 required some type of
monitoring by Division staff (i.e., 524 orders or 87% of the 600 disciplinary orders
that TSBP entered during FY2016 required some type of monitoring). Monitoring
included the following types of actions/activities:

Licensure documents — Division staff monitored the receipt of licensure
documents that were required to be submitted to TSBP (e.g., wall certificate of a
revoked pharmacist license) and returned these documents as required (e.g.,
upon reinstatement of the license or completion of the suspension period).

Fines & Fees — Division staff, in conjunction with Accounting staff, ensured that
Administrative Penalties (fines) and probation fees were paid.

Reinstatement — Division staff monitored the status of reinstatement applicants
[e.g., whether applicant completed Law Exam, Internship, and required CE within
the required time period; reviewing reports from supervising pharmacist(s)].

Rehabilitation Orders — These types of Orders are extremely labor-intensive,
including monitoring of random drug screens and the review/evaluation of
approximately 12 reports per year per Order [reports from probationer,
supervising pharmacist(s), and mental health professional(s)].

Other — Division staff monitored the submission of other documents (e.g.,
required continuing education and policy/procedures manuals; quarterly reports
from a consulting/auditing pharmacist on a pharmacy’s operation).

In addition to the in-house monitoring described above, Compliance Officers
conducted inspections of pharmacies for the purpose of monitoring compliance
with the terms of the Orders, particularly individuals/facilities who were revoked,
suspended, or subject to a probated suspension (see Ongoing Objective #2).

The following charts indicate the types of Orders entered in FY2016, which
required the Division to monitor the licensee’s compliance with the Order, in
some manner:
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Total Number of Orders Entered by TSBP
That Required Monitoring on
Licensees (Pharmacists and Pharmacies), Interns, and Technicians (FY16)

FY16 % of FY16
Tptal Number of.(.)rders on 290 48%
Licensees Requiring Monitoring
Total Ngmber of Qrgers on 234 39%
Technicians Requiring Monitoring
Tota_l NL_meer of Orders Requiring 524 87%
Monitoring
Total .l\'lumber qf Qrders Not 76 13%
Requiring Monitoring
Total Number of Orders Entered
0,
by TSBP in FY16 600 100%
Types of TSBP Disciplinary Orders Entered on
Licensees (Pharmacists and Pharmacies) and Interns
That Required Monitoring (FY14-FY16)
0
Sanction FY14 FY15 FY16 % of 3-Yr. 3/?\?:
Orders Orders Orders FY16 Avg. Avg.
Revoke / Retire 28 18 17 5% 21 7%
Suspension 28 29 17 5% 25 9%
Restricted 5 10 6 2% 7 2%
Rehabilitation Orders* 15 12 7 2% 11 4%
Reinstatement 3 3 8 2% 5 2%
Fines or Probation Fees Only 80 105 126 38% 104 34%
Continuing Education, Texas
Jurisprudence Exam, an_d/or Pha_rmacy 42 23 26 8% 30 10%
Law Course (could also include fines
and/or probation fees)
Continuous Quality Improvement
Program, Self Assessments, Policies/
Procedures, and/or Quarterly Reports 68 74 83 25% 75 24%
(could also include fines and/or probation
fees)
Public Orders Requiring Drug Screens 0 1 0 N/A N/A N/A
Total number of orders on licensees o 0
requiring monitoring 269 275 290 88% 278 90%
Total number of orders not requiring o 0
monitoring 20 30 39 12% 30 10%
Total orders 289 305 329 100% 308 100%
* Rehabilitation Orders which are not included in the following categories: Revocation, Restriction, Reinstatement,

and Suspension.

N/A = Not Applicable, value is below 0.01.
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Types of TSBP Disciplinary Orders Entered on Technicians

That Required Monitoring (FY14 — FY16)
% of
Sanction FYl4 FY15 FY16 % of FY16 3-Year 3-Year
Orders Orders Orders Average A
verage
Revoke * 74 77 73 27% 75 25%
Suspension 39 18 35 13% 31 10%
Restriction 0 0 0 N/A 0 N/A
Fines Only 110 120 89 33% 106 35%
Other ** 43 53 37 14% 44 15%
Total number of orders on
technicians requiring 266 268 234 86% 256 84%
monitoring
Total number of orders on
technicians not requiring 53 54 37 14% 48 16%
monitoring
Total number of orders on
technicians 319 322 271 100% 304 100%

* Disciplinary Orders that TSBP enters on Technicians and Technician Trainees contain language that will suspend a
registration for non-compliance of conditions, and ultimately revoke a registration for continued non-compliance.
During FY2016, TSBP revoked the registrations of 55 Technicians due to non-compliance.

**  QOrders not in other categories (e.g., probation with conditions; probation with conditions and fines; report required

from Mental Health Professional)

N/A = Not Applicable, value is below 0.01.

During FY2016, TSBP entered 36 confidential disciplinary Orders on individuals (31
orders were entered on pharmacists, one order on a pharmacist applicant, two orders on
pharmacist reinstatement applicants, and two orders on interns). These Orders were
based upon various violations that the licensees allegedly committed, as reflected in the

chart below:

Confidential Disciplinary Orders On Pharmacists and Interns Entered by TSBP (FY14 - FY16)

Nature of Violation FY14 | FY15 | FY16 ;/:((1);3 i’\)g_' % ‘sz'_w'
Non-Compliance with ABO 22 21 5 14% 16 34%
Non-Compliance with PRN 0 6 1 3% 2 4%
Action by Other Boards 0 1 3 8% 1 2%
Audit Shortages 0 0 1 3% 0 N/A
Alcohol-Related Conviction 1 1 0 N/A 0 N/A
Theft of Prescription Drugs 6 3 3 8% 4 9%
Created Fraudulent Rx or Obtained C/S by Fraud 0 0 0 N/A 0 N/A
Convictions 2 3 3 8% 3 6%
Deferred Adjudication 3 4 2 6% 3 6%
lllegal Possession of Controlled Substances 0 0 0 N/A 0 N/A
Unauthorized Refills of Controlled Substances 1 0 0 N/A 0 N/A
Probable Cause/Dependency 4 3 3 8% 3 6%
Mental Impairment 0 0 0 N/A 0 N/A
ig%uest for Modification of Previously Entered 6 6 9 2504 7 15%
Request for Retirement or Revocation 6 5 3 8% 5 11%
Request for Reinstatement 1 1 3 8% 2 4%
TOTAL 52 54 36 100% 47 100%

N/A = Not Applicable, value is below 0.01.
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Of the 36 confidential pharmacist/intern Orders entered in FY2016, there were 18 Orders
resulting in an impaired/recovering pharmacist or intern being added to the number who
were being monitored at the end of FY2016, as reflected in the chart below. However,
20 pharmacists were deleted from the list as a result of early termination of probation,
successful completion of probation, death, revocation or retirement of license, license
expired, or application withdrawn subsequent to entry of order. Accordingly, as of
August 31, 2016, a total of 106 impaired/recovering pharmacists or interns were being
monitored by TSBP. The number of individuals being monitored at year-end, as
compared to the year-end of previous fiscal years, is depicted in the following chart:

Impaired/Recovering Pharmacists Monitored by Enforcement Division (FY12 — FY16)

Fiscal Year Total Orders* Total New Orders** Total Being Monitored***

FY12 59 29 135

FY13 74 31 129

FY1l4 52 18 115

FY15 54 19 108

FY16 36 18 106

* All confidential Orders entered by the Board involving an impaired pharmacist or intern (including revocations,

modifications, and “second Orders” due to disciplinary action for violation of the terms of previously entered
Orders).

**  An Order that resulted in one individual being added to the list of impaired pharmacists to be monitored.

**  Total number of pharmacists being monitored as of the last day of the reporting period. The number represents the
new Orders entered by the agency during the fiscal year, minus the number of deletions made during reporting
period (e.g., as a result of death, early termination of probation through the entry of an Order, and/or successful
completion of probation).

In addition to monitoring confidential Orders for recovering pharmacists and interns,
TSBP monitored three pharmacist/interns who are subject to public Orders that require
random drug screening, as of August 31, 2016.

During FY2016, TSBP entered 54 Orders on Technicians or Techs-in-Training (TNT)
who were subject to probation periods with random drug screening. Of the 54 Orders,
there were 50 Orders resulting in a Tech or TNT being added to the number who were
being monitored at the end of FY2016, as reflected in the chart below. However, 36
technicians/tech-trainees were deleted from the list as a result of early termination of
probation, successful completion of probation, death, revocation or retirement of the
registration, registration expired, or application denied subsequent to entry of the Order.
Accordingly, as of August 31, 2016, a total of 66 technicians/tech-trainees were being
monitored by TSBP, as depicted in the chart below:

Technicians / Technicians-in-Training Monitored
(with probation under conditions, including random drug screens)
by Enforcement Division (FY2015 — FY2016)

Fiscal Year Total Orders Total New Orders Total Being Monitored

FY2015 53 49 52

FY2016 54 50 66
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7. To provide verbal and written information to Board staff and customers as needed
or required throughout FY2016, to include providing technical assistance to other
Divisions and responding to surveys and questionnaires.

Status: ACCOMPLISHED
Comment:  This objective was accomplished through the following activities:
A. COMPLIANCE INSPECTIONS
Compliance Field Staff provided information during compliance inspections. The
Division conducted 3,640 inspections of pharmacies located in Texas (see
Ongoing Objective #2).
B. TELEPHONE CALLS
Division staff provided technical assistance and answered questions regarding
laws and rules governing the practice of pharmacy from approximately 23,853
callers who were routed through the Compliance Queue telephone line.
Number of Telephone Calls
Handled via Compliance Queue % Change
(FY12 - FY16)
FY12 25,822 + 12%
FY13 21,323 - 17%
FY14 22,333 + 5%
FY15 22,985 + 3%
FY16 23,853 +4%
(5-year average
Total: 116,316 = 23,263 call)
C. COMPLAINT FORMS
During FY2016, TSBP mailed 463 complaint forms to individuals who requested
a complaint form. As indicated in the chart below, 150 complaint forms (32% of
total) were mailed to individuals who had requested a form by calling the HPC
toll-free complaint hotline and 313 complaint forms (68% of total) were mailed to
individuals who called the TSBP voice mail complaint line. The number of
requests for complaint forms during the past five fiscal years is depicted in the
following chart:
Complaint Forms Mailed to Potential Complainants (FY121 — FY16)
Requests for Requests for
Fiscal Complaint % Complaint Forms via % Total %
Year Forms via HPC Change TSBP Voice Mail Change Requests Change
800#
FY12 213 -18% 289 2% 502 -8%
FY13 284 33% 207 -28% 491 -2%
FY14 200 -30% 324 57% 524 +7%
FY15 226 13% 275 -15% 501 -4%
FY16 150 -34% 313 14% 463 -8%
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D. CUSTOMER SERVICE SURVEYS
During FY2016, Division staff mailed 374 customer service surveys to TSBP
customers.
Number of Customer Surveys o
Mailed (FY12 - FY16) % Change
FY12 654 -22%
FY13 456 -30%
FY14 236 -48%
FY15 200 -15%
FY16 374 +87%
E. PRESENTATIONS (PUBLIC SPEAKING ENGAGEMENTS) — regarding
Pharmacy Laws/Rules (unless otherwise noted)
PRESENTATIONS
DATE Name of Association/Presentation and PSELA\%.FOFN AT(-I:AEN?OAXN)CE
Location of Meeting pprox.
10/03/15 Texas Southern University College of Pharmacy Fall Preceptor’s lona Grant 100
Conference - Houston
10/16/15 | North Houston Area Pharmacy Association — Houston lona Grant 75
11/05/15 | Houston Area Pharmacy Association — Houston lona Grant 45
11/07/15 | Texas Pharmacy Law Update—Kappa Psi Regional Meeting-Dallas | Terri Burrows 40
11/07/15 Regulation of Texas Pharmacies that Compound Sterile Tera 161
Preparations FDA Invitational Symposium — Washington D.C. McConnell
Regulation of Sterile Compounding in Texas-Guest Speaker for P3
11/10/15 | Students enrolled in Basic Intravenous Admixtures Lecture Course | Ben Santana 40
(PHM 183)-University of Texas Austin College of Pharmacy
12/01/15 Natlongl Assom_atlon of Boards for Pharmacy (NABP) Interactive Kathy Salinas 100
Compliance Officer and Legal Counsel Forum
01/05/16 | Lake Houston Pharmacy Association - Houston lona Grant 80
Presentation to Texas Association of Independent Pharmacies
02/25/16 Organization (TAIPO) - Houston lona Grant 100
03/04/16 U_nlver3|ty of Houston - Drugs, Alcohol, and You Joint presentation Janelle 125
with PRN - Houston Dooley
03/29/16 Texgs Pharmacy Law Up(_jate - Texas_Pharmacy Association Terri BUrrows 60
Chain Pharmacy Symposium - Grapevine
03/30/16 Texgs Pharmacy Law Up(_jate — Texas Pharmacy Assaociation Terri BUrrows 60
Chain Pharmacy Symposium — Grapevine
03/31/16 Texgs Pharmacy Law Up(_jate — Texas Pharmacy Association Terri Burrows 60
Chain Pharmacy Symposium — Grapevine
04/16/16 Texas Soythern University College of Pharmacy Spring lona Grant 100
Preceptor’'s Conference — Houston
05/11/16 | Austin Area Healthcare Pharmacist (AAHP) — Austin James Clark 45
06/28/16 Texas Pharmacy_LaW Update — West Texas Society of Health- Terri Burrows o
System Pharmacist - Lowake
06/29/16 | Texas Pharmacy Law Update — Hendrick Medical Center - Abilene | Terri Burrows 38
07/22/16 | Walgreens Interns & District Managers — Houston lona Grant 25
University of North Texas College of Pharmacy — New Pharmacy .
08/08/16 Student Orientation — Fort Worth Terri Burrows 100
Update on Inspecting Non-Resident Pharmacies Compounding .
08/17/16 Sterile Preparations (Class E-S) - Austin Terri Burrows 25
08/18/16 Inspectm_g Non-Resident Pharm_amst Compounding Sterile Terri BUTows o5
Preparations (Class E-S) - Austin
Total 1,428
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WRITTEN INFORMATION

During FY2016, Division staff responded 761 inquiries through Rx Law (a
mechanism to provide written responses by e-mail to on-line inquiries
received via the TSBP website).

ASSISTANCE TO BOARD MEMBERS AND EXECUTIVE DIRECTOR

(1)

(2)

®3)

(4)

(5)

(6)

(7)

(8)

(9)

On January 11, 2016, Division Director participated in the
orientation of agency’s new LBB representative;

On August 17-18, 2016, Division Director attended the quarterly
meeting of the Texas Pharmacy Congress, on behalf of the
Executive Director who was unable to attend the meeting;
assisted in the preparation of handout regarding agency activities;
and made a verbal presentation regarding the agency update to
Congress members;

Division Director assisted the Executive Director in preparing the
meeting agenda for the Maltagon Conference to be held in Austin,
Texas, on October 9-12, 2016; the agenda included presentations
by the Division Director and three Enforcement Division staff;

Division Director assisted Executive Director in completing a
guestionnaire for the PEW Commission regarding disciplinary
actions taken against pharmacies compounding sterile
preparations and the number of joint inspections with FDA;

Division Director assisted in the development of the proposed
Goals and Objectives for FY2017, which were presented
to/approved by the Board at its meeting held in August 2016;

At all Board meetings held in FY2016, Division staff made
presentations regarding complaint data (e.g., number of open
complaints and number of dismissed complaints) and data
regarding peer assistance performance measures;

Division Director assisted in the review/edit of the drafts of
minutes of four Board meetings;

Division Director assisted in the review of drafted rules prior to
presentation of the proposals to the Board Members; and

In the absence of or at the request of the Executive Director,
Division Director responded to inquiries from the media and
legislators’ offices.
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H. TECHNICAL ASSISTANCE TO BOARD STAFF
D Legal Division

a. Disciplinary Proceedings — Division staff assisted Legal
staff with pharmacy practice-related questions relating to
disciplinary cases; in addition, Division Director served as
an expert witness in one formal disciplinary hearing (held
on September 28-29, 2015) and in another case which
was closed following a mediated settlement; Division staff
also prepared case summary notes for all cases referred to
the Legal Division;

b. Informal Conferences involving pharmacists, pharmacies,
and pharmacy technicians — Division staff attended
numerous conferences and when applicable, conducted
interviews with licensees and registrants to explain the
terms and conditions of proposed disciplinary orders; and

c. Orientation of New Employees — Division staff conducted
orientation sessions with two new Legal Division
employees (one attorney and one legal assistant).

(2) Professional Services Division

a. Open Records Requests — Division Director provided
assistance, when needed,;

b. Orientation of New Employees — Division staff conducted
orientation sessions with three new employees
(Prescription Monitoring Program); and

c. Proposed Rules — Division Director reviewed drafts of
proposed rules, when needed.

3) Administrative Services and Licensing Division

a. Division Director assisted with the preparation of the
agency’s Internal Risk Assessment Report;

b. Division Director assisted with updating the agency’s
Disaster Recovery Plan;

c. Orientation of New Employees — Division staff conducted
orientation sessions with Audric Fowler and Sarah Moody,
Licensing Specialists;

d. Division staff continued to answer thousands of telephone
received via the Compliance Queue line regarding the
license application process, particularly from technician
applicants; and




ENFORCEMENT DIVISION

e. Division staff assisted in the review of applications for a
Class B or D Pharmacy license, as indicated in the chart

below:
Activity FY2014 | FY2015 | Fy2016 | > Y&
Average

New_CIgss D (Clinic) Pharmacy 27 20 47 31
Applications
New Class B (Nuclear) Pharmacy

e 1 2 2 2
Applications
Petitions for Expanded Formularies
for Class D (Clinic) Pharmacies 64 72 63 66
Petitions for Alternative Visitation
Schedules for Class D (Clinic) 41 15 122 59
Pharmacies
Notifications of Temporary Locations
for Class D (Clinic) Pharmacies 10 12 8 10
Star}dard Class D Formularies o5 13 89 42
Reviewed

l. TECHNICAL ASSISTANCE TO OTHER AGENCIES AND
ORGANIZATIONS

(2) Division staff worked with the Consumer Product Safety
Commission to check for non-compliance issues during TSBP
inspections;

2) Division staff submitted required annual report to Office of
Attorney General regarding disciplinary actions taken by TSBP
with respect to confidentiality violations (required by HB 300); and

3) Division staff provided assistance to numerous Boards of
Pharmacy located in other states; regulatory agencies in this
state; federal prosecutors (e.g., AUSAs in Dallas and Houston);
and federal agencies (e.g., DEA, FDA, and OIG). Compliance
Officer Terri Burrows testified as an expert witness in a federal
trial in Dallas, Texas. In addition, see Ongoing Objective #4.

8. In cooperation with the Executive Director and other Divisions, to provide
internship experience to student pharmacist-interns upon requests from the
Texas Colleges of Pharmacy, throughout FY2016.

Status: ACCOMPLISHED

Comment:  During FY2016, TSBP offered internship experience to six students from five

different Colleges/Schools of Pharmacy, as listed below:

. November 9, 2015 — December 16, 2015
o Vincente Nguyen — University of Houston

. January 4, 2016 — February 12, 2016
o Julian Henderson — Texas Southern University
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. February 16, 2016 — March 25, 2016
o Alexandria Soulard — Texas A&M University

. May 23, 2016 — July 1, 2016
o Justin Spence — Texas Tech University

. July 5, 2016 — August 12, 2016
o Anh-Thu Tran — The University of Texas at Austin

. August 15, 2016 (FY 2016) — September 23, 2016 (FY 2017)
o Salma Maknojia — Texas Southern University

9. To serve as liaison for the Board to the Professional Recovery Network (PRN) of
the Texas Pharmacy Association and to assist in monitoring non-financial
contractual obligations of PRN throughout FY2016.

Status:

Comment:

A.

ACCOMPLISHED
This objective was accomplished through the following activities:

Board Member Christopher Dembny, R.Ph., served as an ex-officio member of
the TX-PRN State Committee throughout FY2016;

Throughout FY2016, Division staff reviewed quarterly activity reports submitted
to TSBP by TX-PRN Director; the TX-PRN Program submitted year-to-date
financial reports to TSBP at each one of its Board meetings in FY2016;

TSBP requested an independent audit be conducted on the data provided to
TSBP (financial data and performance measure data). This audit was completed
on October 8, 2015, and the results of the audit were reported to the Board at its
meeting held on November 3, 2015;

Division staff attended two TX-PRN State Advisory Committee meetings held on
October 31, 2015, and May 18, 2016; and

Throughout FY2016, Enforcement Program Specialist Janelle Dooley worked
closely with TX-PRN Program Director to ensure the accuracy of data for peer
assistance performance measures.

10. To assist the Executive Director in developing and implementing the objectives of
the Health Professions Council pertinent to Division activities throughout FY2016.

Status:

Comment:

A.

ACCOMPLISHED
This objective was accomplished through the following activities:

HPC Annual Report — Division Director submitted agency Enforcement
performance data to be incorporated in the HPC Annual Report.

HPC Toll-Free Complaint Hotline — HPC member agencies are billed for hotline
calls received by the respective agency. When complainants call the hotline,
they may leave a message advising the agency of the complainant’s name,
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address, and telephone number, or they may “zero out” and speak to an HPC
staff member for clarification of procedures. During FY2016, TSBP mailed 150
complaint forms to individuals requesting forms on the HPC complaint hotline.

11. To manage employees under the supervision of the Division throughout FY2015,
in compliance with all applicable state and federal personnel statutes, including
the following: to hire qualified applicants for new or vacant positions; to update
or develop job descriptions in compliance with the State Classification System; to
participate in State Classification audits of positions; to conduct periodic reviews
and annual evaluations of Division employees; and to promote self-development
through such activities as on-the-job training, cross-training, and attendance at
professional seminars.

Status: ACCOMPLISHED
Comment:  This objective was accomplished through the following activities:

A. Staff Development — The following activities are applicable:

o Division staff attended quarterly General All-Staff Meetings which were
held on the following dates:

» December 10, 2015 — which included TSBP Employee Handbook
review and Sensitive Personal Information Training;

» February 23, 2016 — which included training presented by Alliance
Work Partners (Bringing It: Finding Value in Your Role);

* May 24, 2016; and

» August 23, 2016 — which included training presented by Alliance
Work Partners (Personal and Professional Resilience);

o In conjunction with quarterly staff meetings, Division Director or designee
conducted reviews of newly adopted rules with Division staff;

. Division Team Leaders attended and participated in six team leader
meetings;

. Division Director conducted six Division meetings to update Division staff

regarding agency activities; and

. Various Division staff attended professional development seminars (such
as Webinars and the annual meetings of the Texas Pharmacy
Association and the Texas Society of Health System Pharmacists).

B. Performance Evaluations — Formal performance reviews were conducted for all
Division employees in FY2016, with the exception of new hires.
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Other Activities — The Division began FY2016 with one vacancy (Enforcement
Technician position), excluding the vacant (lapsed) Field Investigator position
and ended FY2016 with four vacancies (one Field Investigator, two Compliance
inspectors and one Enforcement Specialist). In the interim, the Division
experienced 15 staffing changes, as a result of the following:

1 loss due to retirement (Allen Corporon);
5 losses due to resignations (Hernandez, Lopez, Montgomery,

Schuttler, Riley);

2 losses due to internal promotions (Debs, Newman);

2 internal promotions within the Division (Moreno, Castillo); and

5 new hires (Angela Castillo; Irene Zapata; Gracie Lara; Marisa
Sanchez; and Carissa Garcia).

The activities relating to new hires took significant time and effort, including
posting/advertising the positions, evaluating applications, conducting interviews,
preparing orientation schedules and conducting intensive orientation/training

sessions.

September 2015

November 2015

December 2015

January 2016

February 2016

March 2016

April 2016

May 2016

(1)
(2)

(3)

(4)

(5)

(6)

(7)

(8)

(9)

Ciara Hernandez, Enforcement Technician, resigned.

Angela Castillo was hired to fill the Enforcement
Technician position that was vacated (July 2015)
following the resignation of Lacy Ickes.

Irene Zapata was hired to fill the Enforcement
Technician position that was vacated
(September 2015) by Ciara Hernandez.

Griselda Lopez, Enforcement Specialist, resigned.
Allen Corporon, Field Investigator, retired.

Lily Moreno was promoted to fill the Enforcement
Specialist position that was vacated
(December 2015) by Griselda Lopez.

Darrell Montgomery, Enforcement Specialist,
resigned.

Angela Castillo was promoted to fill the Enforcement
Specialist position that was vacated by
Darrell Montgomery.

Amanda Debs, Compliance Specialist,
transferred to the Legal Division (promoted to
Legal Assistant).

(10) Gracie Lara was hired to fill the Compliance

Specialist position that was vacated (April 2016) by
Amanda Debs.




ENFORCEMENT DIVISION

June 2016 (11) Marisa Sanchez was hired to fill the Enforcement
Officer position that was vacated (January 2016) as a
result of Lily Moreno’s promotion.

(12) Carissa Garcia was hired to fill the Enforcement
Specialist position that was vacated in (March 2016)
as a result of Angela Castillo’s promotion.

July 2016 (13) Chris Schuttler, Compliance Inspector for the Dallas
Region, resigned. Adrienne Bauer was transferred
from the Fort Worth Region to the Dallas Region.

(14) Joann Riley, Compliance Inspector for the Central
Texas Region, resigned.

August 2016 (15) Mary Newman, Enforcement Specialist, transferred
to the Professional Services Division (promoted to
PMP Specialist).

Division Director developed new two job descriptions (Enforcement Program
Manager and Senior Compliance Inspector). In addition, Division Director
revised/updated six job descriptions for the following positions: Enforcement
Technician (file manager); Compliance Specialist, Enforcement Officer, and three
Enforcement Specialist positions.

12. To maintain Division records throughout FY2016, including the following: to
image records and destroy records in accordance with the agency’s record
retention plan; to review the Division's Policies and Procedures Manual on an on-
going basis and update as needed, and to submit any substantive revisions to the
Executive Director for approval.

Status: ACCOMPLISHED
Comment:  The following activities relate to this objective:

A. Records Management (Record Retention)

During FY2016, Division staff destroyed 45.5 cubic feet of records, in accordance
with the TSBP record retention schedule, which represented a 33% increase
when compared to FY15. The quantity of Division records destroyed in the past
five years is depicted in the chart below:

Fiscal Year # of Cubic Feet of % Change
(FY12 - FY16) Records Destroyed
FY2012 137.82 -25%
FY2013 61.69 -55%
FY2014 54 -17%
FY2015 34.33 -36%
FY2016 45.5 +33%
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Records Management (Imaging)

Division staff continued to implement the program to convert paper complaint
files to imaged records. Approximately 5,072 complaint files were scanned
during FY2016, which represented a 19% decrease from FY2015, when
approximately 6,267 complaint files were imaged.

Enforcement Division Policies/Procedures

o Chief of Compliance Ben Santana, R.Ph., with the assistance of the Division
Director and other Division staff, updated policies and procedures relating to
inspections of Class E-S Pharmacies.

e Chief of Investigations John Hargis, with the assistance of TSBP General
Counsel and Division Director, developed policies and procedures relating to
former employees who were commissioned peace officers and retired from
TSBP employment.

e Chief of Investigations John Hargis, with the assistance of TSBP General
Counsel, developed policies and procedures relating to Body Worn Cameras
(BWC). In August 2016, applicable staff were trained on BWC procedures.

13. To recommend changes to the Texas Pharmacy Act and rules and to recommend
policies and procedures that will enhance the agency's ability to protect the public
health, safety, and welfare, or will improve the efficiency and effectiveness of the
agency's operations, and forward the recommendations to the Executive Director
throughout FY2016.

Status:

Comment:

ACCOMPLISHED

All Division staff made recommendations to improve the efficiency and
effectiveness of agency operations. Significant recommendations included the
following:

Recommendations regarding Texas Pharmacy Act and TSBP Rules

(2) Division Director recommended that TSBP Rule 291.1 relating to
inventories be revised to require Class A Pharmacies to maintain a
perpetual inventory of Schedule Il controlled substances, as a tool to help
detect/prevent diversion of highly abused drugs. The Board proposed the
rule amendment but subsequently withdrew the rule amendment (this
recommendation was not implemented).

(2) Division Director recommended that TSBP Rule 291.5 relating to
procedures for closing a pharmacy be revised to eliminate the portion of
the rule that required a closing pharmacy to transfer prescription records
to a pharmacy “within a reasonable distance” of the closing pharmacy.
This Board concurred with this recommendation and revisions were
proposed and subsequently adopted.




3)

(4)

(5)
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Division Director recommended that TSBP prohibit the renewal of a
pharmacy’s license if the pharmacy was not open and operating. TSBP
General Counsel drafted revisions to TSBP Rule 291.14 which stipulated
that a license would not be renewed if, on or within 90 days of the
licensee’s expiration date, TSBP determined the pharmacy is not located
or no longer exists at the pharmacy’s address of record. This Board
concurred with this rule amendment; revisions were proposed and
subsequently adopted.

Division Director recommended that TSBP Rules relating to the
dispensing of compounded preparations pursuant to new prescription
orders, require the compounding pharmacist to review the original
prescription order prior to the final check by the pharmacist. This
recommendation was not implemented.

Division staff recommended changes to revise TSBP Rule 291.33
regarding the compounding of sterile preparations, including language
that would clarify temperature and humidity requirements. The Board
concurred with these recommendations and revisions were proposed and
subsequently adopted.

Recommendations regarding Agency Operations

(1)

(2)

3)

(4)

Division staff made numerous recommendations to internal forms and
procedures to improve day-to-day operations;

Tera McConnell, Pharm.D., R.Ph., Compliance Program Officer,
recognized conflict-of-interest issues with inspectors employed by
authorized vendors to conduct Class E-S Pharmacies; she initiated
policies and procedures to address the problem, including the revision of
contract terms and implementation of acknowledgment forms for vendors
and inspectors to sign with respect to this issue and other requirements;

Michelle McDiffett, R.Ph., Compliance Program Officer, implemented
significant improvements relating to the Drug Therapy Management
(DTM) Program, including a better system for the public to know which
pharmacists were approved to write prescriptions under protocols; she
worked with in-house I.T. staff and the staff of the Health Professions
Council to implement a hyperlink from the pharmacist verification page to
the DTM protocol spreadsheet posted on the TSBP website: and

Division staff recommended updating the agency’s Record Retention
Schedule to include a new record series with retention specifications for
records relating to the sampling of compounded preparations, the Drug
Therapy Management Program, the Rural Hospital Technician program,
and the Tech-check-Tech program.
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14. To prepare a report on the accomplishment of Division objectives, for
incorporation into the agency’s FY2015 Annual Report and submit to the
Executive Director by the due date.

Status: ACCOMPLISHED

Comment:  Although the Division’s first draft of the FY2015 Annual Report was not submitted
to the Executive Director by the due date that was initially scheduled, the report
was submitted by the approved extension to the due date. Drafts of all Divisions
were compiled into one Annual Report and subsequently presented to and
approved by the Board at its meeting in May 2016.
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FY2016 SIGNIFICANT ACCOMPLISHMENTS

Division staff accomplished 13 of the Division’s 13 objectives for FY2016.

During FY2016, the Division continued to handle a large number of ongoing disciplinary
issues for pharmacy technicians. The Division initiated 292 disciplinary actions by
mailing a Preliminary Notice Letter and entered 271 orders against pharmacy
technicians and pharmacy technician trainees during the fiscal year. During the fiscal
year, 93 applicants for registration as a pharmacy technician or pharmacy technician
trainee were subject to mandatory withdrawal, indicating that although the Division
initiated disciplinary action, the applicant did not complete the process.

Approximately 98% of the disciplinary cases against pharmacists and pharmacies and
99% of the cases against pharmacy technicians were settled through the entry of Agreed
Board Orders or Default Board Orders, and 2% were settled with the entry of Remedial
Plans, which resulted in significant efficiencies both in terms of complaint resolution time
and agency expenditures.

The Division resolved 10 respondent cases that were filed for administrative hearings at
the State Office of Administrative Hearings (SOAH) prior to proceeding to hearing. The
cases were resolved through alternative means, such as Agreed Board Orders (ABO)
through negotiations with the licensees or their attorneys and through the SOAH
Mediation process. Two respondent cases were resolved through mediation. These
resolutions saved the agency considerable resources both in time and expenditures.

Administrative hearings were conducted against 10 respondents at SOAH. These
hearings involved preparing motions for summary judgment and numerous discovery
documents (including interrogatories and requests for admissions), preparing for trial
and for witness examination, depositions, and conducting the hearings. Following the
hearings, exceptions were filed and drafts of proposed orders were prepared. The
extensive preparation for the hearings and the presentations to the Board required a
considerable amount of time, and the Division was able to maintain a fairly consistent
number of cases resolved.

In order to effectively deal with continuing threat to the public health and safety, the
Legal Division continued to evaluate cases, and if such a threat could be established, a
panel was convened to hear the cases for potential temporary suspension. Petitions for
Temporary Suspension were filed, and Temporary Suspension Hearings were
conducted before a Board panel against 12 respondents in FY2016. In addition, three
Petitions for Temporary Suspension were filed and subsequently resolved prior to the
Temporary Suspension Hearing with Voluntary Revocation Orders.

Requests for Show Cause Orders were filed and two Show Cause hearings were
conducted before a Board panel against two respondents in FY2016. One respondent
request was granted and one request was denied.

Division staff continued to enhance the legal analysis of nontherapeutic dispensing
cases from Enforcement and continued to develop an in-depth and extensive method of
preparing and analyzing the cases via Excel and detailed reports for submission for
expert pharmacist opinion regarding pill mill activities.
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8. Statistics for disciplinary actions entered in FY2016 are as follows:
PHARMACISTS/PHARMACIES
FISCAL | NUMBER NUMBER NUMBER NUMBER OF % CHANGE IN % ABOs OR
YEAR OF OF OF DISCIPLINARY | DISCIPLINARY DEFAULT
BOARD DEFAULT AGREED ORDERS ORDERS OF
ORDERS ORDERS Board of (BOs & ABOs) TOTAL
(BOs) ENTERED Pharmacy ORDERS
BY BOARD ORDERS
(ABOs)
FY12 5 3 378 386 13% 99%
FY13 2 3 358 363 -6% 99%
FY14 4 9 276 289 -21% 99%
FY15 27 3 275 305 6% 97%
FY16 10 3 316 329 7% 97%
TOTAL 48 21 1603 1672 -0.2% 98%
PHARMACY TECHNICIANS/PHARMACY TECHNICIAN TRAINEES
NUMBER NUMBER NUMBER NUMBER OF % INCREASE % ABOs OR
FISCAL OF OF OF DISCIPLINARY IN DEFAULT
YEAR BOARD DEFAULT AGREED ORDERS DISCIPLINARY OF
ORDERS BOARD BOARD (BOs & ABOs) ORDERS TOTAL
(BOs) ORDERS ORDERS ORDERS
(BOs) (ABOs)
FY12 1 70 335 406 11% 100%
FY13 0 70 250 320 -20% 100%
FY14 1 73 245 319 -<1% 100%
FY15 1 70 252 323 1% 100%
FY16 6 52 213 271 -16% 98%
TOTAL 9 335 1295 1639 -6% 100%
9. Division staff significantly increased transparency of public information by making

accessible the information about disciplinary actions taken against licensees and
registrants and posting the scanned version of prior actions on the agency’s website.
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FY2016 SIGNIFICANT DISAPPOINTMENTS/CONSTRAINTS

The cases against pharmacy technicians and pharmacy technician trainees are more
complicated and time-consuming as the cases do not merely involve adjudicated
criminal offenses, but also involve investigations by TSBP of thefts at pharmacies, which
leads to a longer resolution time in the Legal Division due to the longer amount of time to
draft and prepare the cases.

The Division experienced significant turnover during the fiscal year with four employees
terminating employment with the Division (including the key positions of two staff
attorneys) and three new employees starting with the Division. This situation resulted in
significant expenditure of time and effort in hiring and training of new employees.




LEGAL DIVISION

FY2016 ANNUAL REPORT

| GOAL

To prosecute violations of the laws and rules related to the practice of pharmacy. To provide
adjudicative information to agency customers. To provide legal services and guidance to the
Board and the agency staff relating to the regulation of the practice of pharmacy and the
administration of the agency.

| Objectives (New)

To assist the Executive Director, in cooperation with other Divisions, in the following new
objectives throughout FY2016:

1. Reviewing and implementing legislation passed by the 84th Texas Legislature that
affects agency operations and/or the practice of pharmacy;

2. Updating and preparing the TSBP Strategic Plan for FY2017-2021 and submitting the
plan to the Governor’s Office of Budget, Planning, and Policy and the Legislative Budget
Board by the due date;

3. Preparing a proposed budget for the FY2018-2019 biennium for review and approval by
the Board at the 2016 Board Budget meeting;

4. Preparing the TSBP Legislative Appropriation Request for FY2018-2019 by the due
date;

5. Conducting the orientation of new Board members within 90 days of appointment by the
Governor;

6. Assisting the Executive Director, in cooperation with other Divisions, in the

implementation of the transfer of the Texas Prescription Monitoring Program from the
Texas Department of Public Safety to the Texas State Board of Pharmacy; and

7. Participating in the evaluation of agency activities by the Sunset Advisory Commission.
Status: ACCOMPLISHED
Comment:  These objectives were accomplished through the following activities:

1. General Counsel assisted with the implementation of new legislation through the
development and review of new agency rules, which required modification due to
implementation of legislation passed by the 84th Texas Legislature.

2. The Strategic Plan for FY2017-2021 was prepared and reviewed. The agency
researched the trends and resulting issues expected to have the most significant impact
on the profession and regulation of pharmacy over the next five years. The Board
Members worked with staff to develop Issue Statements and approved the final Strategic
Plan at the May 2016 Board Business Meeting. General Counsel assisted with the
development and review of the Strategic Plan. The TSBP Strategic Plan was published
and delivered to the Governor’s Office and other applicable agencies by the due date.
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General Counsel worked with the Executive Director and the other Division Directors in
preparation of the proposed budget for FY2018-2019.

General Counsel worked with the Executive Director and the other Division Directors in
preparation of the FY2018-2019 Legislative Appropriations Request (LAR) and reviewed
the final draft of the document. The LAR was submitted to the Legislative Budget Board
and the Governor’s Office of Budget, Planning, and Policy by August 5, 2016.

General Counsel, along with the Executive Director and other agency staff, participated
in the orientation of new Board Members Chip Thornsburg, Suzette Tijerina, and Jenny
Downing Yoakum on October 27 and 28, 2015.

General Counsel assisted the Executive Director, in cooperation with other Division
Directors and agency staff, in implementing the transfer of the Prescription Monitoring
Program to the Texas State Board of Pharmacy. General Counsel reviewed the final
draft of the Request for Proposal and resulting contract proposals for the administration
of the program, and ensured that appropriate procurement procedures were followed by
agency staff. Progress was facilitated via weekly status meetings, and General Counsel
worked closely with other Division Directors, agency staff, and the program administrator
to develop and implement optimal program specifications.

General Counsel and Division staff cooperated with the staff of the Sunset Advisory
Commission throughout this process. General Counsel assisted the Executive Director
and other Division Directors and agency staff in drafting and reviewing the TSBP’s Self-
Evaluation Report, and in supplying all requested information. General Counsel also
constructively participated in relevant meetings and legislative hearings.

| Objectives (Ongoing)

1.

Status:

To coordinate and monitor throughout FY2016 the receipt, assignment, and
resolution of all cases accepted by the Division.

ACCOMPLISHED

Comment:  This objective was accomplished through the following activities:

A. Division staff met approximately once a month to discuss the status of pending
cases, assess workload allocation, and determine the most effective strategies to
complete cases in a timely and efficient manner. The Legal Assistant Team
Manager also met with the Legal Assistants on a monthly basis to address
common issues and monitor progress.

B. General Counsel and other senior Division staff conducted regular monthly
meetings to review the status of cases and the statistical data on the completion
of cases to ensure efficient processing of disciplinary cases. As a result, the
Division often reallocated resources to most effectively process the cases in a
timely manner.

C. Division staff maintained a database system to track the current status of all
cases, thereby increasing efficiency in monitoring cases. In addition, Division
staff continued to maintain electronic logs to track dates for mailing of Preliminary
Notice Letters, scheduling of Informal Conferences, mailing and receiving of
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Agreed Board Orders, and other due dates previously recorded on paper to

enhance accessibility by all Division staff and improve more efficient and
immediate information sharing.

TSBP entered a total of 19 Remedial Plans in FY2016, as reflected in the chart
below.

Remedial Plans Pharmacists Pharmacies Total
FY14 1 0 1
FY15 28 1 29
FY16 19 0 19
TOTAL 48 1 49

TSBP entered a total of 600 disciplinary orders and one non-disciplinary Show
Cause Order in FY2016, as reflected in the charts below.

Summary | SOAH | Default | ABOs Total
Type of Order | Suspension | Board | Board | Entered é\uBtﬁ)li Corﬁ‘ince):rSwtial Number of
S Orders | Orders | by ED Orders
Pharmacists
and 5 5 3 60 218 38 329
Pharmacies
Pharmacy 4+ 3 52 138 75 0 273
Technicians
Total 8 8 55 198 293 38 601

* One Show Cause Order entered

The Division staff prepared for the presentation of Agreed Board Orders,

Board Orders, and Remedial Plans for approval at the four regularly-scheduled

Board meetings throughout the year. The presentation of proposed disciplinary
actions to the Board at Board meetings involves creating an electronic summary
chart along with the orders linked to the chart.

Information regarding the disciplinary cases entered in FY2016 is set forth
in the following charts:
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SANCTIONS IMPOSED BY THE ENTRY OF DISCIPLINARY ORDERS ON
PHARMACISTS, PHARMACIES, INTERNS, AND
APPLICANTS FOR LICENSURE AND INTERN REGISTRATIONS (FY2016)

Pharmacist Pharmacy Total
Licenses Removed 17 (5%)
Revoke 7 7 14
Retire 3 0 3
Suspensions 65 (20%)
Suspension 10 3 13
Suspension w/Conditions 4 0 4
Suspension w/ Fine 0 0 0
Suspension/Fine/Conditions 0 0 0
Probation 2 6 8
Probation w/Conditions 11 5 16
Probation/Fine 3 3 6
Probation/Fine/Conditions 4 14 18
Restricted 6 (2%) 6 0 6
Other 183 (56%)
Fine 49 29 78
Fine with Conditions 1 27 28
Fine and Reprimand 4 3 7
Fine, Reprimand with Conditions 10 25 35
Reprimand with Conditions 6 12 18
Reprimand 4 13 17
Require MHP Evaluation 0 0 0
Issuance License/Regist. 38 (12%)
Grant with Suspension 0 0 0
Grant with Restrictions 0 0 0
Grant with Probation 3 1 4
Grant with Probation and Fine 0 0 0
Grant with Probation/Fine/Conditions 0 0 0
Grant with Probation and Conditions 2 0 2
Grant with Reprimand and Fine 1 1 2
Grant with Fine 7 13 20
Grant with Fine/Conditions 0 0 0
Grant with Reprimand 5 5 10
Reinstatements 8 (2%)
Grant 0 0
Grant with Probation/Conditions 8 0 8
Deny 0 0 0
Modifications 12 (4%)
Grant 10 2 12
Deny 0 0 0
TOTAL FY16: 329 (100%) 160 169 329
FY16 Orders Entered Against Pharmacist Licenses 160 49%
FY16 Orders Entered Against Pharmacy Licenses 169 51%

FY16 Total Disciplinary Orders on Pharmacist/Pharmacy 329 100%
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DISCIPLINARY ORDERS ON PHARMACISTS, INTERNS, AND
APPLICANTS FOR LICENSURE AND INTERN REGISTRATIONS (FY2016)
NATURE OF VIOLATIONS*

RPh Phcy Total Total %

Diversion 9 3 12 4%
lllegal Delivery 0 0 0
lllegal Possession of Rx Drugs 0 0 0
Unauthorized Dispensing 2 0 2
Theft 4 0 4
Obtained C/S by Fraud 0 0 0
No Valid Dr-Pt Relationship 3 3 6
Convictions/Defer Adj 7 3 10 3%
Felony 2 1 3
Misdemeanor 2 1 3
Deferred Adjudication, Felony 3 1 4
Deferred Adjudication, Misdemeanor 0 0 0
Alcohol-Related 0 0 0
Audit Discrepancies 5 8 13 4%
Drug 4 8 12
Continuing Education 1 0 1
Practice Deficiencies 58 87 145 44%
Dispensing Errors 15 28 43
Dispensing Errors & No Counsel

and/or No Drug Regimen Review 13 26 39
No Counsel and/or DRR 15 17 32
Compounding Sterile without Class S 14 12 26
Shipping Rx to Other States w/o License 1 4 5
Unprofessional Conduct 51 60 111 34%
Aiding and Abetting 2 2 4
Allow Tech to Work without an Active

Registration 11 12 23
Falsified Application for Licensure 9 14 23
Sterile Compounding w/o Proper Training 0 0 0
Impairment 3 0 3
Action by TSBP or Other Boards 16 28 44
Non-Compliance with Previously

Entered Order 6 0 6
Non-Compliance with PRN Program 1 0 1
Violation of Board Rules 3 4 7
Other
Modification 11 2 13 4%
Reinstatement 8 0 8 2%
Request for Revocation/Retirement/Restrict 9 3 12 4%
Temporary Suspension Orders 2 3 5 2%
Other 0 0 0 N/A
TOTAL FY16: 160 169 329 100%

*  Board Orders/Agreed Board Orders may contain more than one type of violation.
However, for purposes of this list, only one type of violation has been identified.
The identified violation was selected as the primary violation.
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SANCTIONS IMPOSED BY THE ENTRY OF DISCIPLINARY ORDERS ON
PHARMACY TECHNICIANS, TECHNICIAN TRAINEES, AND
APPLICANTS FOR TECHNICIAN/TRAINEE REGISTRATIONS (FY2016)

Total Percent

Registration Removed 73 (27%)
Revoke 71
Retire

N

Suspensions 62 (23%)
Suspension
Suspension, followed by Probation
Suspension w/Conditions
Suspension w/Conditions, followed by Probation
Suspension/Fine
Suspension/Fine w/Conditions, followed by Probation
Probation
Probation with Conditions
Probation/Fine
Probation/Fine with Conditions

[

N
ONPAPFPONOUUIMO

o
o

Restricted (N/A)

Other 48 (18%)
Fine
Fine with Conditions
Fine/Reprimand
Fine/Reprimand with Conditions
Reprimand 1
Reprimand with Conditions

w
N

oONO wrR

Issuance Registration 88 (32%)
Grant with Suspension 2
Grant with Suspension/Fine 0
Grant with Probation 13
Grant with Probation/Conditions 11
Grant with Probation/Conditions and Fine 0
Grant with Probation and Fine 5
Grant with Fine 22
Grant with Fine and Reprimand 10
Grant with Reprimand 25
Deny 0

Reinstatements 0 (N/A)
Grant with Suspension, followed by Prob/Cond
Grant with Probation/Conditions
Grant with w/Conditions and Reprimand
Grant with Fine

cNeoNoNe)

o
o

Modifications (N/A)

TOTAL FY16: 271 (100%)
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DISCIPLINARY ORDERS ON PHARMACY TECHNICIANS, TECHNICIAN TRAINEES,
AND APPLICANTS FOR TECHNICIAN/TRAINEE REGISTRATIONS (FY2016)
NATURE OF VIOLATIONS

Total Percent
Diversion 13 (5%)
Theft 11
Forged Rx 2
lllegal Delivery 0
Convictions/Deferred Adjudications 150 (55%)
Felony 12
with Falsified Application 4
Misdemeanor 25
with Falsified Application 7
Deferred Adjudication/Felony 32
with Falsified Application 4
Deferred Adjudication/Misdemeanor 50
with Falsified Application 7
Alcohol-Related (e.g., DWI) 9
with Falsified Application 0
Impairment 7 (3%)
Drug or Alcohol Dependency 0
with Falsified Application 0
Probable Cause 7
Falsified Applications * 17 (6%)
Other Violations 34 (13%)
Gross Immorality 0
Non-Compliance w/Previously Entered Order 14
Performed Tech Duties w/Delinquent Registration 2
Performed Pharmacist Duties 6
Performed Tech Duties without Registration 10
Action by TSBP or Other Board 1
Negligence 0
CE Shortage 1
Request for Revocation/Retirement 47 (17%)
Reinstatement 0 (N/A)
Modify 0 (N/A)
Temporary Suspension Orders 3 (1%)
TOTAL FY16: 271 (100%)

* Does not include the 22 falsified applications described above.
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2. Toreview all cases referred to the Division for potential disciplinary action; and if
sufficient evidence exists to warrant action, to institute disciplinary proceedings
against licensees within an average of 150 days of the date of the receipt of the case,
in accordance with priorities established for the Enforcement Division, throughout
FY2016.

Status: ACCOMPLISHED
Comment:  This objective was accomplished through the following activities:

A. During FY2016, Division staff reviewed numerous cases prior to referral for
disciplinary action to determine whether sufficient evidence existed to warrant
prosecution.

B. During FY2016, Division staff received 680 cases, which was an increase from
the 640 cases received in FY2015, and resolved 642 cases, which was a slight
decrease from the 674 cases resolved during FY2015.

C. Division staff mailed 728 Preliminary Notice Letters (PNLs) in FY2016, in
accordance with the priorities established for the Division, which was significantly
more than in FY2015, when the Division mailed 660 PNLs. Of these PNLs, 436
PNLs were mailed to pharmacists and pharmacies, and 292 PNLs were mailed to
pharmacy technicians and pharmacy technician trainees.

D. The number of days to mail PNLs after the case review date in FY2016 was 55
days which is a slight decrease from the FY2015 number of 56 days due to
increased efficiencies achieved by scheduling the maximum number of cases per
informal conference day. The number of days for PNLs to be sent to
pharmacists and pharmacies averaged 78 days which is a slight increase from
76 days in FY2015. PNLs to pharmacy technicians were sent in an average of
34 days from receipt of the case, which is a slight decrease from 35 days in
FY2015.

E. Total resolution time for cases in FY2016 was 135 days from receipt of the case
in the Legal Division to the disposition of the case in the Legal Division, which is
a decrease from 149 days in FY2015. Case resolution for pharmacists and
pharmacies averaged 172 days which is a decrease from182 days in FY2015.
Case resolution for pharmacy technicians averaged 98 days which is a decrease
from 115 days in FY2015.

F. The Division filed petitions to conduct a Temporary Suspension hearing for nine
cases involving a total of 14 respondents comprised of seven pharmacists and
pharmacies and seven technician and technician trainees. (One pharmacy was
involved in two hearings.) Eight temporary suspension petitions were granted,
and four were denied. Following the temporary suspensions, the cases were
referred for hearing at the State Office of Administrative Hearing for disciplinary
actions against the licenses. Three respondents Petitions for Temporary
Suspension were filed and subsequently resolved prior to the Temporary
Suspension Hearing with Voluntary Revocation Orders. In addition, Division staff
filed two Requests for Show Cause Orders involving one pharmacist and one
technician. After a hearing, one order was entered that granted the request and
one request was denied.




LEGAL DIVISION

3. To plan and conduct a minimum of 24 days of informal conference sessions in
FY2016 to adjudicate violators of pharmacy laws/rules.

Status:

Comment:

ACCOMPLISHED

During FY2016, the Division prepared for and conducted 30.5 days of Informal
Conferences for 413 licensees/registrants and applicants, as indicated in the
following charts. The number of licensees/registrants and applicants increased
in FY2016, from 399 licensees/registrants and applicants in FY2015.

Informal Conferences for Pharmacies and Pharmacists

# of

Dates of Informal # of # of # of # of Licensees
Conferences Days Phy/RPh Techs Cases Dismissed
Licensees
September 1-2, 2015 2 24 3 15
October 6-7, 2015 2 22 18
October 22, 2015 0.5 6 3
December 1-2, 2015 2 21 3 14 3
January 5-6, 2016 2 19 16 2
January 21, 2016 0.5 2 2
March 8-10, 2016 3 33 1 22 1
April 12-14, 2016 3 24 20
April 21, 2016 0.5 1 1
May 31-June 2, 2016 3 26 18 2
June 12-14, 2016 * 3 33 28 4
July 21, 2016 0.5 8 5 1
TOTAL 22 219 7 162 13

* 1 Respondent did not appear, application withdrawn

Informal Conferences for Technicians/Technician Trainees

Dates of Informal # of # of Cases | Applicants | Registrants | No-shows | Defaults
Conferences Days

September 24, 2015 1 23 8 15 15 10
October 22, 2015 1 20 9 11 4 3
November 12, 2015 0.5 14 7 7 7 4
January 21, 2016 1 21 10 11 12 6
February 18, 2016 1 19 6 13 12 9
March 24, 2016 1 22 9 13 11 8
April 21, 2016 0.5 14 8 6 10 3
May 19, 2016 0.5 16 7 9 5 3
July 21, 2016 1 22 9 13 15 9
August 30, 2016 1 23 14 9 13 8
TOTAL 8.5 194 87 107 104 63

Division staff used electronic notebooks for all informal conferences, thus allowing
the informal conference panel to access the allegations and evidence on computer
laptops and reducing copying cost and staff time to prepare informal conference
notebooks. Division staff also prepared this information in advance to allow the
Board members additional time to review the cases prior to informal conference.




LEGAL DIVISION

4, To refer disciplinary cases to the State Office of Administrative Hearings (SOAH)
throughout FY2016, and file a complaint with SOAH within an average of 180 days
of the date that the agency determines the case cannot be settled with an Agreed
Board Order.

Status:

Comment:

A.

ACCOMPLISHED
This objective was accomplished through the following activities:

At the onset of FY2016, seven respondent cases were ongoing following the
filing of a complaint at the State Office of Administrative Hearings in FY2015 and
pending a resolution. The Division filed formal complaints at SOAH, within an
average of 180 days from the date the case failed to settle with an Agreed Board
Order, for 10 additional respondent cases in FY2016.

Nine respondent cases were resolved prior to a full contested administrative
hearing being conducted at SOAH. Of these cases, one respondent case was
resolved through the SOAH mediation process. The remaining cases were
resolved otherwise, including through negotiations. This resolution was
beneficial in saving the agency both considerable time and effort in the
alternative of preparing for and presenting a full contested case hearing.
However, considerable preparation was required for several of the cases
because they were not resolved until shortly before the scheduled hearing date.

Administrative hearings were conducted against 10 respondents in FY2016.
Proposals for Decision (PFD) were issued by the Administrative Law Judges
against eight respondents during FY2016. Five respondent cases were pending
a hearing at the end of FY2016.

SOAH performed 270 hours of work on 18 cases for the TSBP in FY2016,
totaling approximately $13,330.23, in direct hearings expenses and $36,699.11,
in total case expenses. These SOAH hours are an increase from FY2015 which
had 169.25 hours of work on 12 cases.

5. To research legal issues and provide legal services and advice to the Board and
agency staff; to provide legal services to the Enforcement and Administrative
Services and Licensing Divisions regarding interpretation of the laws and rules
and to the Division of Professional Services in the development of agency rules
and public dissemination of information.

Status:

Comment:

A.

ACCOMPLISHED
This objective was accomplished through the following activities:
Legal Research and Advice on Agency Administration

(1) General Counsel continued to work to develop efficient procedures for
Board member access to case information prior to informal conferences.

(2) General Counsel served as Fraud Coordinator for the agency.




3)

(4)

()

(6)

(7)

(8)

(9)

LEGAL DIVISION

General Counsel participated in meetings regarding Risk Assessment
and provided recommendations in the development of the agency’s Risk
Management plan.

General Counsel and Division staff provided legal advice and consultation
on numerous personnel issues during FY2016, including:

(a) assisted with issues in various hiring/disciplinary processes and
complaints against agency employees;

(b) advised regarding FMLA leave issues and sick leave pool
requests;

(© provided legal advice regarding outside employment for agency
staff;

(d) developed and/or reviewed performance plans and/or probation;
(e) interviewed applicants for new positions;
() assisted with resolution of complaints against agency employees;

(9) developed and/or reviewed policy changes for TSBP Employee
Handbook for distribution at the December 2015 general staff
meeting; and

(h) attended presentations and webinars to keep apprised of current
trends in labor and employment law, including multiple Austin
Labor and Employment Law Update events and an OSHA
Forecast webinar.

General Counsel served as the agency’s Ethics Advisor and continued to
assist Board Members and staff with legal and ethical issues.

General Counsel consulted with other Division Directors regarding the
evaluation of results of the Survey of Employee Engagement completed
by agency staff.

General Counsel assisted in the review and preparation of minutes of four
regularly-scheduled Board meetings.

General Counsel reviewed the contract proposals and participated in the
bid proposal process for the transfer of the Prescription Monitoring
Program by the TSBP.

General Counsel consulted with the Executive Director and the other
Division Directors regarding the development and implementation of a
policy for the presence of guns at Board Meetings, Informal Conferences,
and other TSBP events in light of the open-carry legislation passed during
the 84th Texas Legislature.




(10)

(11)

(12)

(13)

LEGAL DIVISION

General Counsel and Division staff cooperated with the staff of the
Sunset Advisory Commission throughout the Sunset review process.
General Counsel assisted the Executive Director and other Division
Directors and agency staff in drafting and reviewing the TSBP’s Self-
Evaluation Report, and supplying requested information and documents.
General Counsel also constructively participated in meetings and
legislative hearings.

General Counsel consulted with the Executive Director and other Division
Directors and agency staff to facilitate planning for the move of the TSBP
offices to the 5th floor of the William Hobby Building.

General Counsel consulted with the Executive Director and other Division
Directors and agency staff regarding upgrades to Versa.

General Counsel consulted with the Executive Director and other Division
Directors and agency staff regarding an audit by the FBI conducted in
April 2016, to ensure compliance with CJIS Security Policy.

Technical Assistance to Enforcement Activities

(1)

(2)

3)

(4)

(5)

(6)

(7)

Division staff researched numerous issues, including the determination of
crimes of moral turpitude, various forms of disposition for criminal cases
and applicability of actions taken in other jurisdictions, whether
prescription hardcopies are medical records, and revocation based on
incarceration versus imprisonment.

General Counsel attended meetings, as requested, to provide legal
guidance on inspection and investigative issues.

Division staff drafted numerous subpoenas and voluntary revocation
orders to assist with the investigative work of the TSBP investigators.

Division staff handled legal questions from all staff regarding a myriad of
issues.

General Counsel and Division staff reviewed complaint files for
pharmacists and pharmacies and provided guidance regarding the
identification of violations and the resolution of the cases. In addition,
General Counsel and Division staff reviewed complaint files on pharmacy
technicians to determine type of violation and appropriate action, as
previously determined by the Board.

General Counsel and Division staff made presentations at all Board
meetings held in FY2016. Presentations included information about
proposed Agreed Board Orders and proposed Board Orders following
SOAH proceedings.

General Counsel participated in meetings to discuss appropriate action
regarding questions/issues raised by licensees.




(8)

(9)

(10)

(11)

(12)

(13)

(14)

(15)

(16)

(17)
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Division staff informed the Enforcement staff of disciplinary actions to be
taken by the Board prior to entry of the orders, to ensure the correct
information is immediately available on the computer system.

Division staff assisted the Enforcement Division with issues involving the
monitoring of impaired pharmacists, including legal consultation on
handling of positive drug screens and interfacing with the Professional
Recovery Network program.

Division staff drafted ineligibility issues for pharmacist applicants who did
not qualify for licensure under the Texas Pharmacy Act.

Division staff redacted files to comply with orders of expunction and of
non-disclosure regarding criminal offenses.

Division staff assisted Compliance staff with questions during inspections
and regarding follow-up issues.

General Counsel consulted with the Director of the Professional Recovery
Network regarding diagnoses for misdemeanor offenses, and on the
development of a chart outlining the disciplinary implications for certain
findings by Mental Health Professionals.

General Counsel reviewed the contract proposals and participated in the
bid proposal process for providers of drug screening services.

General Counsel consulted with the Enforcement Division on policies and
procedures for the use of body-worn cameras by investigators in the field.

Division staff aided in revising standard requirements for information
letters used to obtain criminal history record information from police
departments.

General Counsel consulted with the Enforcement Division regarding
procedures for identifying pharmacy personnel during field investigations.

Legal Services for Professional Services

(1)

(2)

Division staff researched numerous issues, including whether an
automated prescription drug pickup kiosk requires a separate DEA
registration.

General Counsel assisted the Division of Professional Services in the
review/drafting of proposed rules and preambles for rules, and the review
of rule submissions to the Texas Register for all rules either proposed or
adopted during FY2016. See Ongoing Objectives numbers 1 and 2 in the
annual report of the Professional Services Division for a summary of
specific rule proposals and submissions.




(3)

(4)

()
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General Counsel assisted the Division of Professional Services with
requests for public information in clarifying requests and requesting
assistance from the OAG.

General Counsel assisted with the continued implementation of the
agency’s social media presence (e.g., Facebook, Twitter, Mail Chimp).

General Counsel participated in the implementation of the transition of the
Prescription Monitoring Program from the Texas Department of Public
Safety to the TSBP. General Counsel reviewed the contract proposals
and participated in the bid proposal process, participated in weekly status
meetings, accompanied the Director of Professional Services to local
pharmacies to discuss the Program, attended demos and trainings by the
program administrator, and aided in facilitating the ordering of new
prescription pads. General Counsel also attended regular meetings
regarding Interconnect.

Legal Services for Licensing

(1)

(2)

(3)

(4)

()

(6)

Division staff assisted with recommendations on eligibility for licensure
and registration, verified accuracy of warning letters, and handled cases
through the legal process.

General Counsel reviewed requests for accommodation under the
Americans with Disabilities Act for legal compliance.

General Counsel was consulted on issues concerning licensing of
pharmacists and pharmacies and regarding application forms.

Division staff consulted with the Division Director regarding state bar
licensing and fees as compared to the TSBP.

General Counsel advised the Division Director and Licensing staff on
numerous questions regarding pharmacy classifications.

General Counsel advised the Division Director and Licensing staff on
guestions regarding fingerprint-based criminal background checks.

Other Legal Services regarding Pharmacy Issues

(1)

(2)

General Counsel participated in meetings and teleconferences regarding
any pending pharmacy issues as required, such as compounding
stakeholder questions and concerns, the new requirement that Class E
pharmacies have a Texas licensed Pharmacist-in-Charge, pharmacy
classifications, utilization of the Prescription Monitoring Program, and
issues regarding telemedicine in light of recent court decisions.

General Counsel participated in the writing of questions and the review of
the question pool for the Multistate Jurisprudence Examination to ensure
the validity of the questions in the pool.
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(©)) General Counsel participated in teleconference meetings of committees
to review requests for pilot projects and assisted with development of
rules on related issues.

(4) General Counsel participated in and provided legal analysis for all task
force meetings, including the ASC/Class F task force.

6. To review and monitor the Texas Register for Attorney General opinions; to draft

requests for Attorney General Opinions throughout FY2016; to serve as liaison for
the Board to the Office of the Attorney General (OAG); to monitor and assist with
appeals, injunctions, or civil litigation handled by the OAG against pharmacists or
non-pharmacists

Status: ACCOMPLISHED
Comment:  This objective was accomplished through the following activities:

A. Division staff reviewed new opinions of the Office of the Attorney General for
applicability to TSBP and disseminated any relevant material to appropriate
agency personnel.

B. Liaison with the Office of Attorney General
(2) Division staff continued to serve as liaison with the OAG throughout

FY2016. Ted Ross and John Langley served as the Assistant Attorneys
General assigned to TSBP from the OAG Administrative Law Division.
(2) Appeals; Injunctions; Civil Litigation
@) General Counsel coordinated representation regarding appeal of
Board Order on an impaired pharmacist suspended in conjunction
with an order in another state at the Texas Supreme Court.
(b) General Counsel coordinated representation with OAG attorney
regarding an ongoing action filed by a pharmacist in Federal
District Court seeking injunctive relief.
3) Requests for AG Opinions
Division staff drafted requests for open records decisions for filing with the
OAG.
(4) General Assistance
General Counsel answered questions from OAG attorneys regarding
various pharmacy and/or agency issues.
7. To provide guidance and advise with open records requests throughout FY2016,

in accordance with the procedures set forth in the Texas Public Information Act.

Status:

ACCOMPLISHED




Comment:

A.

LEGAL DIVISION
This objective was accomplished through the following activities:

General Counsel reviewed written responses to open records requests, prepared
by the Professional Services Division, for legal compliance with the Public
Information Act in FY2016. In addition, the General Counsel assisted with
clarifying certain open records requests requiring telephonic clarification, when
legal issues were involved.

General Counsel attended presentations regarding current public information
topics.

Division staff handled requests for open records decisions for those open records
requests that related to confidential information requiring a ruling from the OAG.

Division staff consulted with the Director of the Professional Services Division
regarding whether dates of birth should be verified for staffing agencies in light of
the OAG’s new interpretation under common law privacy.

Division staff provided training to other Division Directors and agency staff
regarding the implications of the Public Information Act on personnel files kept by
the TSBP.

8. To provide verbal and written information to Board staff and customers, including
responses to surveys and guestionnaires, as needed and required throughout
FY2016; to provide legal assistance and maintain liaison with appropriate local,
state, and federal prosecutors, legal divisions, and enforcement agencies involved
in the investigation or prosecution of Board licensees, in conjunction with the
Enforcement Division, throughout FY2016.

Status:

Comment:

A.

ACCOMPLISHED

This objective was accomplished through the following activities:

Surveys/Questionnaires and Other Correspondence

General Counsel and/or Division staff responded to following surveys:

(2) Annual survey from the State Office of Administrative Hearings; and

2) Client survey from the OAG.

Technical Assistance to Other Agencies and Organizations

(2) General Counsel and Division staff consulted with the Director of the
Professional Recovery Network to discuss the handling of cases involving

impaired pharmacists.

(2) Division staff attended Public Service Career Day at the University of
Texas School of Law.

3) General Counsel participated in meetings and other communications with
the FDA regarding compounding of sterile products.
















LEGAL DIVISION

G. Division staff updated automatically generated letterhead which resulted in
significantly reduced printing costs.

H. General Counsel and Division staff provided ongoing analysis and preparation of
pill mill cases for presentation to pharmacist experts for expert opinions on
whether to proceed with disciplinary action.

l. Division staff developed standard Agreed Board Order guidance paragraphs.
Division staff also updated the Preliminary Notice Letter standard paragraphs to
reflect updates to language routinely used and to accommodate changes in laws
and rules.

J. Division staff researched numerous topics, including whether a case for
substantial evidence review may be remanded to the TSBP for reconsideration of
the sanction only, and applicable procedure at SOAH, and State and Federal
courts.

K. Texas Pharmacy Act

General Counsel submitted changes to the Pharmacy Act for approval by the
TSBP regarding disciplinary and legal proceedings for the legislative session.

L. Board Rules

D General Counsel drafted rule changes to disciplinary guidelines and
disciplinary sanctions for all licensees and for professional responsibility,
and reviewed and recommended modifications for rules changes
presented to the Board.

2) General Counsel and Division staff reviewed rule changes throughout the
fiscal year.

13. To prepare and submit a report on the accomplishment of Division objectives, for
incorporation into the agency’s FY2015 Annual Report and submit to the
Executive Director by the due date.

Status: ACCOMPLISHED
Comment:  The Division’s first draft of the FY2015 Annual Report was submitted to the

Executive Director by the due date. The final draft of the report was submitted to
the Board at the May 2016 Board meeting.
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