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Compounding Pharmacies 

Compounding is a practice in which a licensed 
pharmacist, a licensed physician, or in the case 
of an outsourcing facility, a person under the 
supervision of a licensed pharmacist, combines, 
mixes, or alters ingredients of a drug to create 
a medication tailored to the needs of an 
individual patient. There are two types of 
compounding pharmacies: pharmacies that 
compound sterile preparations and pharmacies 
that compound only preparations that do not 
require sterility. Sterile compounding 
techniques are used for medications such as 
injections and eye drops that could cause 
illness or infection if contaminated.   

Sources: U.S. Food and Drug Administration 
Web site and the Board.  

 

Overall Conclusion 

The Board of Pharmacy (Board) has designed 
and implemented inspection processes to help 
ensure that it conducts inspections of 
compounding pharmacies in accordance with 
applicable statutes and administrative rules. In 
addition, the Board ensures that its inspectors 
substantially follow those processes.  

However, the Board should fully implement and 
document those processes and improve its 
monitoring of contractors that conduct 
inspections of out-of-state compounding 
pharmacies.  

As of February 28, 2015, 7,899 pharmacy 
facilities were licensed by the state of Texas, and 
934 of those were licensed as pharmacies that 
compound sterile preparations. While there is no 
separate license designation for pharmacies that 
compound only preparations that do not require 
sterility, 2,925 pharmacies self-reported that 
they were that type of pharmacy (see text box 
for more information about compounding 
pharmacies).   

The Board has an adequate process for inspecting pharmacies that compound 
sterile preparations within required time frames; however, it should document 
that process.   

As of December 10, 2013, the Texas Occupations Code and the Texas 
Administrative Code required the Board to inspect pharmacies that compound 
sterile preparations prior to initial licensure and upon license renewal if an 
inspection had not been conducted within the renewal period, which is usually two 
years. The Board has developed adequate processes to monitor the timeliness of 
inspections for new licenses and license renewals for pharmacies that compound 
sterile preparations, and it has generally inspected pharmacies that compound 
sterile preparations within the required time frames.  However, the Board has not 
documented its processes for ensuring that pharmacies that compound sterile 
preparations are inspected within the required time frames.    

Background Information 

Through its Enforcement Division, the Board of 
Pharmacy (Board) is responsible for conducting 
inspections of pharmacies for compliance with 
laws and rules.  The Board has 12 inspector 
positions to inspect pharmacies across 9 regions 
of the state (see Appendix 3).  

The Board licenses 11 types of pharmacy 
facilities, 3 of which are designated for 
compounding sterile products (see Appendix 2).   

Source: The Board.  
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The Board has not established formal goals for the frequency of inspections of 
pharmacies that compound only preparations not requiring sterility, and it has 
not developed an adequate process to ensure that it meets its goals for 
inspecting those pharmacies. 

In addition to inspecting sterile compounding pharmacies, the Board also conducts 
inspections of pharmacies that compound only preparations not requiring sterility.  
Unlike for pharmacies that have a license for compounding sterile components, 
there are no statutory requirements, administrative rules, or formal Board policies 
that specify how often other compounding pharmacies must be inspected.  The 
Board has set an informal, internal goal of inspecting pharmacies that compound 
preparations not requiring sterility once every three years; however, it has not met 
that goal.  As of March 6, 2015, the Board had inspected 1,864 (64 percent) of the 
2,925 reported pharmacies that compound preparations not requiring sterility 
within the previous three years, and it had inspected 2,265 (77 percent) within the 
previous 5 years.     

The Board has documented processes and forms to help ensure that inspections 
address all significant federal and state standards; however, the Board has not 
fully implemented those processes. 

The Board’s documented policies and procedures for inspections of compounding 
pharmacies address all significant requirements in federal standards, state 
statutes, and the Texas Administrative Code.  Inspectors consistently used 
standard forms the Board developed while conducting inspections of compounding 
pharmacies.  However, the Board does not require inspectors to complete and 
submit a separate inspection form that it developed that is specific to inspections 
of pharmacies that compound sterile preparations.  Without requiring inspectors to 
document inspections on that form, the Board lacks assurance that its inspectors 
address all required areas during inspections of pharmacies that compound sterile 
preparations.    

The Board has a documented process to monitor violations and track corrective 
action plans, and it should report violations to the U.S. Department of Health 
and Human Services after a reporting mechanism is established. 

The Board has a documented process to monitor violations identified during 
inspections of compounding pharmacies. The inspector initially classifies violations 
using three categories: needs improvement, warning notice, and refer to legal. 
The Board is also required to report violations identified during those inspections 
to the U.S. Secretary of Health and Human Services. However, the U.S. 
Department of Health and Human Services has not yet implemented a reporting 
process. 
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The Board has a process to help ensure that inspections of out-of-state 
pharmacies that compound sterile preparations are completed within required 
time frames; however, it should improve its monitoring of the vendors that 
conduct those inspections.  

The Board contracts with three vendors to inspect pharmacies that compound 
sterile preparations outside of Texas.  As of February 28, 2015, 164 pharmacies 
compounded sterile preparations outside of Texas and were licensed through the 
Board.  The Board implemented a monthly reporting process outlined in the 
contracts with its vendors to monitor the vendors’ inspection performance, but it 
did not consistently follow that process. 

The Board has controls to help ensure that its inspection data is reliable; 
however, it should strengthen its data entry reviews and restrict the use of 
generic user accounts. 

The Board has information technology controls to help ensure that inspection data 
in its licensing and inspection system, Versa, is reliable.  However, its reviews of 
inspection data entered into Versa are informal and not documented.  The Board 
also should restrict the use of generic user accounts and either assign each user an 
individual account or limit the access of all generic user accounts to read-only. 

Auditors communicated other, less significant issues related to the Board’s 
inspection processes to Board management separately in writing. 

Summary of Management’s Response 

The Board agreed with the recommendations in this report.  The Board’s detailed 
management responses are presented immediately following each set of 
recommendations in the Detailed Results section of this report. 

Summary of Information Technology Review 

Auditors reviewed controls related to the Board’s licensing and inspection system, 
Versa. That work included reviewing user access and password requirements and 
conducting tests to determine data completeness. The Board has adequate controls 
over its information technology system to help ensure that its inspection and 
licensing data is reliable.  
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Summary of Objective, Scope, and Methodology 

The objective of this audit was to determine whether the Board has designed and 
implemented effective processes and related controls to help ensure that it 
conducts inspections of compounding pharmacies in accordance with applicable 
state and federal statutes, administrative rules, and Board policies and 
procedures.  

The scope of this audit covered the time period from September 1, 2009, through 
February 28, 2015, and included inspections of compounding pharmacies in Texas, 
and inspections of compounding pharmacies outside of Texas that ship medications 
requiring sterile preparation into Texas.  

The audit methodology included gaining an understanding of and evaluating 
controls over the Board’s inspection process for compounding pharmacies, 
including the qualifications and monitoring of inspection staff and vendors, the 
documentation of inspection results, the follow-up the Board performs when 
violations are identified, and the maintenance of accurate data in the Board’s 
information system.  Auditors interviewed Board personnel, attended Board 
meetings, observed inspections, analyzed data, performed testing, and evaluated 
the results. 

Auditors assessed the reliability of the data used for purposes of this audit by (1) 
determining population completeness and reasonableness; (2) reviewing queries 
used to generate data; (3) interviewing Board employees and information 
technology administrators knowledgeable about the data and systems; and (4) 
reviewing source documentation for inspection data. Auditors determined that the 
pharmacy inspection and licensing data was sufficiently reliable for the purposes of 
this audit. 
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Types of Pharmacy Licenses 

The Board currently licenses 11 types of 
pharmacy facilities, 3 of which are 
designated for pharmacies involved in 
compounding sterile preparations.  
Community, institutional, and out-of-state 
pharmacies engaged in the compounding of 
sterile preparations are required to obtain 
the appropriate license to dispense 
compounded sterile preparations in Texas.  
There is no license category specific to 
pharmacies that compound only 
components that are not required to be 
prepared under sterile conditions.  See 
Appendix 2 for the types of licenses and 
number of licensed pharmacies. 

Source: The Board.  

 

Detailed Results 

Chapter 1  

The Board Designed and Implemented Processes for Conducting 
Inspections of Compounding Pharmacies in Accordance With 
Applicable Statutes and Administrative Rules; However, It Should 
Fully Implement and Document Those Processes 

The Board of Pharmacy (Board) has processes to help ensure that it inspects 
pharmacies that compound sterile preparations within the required time 

frames; however, that process is not formally documented (see text 
box for information about license types).  In addition, the Board has 
not established formal goals for the frequency of inspections of 
pharmacies that compound only components that do not require 
sterile preparation, and it lacks a documented process for selecting 
those compounding pharmacies for inspection.   

While the Board has documented processes and forms to help 
ensure that inspections address all significant federal and state 
standards, it has not fully implemented those processes.  The Board 
also has a documented process to monitor violations and track the 
pharmacies’ corrective action plans. 

Chapter 1-A  

The Board Has an Adequate Process to Help Ensure That It 
Inspects Pharmacies That Compound Sterile Preparations Within 
Required Time Frames; However It Should Document That Process 

The Board has generally inspected pharmacies that compound sterile 
preparations within required time frames.  The Texas Occupations Code and 
the Texas Administrative Code require the Board to inspect pharmacies that 
compound sterile preparations prior to initial licensure and prior to license 
renewal, which usually occurs every two years. Those requirements became 
effective December 10, 2013.  As of February 28, 2015, the Board had 
licensed 934 pharmacies to compound sterile preparations, 164 of which were 
located outside of Texas.  Of the 770 licensed pharmacies compounding 
sterile preparations that are located in Texas, 541 renewed their licenses 
between December 10, 2013, and February 28, 2015.  The Board conducted 
inspections of 531 (98 percent) of those pharmacies as required.  (See Chapter 
2 for information about inspections of the out-of-state pharmacies that 
compound sterile preparations.)  

The Board has documented policies and procedures to help ensure that new 
pharmacies, including those that compound sterile preparations, are inspected 
prior to initial licensure.  Pharmacies that apply for a new license must submit 
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Outsourcing Facilities 

An “outsourcing facility” is a facility 
at one geographic location or 
address that (1) is engaged in the 
compounding of sterile drugs; (2) 
has elected to register as an 
outsourcing facility; and (3) 
complies with all of the 
requirements of Section 503(B) of 
the federal Food, Drug, and 
Cosmetic Act. 

Sources: Federal Food, Drug, and 
Cosmetic Act and U.S. Food and 
Drug Administration Web site. 

 

 

a preinspection checklist form as a part of their applications. After the Board 
receives that checklist form, it determines whether an applicant meets all 
preinspection criteria and, if so, it schedules an inspection within 30 days.  
Before the Board issues a pharmacy license, pharmacies must have a 
preinspection performed and, if applicable, must correct any deficiencies 
identified during the inspection.  

In addition, the Board has adequate processes to help ensure that pharmacies 
that compound sterile preparations and that are due for a license renewal are 
inspected within the required time frame; however, the Board has not 
documented those processes in its policies and procedures.  Significant steps 
in those processes include: 

 When a pharmacy that compounds sterile preparations submits an 
application for license renewal, the Board’s Licensing Division reviews 
the date of last inspection prior to renewing the license to ensure that the 
pharmacy was inspected within the pharmacy’s last renewal period.  

 The Board runs a monthly report that identifies the pharmacies that 
compound sterile preparations that are due for license renewal within the 
next six months.  The Board’s enforcement director then reviews that 
report to identify pharmacies that have not been inspected during the last 
renewal period.    

 The enforcement director then forwards the list of pharmacies that need 
inspection to the inspectors in each region.  Those inspectors then 
prioritize their inspection schedules to ensure that each compounding 
pharmacy on that list receives an inspection before its license expires.   

 The enforcement director verifies that inspectors complete the inspections 
as required.  The Board also requires inspectors from each region to 
submit weekly productivity reports, which Board staff review.    

In addition, the Board provided adequate oversight of the outsourcing 
facilities in Texas that compound sterile preparations in bulk to sell to 
other pharmacies (see text box for information on outsourcing 
facilities).  As of February 2015, there were four outsourcing facilities 
in Texas registered with the U.S. Food and Drug Administration 
(FDA) and licensed through the Board.  Rather than relying on FDA 
inspections of those facilities, the Board performs inspections of those 
facilities itself.  Between February 2011 and February 2015, the 
Board conducted a total of 13 inspections of those 4 outsourcing 
facilities.    
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Recommendation  

The Board should document its processes for ensuring that pharmacies that 
compound sterile preparations and request a license are inspected within 
required time frames. 

Management’s Response  

The Texas State Board of Pharmacy agrees with the recommendation and we 
are working on documenting the processes. We anticipate having this work 
completed by November 30, 2015. 

Person Responsible for Implementation: Director of Enforcement 

Deadline for completion: November 30, 2015 

 

Chapter 1-B  

The Board Has Not Established Formal Goals for the Frequency of 
Inspections of Pharmacies That Compound Only Preparations Not 
Requiring Sterility, and It Has Not Developed an Adequate Process 
to Ensure That It Meets Its Goals for Inspecting Those Pharmacies 

The Board does not have formal policies that establish the frequency of 
inspections of pharmacies that compound only preparations that do not require 
sterile components.  Unlike pharmacies that have a license for compounding 
sterile components, there are no statutory requirements or administrative rules 
that specify how often other compounding pharmacies must be inspected. 
However, according to the National State Auditors Association, it is a best 
practice for a regulatory agency, such as the Board, to establish a schedule for 
the periodic inspection of all regulated entities, which include all types of 
compounding pharmacies.  

While the Board has established an informal, internal goal of inspecting 
compounding pharmacies that do not require sterility at least once every three 
years, it has not met that goal.  As of March 6, 2015, 2,925 pharmacies self-
reported to the Board that they compounded only preparations that did not 
require sterile components.  The Board had inspected 1,864 (64 percent) of 
those 2,925 pharmacies within the previous 3 years, and it had inspected 2,265 
(77 percent) within the previous 5 years.  

In addition, the Board has not developed an adequate inspection selection 
process for pharmacies that compound only preparations not requiring sterility 
to help ensure that it meets its informal inspection goal.  As part of managing 
their regions, the Board’s inspectors are responsible for scheduling inspections 
of pharmacies that compound only preparations not requiring sterility. The 
Board provides inspectors with a region roster, which includes information 
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Inspector Qualifications 

The Board has established minimum requirements 
for its inspector positions, and all 11 inspectors the 
Board employed as of February 28, 2015, met all 
requirements.  The minimum requirements 
include: 

 Have a four-year college degree. 

 Have at least three years of work experience in 
a pharmacy. 

 Possess an active Texas license as a pharmacist 
or pharmacy technician. 

 Be commissioned as an officer of the U.S. Food 
and Drug Administration under the Federal Food, 
Drug, and Cosmetic Act.  

Source: The Board. 

related to each pharmacy located within that region.  Inspectors use that roster 
to plan which pharmacies they will inspect each week.  However, developing 
a process for selecting pharmacies that compound preparations not requiring 
sterility for inspection within a specified time frame could help the Board 
ensure that all types of compounding pharmacies are inspected on a periodic 
basis.   

The Board indicated that the growth in the total number of 
pharmacies in Texas, as well as turnover in its inspector 
positions, are the reasons it has not met its goal for 
inspecting pharmacies that compound only components that 
do not require sterile conditions at least once every three 
years. The Board experienced significant turnover in its 
inspector positions during fiscal year 2014, with 24.2 percent 
turnover in those positions (see text box for information 
about minimum qualifications for the Board’s inspector 
positions).  That turnover rate was higher than the Board’s 
overall turnover rate of 13.5 percent, and it was higher than 
the statewide turnover rate of 11.9 percent for inspectors at 
all state agencies during the same time period.  

Recommendations  

The Board should: 

 Establish and document a formal goal for the frequency of inspections of 
pharmacies that compound only preparations not requiring sterility based 
on available staff and resources. 

 Develop a process for selecting pharmacies that compound only 
preparations not requiring sterility for inspection to meet the established 
goal. 

Management’s Response  

We would like to clarify that there are two types of compounding, sterile and 
non-sterile compounding. Pharmacies licensed by the Board could be doing 
only sterile compounding, only non-sterile compounding, doing both sterile 
and non-sterile compounding, or not doing any compounding. 

 Establish and document a formal goal for the frequency of inspections of 
pharmacies that compound only preparations not requiring sterility based 
on available staff and resources. 

The Texas State Board of Pharmacy agrees with the recommendations to 
document a formal goal for the frequency of inspections of Pharmacies that 
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compound only non-sterile products. We have established the following goal 
for inspections of these types of pharmacies. Note: These goals are based on 
the assumption that field Compliance Officer and Compliance Inspector 
positions are fully staffed. If the agency experiences turnover in these 
positions, the goals may not be met. 

The goal for the inspections of pharmacies licensed by the Texas State Board 
of Pharmacy that are compounding only non-sterile products is to inspect 
these pharmacies at an interval that is between 3 and 4 years from the 
previous inspection.  

Person Responsible for Implementation: Director of Enforcement 

Deadline for Completion: September 1, 2015 

 Develop a process for selecting pharmacies that compound only 
preparations not requiring sterility for inspection to meet the established 
goal. 

The agency agrees with the recommendation and has established a process 
for selecting these pharmacies. The agency will generate a report that lists 
pharmacies that compound only non-sterile products that have not been 
inspected within the last 2 years on a quarterly basis. The inspectors will use 
this report to schedule their inspections.  

Person Responsible for Implementation: Director of Enforcement 

Deadline for Completion: September 1, 2015 
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State and Federal Regulations 

Significant state and federal standards include: 

 Compounding Quality Act, Federal Drug 
Quality and Security Act, Title 1, Section 105. 

 Texas Pharmacy Act (Texas Occupations Code, 
Chapters 551-569). 

 Title 22, Texas Administrative Code, Chapter 
291. 

 Texas Controlled Substances Act (Texas 
Health and Safety Code, Chapter 481). 

The Board uses the state and federal standards 
as a basis for its inspection forms. Pharmacies 
are evaluated in broad categories including:  

 Training requirements. 

 Quality control procedures. 

 Cleaning and disinfecting procedures. 

 Compounding procedures for hazardous 
preparations. 

Source: The Board. 

 

Chapter 1-C 

The Board Has Documented Processes and Forms to Help Ensure 
That Inspections Address All Significant Federal and State 
Standards; However, It Has Not Fully Implemented Those 
Processes 

The Board has developed processes and related controls for 
performing inspections of compounding pharmacies to help 
ensure that all significant requirements in federal standards, 
state statutes, and the Texas Administrative Code are 
addressed during the inspections (see text box for examples 
of related state and federal regulations).  In addition, the 
Board has documented those processes in its policies and 
procedures for each class of pharmacy license, which 
outline the standards specific to that license type.  The 
Board also has created standard forms for its inspectors to 
use during inspections of all pharmacies, including 
compounding pharmacies (see Appendix 4 for samples of 
the forms discussed below).  

The Board adequately ensured that its inspectors used the 
standard forms and followed its processes for performing 
inspections.  The Board was able to provide a hard-copy 
inspection report for all 121 inspections tested. For all 90 
applicable inspections, the inspector (1) completed the 

notice of inspection and warning notice forms and (2) signed the inspection 
form. In addition, the pharmacist in charge signed all 89 applicable inspection 
forms.  

Significant steps and forms used in the Board’s inspection processes include: 

 Pharmacies that apply for a new pharmacy license must complete and 
submit a preinspection form, which the Board validates and uses to 
determine whether the pharmacy is prepared for an onsite preinspection.  

 When inspectors arrive at a pharmacy, the inspector presents the notice of 
inspection to the pharmacist in charge, who signs the notice 
acknowledging the purpose of the inspection. 

 The inspector then proceeds to inspect the pharmacy using the guidelines 
in the Board’s documented policies and procedures.  That includes 
reviewing every item on the general inspection form. The general 
inspection form is used to indicate conditions identified during an 
inspection.  The inspector is required to submit the completed general 
inspection form to the Board. The Board consistently documented and 
maintained the results of inspections of compounding pharmacies on that 
general inspection form.  
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 For inspections of pharmacies that compound sterile preparations, the 
Board has developed an additional sterile inspection form that contains 
requirements specific to those types of pharmacies.  However, the Board 
does not require inspectors to document inspection results using that form.  
The hard-copy general inspection forms are currently in triplicate and are 
completed onsite by the inspector. Because the sterile inspection form is 
not currently available in triplicate, the Board has not fully implemented 
the use of that form. Without requiring inspectors to complete and submit 
the sterile inspection form, the Board lacks assurance that its inspectors 
addressed all required areas during inspections of pharmacies that 
compound sterile preparations.  

 Inspectors classify violations as needs improvement, warning notice, or 
refer to legal (see Chapter 1-D for descriptions of each type of violation). 
If a pharmacy is out of compliance with laws or Board rules during an 
inspection, the inspector presents the pharmacy with a warning notice 
upon completion of the inspection.  Warning notices for inspections of 
pharmacies that compound sterile preparations include, if applicable, 
references to violations of the requirements specific to compounding 
sterile preparations.  That provides the Board some assurance that the 
inspector assessed the pharmacy’s compliance with all requirements 
despite not completing the sterile inspection form. The most severe 
category of violations during an inspection result in a referral to legal, and 
disciplinary action may be taken against the pharmacy. 

 Inspectors may also request a sample of a compounded drug to send to a 
lab for testing under the authority of Texas Occupations Code, Sections 
556.051 and 556.053.  Those samples can be tested for several different 
elements, including sterility and potency.  

In addition to developing the standard inspection forms, the Board provides 
training to its inspectors to help ensure that inspectors have the required 
knowledge to conduct inspections.  Newly hired inspectors complete an 
extensive training program before they begin performing inspections 
independently. That training includes completing a 1-2 week orientation and 
shadowing an experienced inspector for approximately 12 weeks.  The Board 
also requires all inspectors to attend specialized training for conducting 
inspections of pharmacies that compound sterile preparations.   

Recommendation  

For inspections of pharmacies that compound sterile preparations, the Board 
should require inspectors to complete and submit the sterile inspection form 
that it developed, instead of submitting only the general inspection form. 
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Management’s Response 

The Texas State Board of Pharmacy agrees with the recommendation, 
however, the sterile inspection form is currently being field tested by the 
inspectors. This field-testing is an important part of the development of good 
inspection forms. During this testing process, changes are continually being 
made in the form as recommended by the inspectors. We anticipate that by the 
end of November 2015, we will have completed the testing and have the 
official triplicate inspection form printed and distributed to the inspectors for 
use in the field.  

Person Responsible for Implementation: Director of Enforcement 

Deadline for Completion: November 30, 2015 

 

Chapter 1-D  

The Board Has a Documented Process to Monitor Violations and 
Track Corrective Action Plans, and It Should Report Violations to 
the U.S. Department of Health and Human Services After That 
Agency Establishes a Reporting Mechanism 

The Board has a documented process to monitor violations identified during 
inspections of compounding pharmacies.  The Board is also required to report 
violations identified during those inspections to the U.S. Secretary of Health 
and Human Services. However, the U.S. Department of Health and Human 
Services has not yet implemented a reporting process.  

As discussed in Chapter 1-C, during an inspection of a compounding 
pharmacy, a Board inspector initially classifies violations into one of three 
categories: needs improvement, warning notice, or refer to legal. The Board’s 
policies provide guidance for inspectors on categorization of the violations. 
After the pharmacy has addressed all deficiencies identified during an 
inspection, the Board will close the inspection in Versa, the Board’s licensing 
and inspection system.    

Needs Improvement.  Needs improvement is the least severe category and 
includes isolated instances of relatively minor noncompliance. Pharmacies 
may not be required to submit a corrective action plan to the Board for 
violations in that category.  

Warning Notice.  A warning notice involves more significant noncompliance 
than the needs improvement category. On the warning notice form, the 
inspector must reference the law or Board rule that the pharmacy violated and 
provide a narrative explanation.  The Board requires corrective action plans 
from pharmacies for violations that result in a warning notice. The Board may 
conduct follow-up inspections based on the results of any corrective action 
plan that a pharmacy submits.  (See Appendix 4 for the template used to 
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Excerpt from the 
Compounding Quality Act 

In a manner specified by the Secretary 
of Health and Human Services (referred 
to as the “Secretary”), the Secretary 
shall receive submissions from State 
boards of pharmacy: 

(1) describing actions taken against 
compounding pharmacies; or 

(2) expressing concerns that a 
compounding pharmacy may be acting 
contrary to Section 503A of the Federal 
Food, Drug, and Cosmetic Act (Title 21 
United States Code, Chapter 353a). 

Source: Title 1, Drug Quality and 
Security Act, Section 105.  

 

document a warning notice.)  Auditors reviewed 35 inspections for which 
violations were noted during the inspection.  Of those 35 inspections, 16 
resulted in a warning notice that required a corrective action plan.  The Board 
received corrective action plans for all 16 inspections, and the Board 
appropriately closed those inspections in Versa.    

Refer to Legal.  Refer to legal is the most severe category of violations, and the 
Board has a documented process for managing those violations. A pharmacy 
may be referred to legal if the inspector finds a condition that warrants 
consideration for disciplinary action.  The Board’s director of enforcement 
and general counsel must review inspections that have been referred to legal 
to determine whether there is sufficient evidence to institute disciplinary 
action. For all refer to legal violations, the director of enforcement opens a 
complaint and processes the case in accordance with the Board’s established 
procedures. The Board sends a written notice called a preliminary notice letter 
to notify the pharmacy that the Board is considering taking disciplinary action 
for violations identified during the inspection. (See Appendix 4 for an 
example of a preliminary notice letter.)  

The Board’s process for identifying and correcting deficiencies was operating 
effectively.  Of the 35 inspections auditors reviewed, 16 had deficiencies 

identified during a previous inspection conducted within the past 5 
years.  However, none of the violations identified during the most 
recent inspection was a repeat violation.    

The Board has not reported violations identified during inspections 
of compounding pharmacies to the U.S. Secretary of Health and 
Human Services, as required by Section 105 of the federal 
Compounding Quality Act (see textbox for more information).  The 
Compounding Quality Act requires state boards of pharmacy to 
submit reports in a manner specified by the Secretary of Health and 
Human Services; however, as of April 2015, the U.S. Department of 
Health and Human Services had not implemented a mechanism for 
states to report those violations.   

Recommendation  

The Board should continue to monitor the development of the reporting 
mechanism by the U.S. Secretary of Health and Human Services and report 
violations identified during inspections of compounding pharmacies after that 
mechanism has been implemented. 
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Management’s Response  

The Texas State Board of Pharmacy agrees with the recommendation and 
once we are notified of the procedures regarding reporting violations, the 
agency will report these violations to the U.S. Secretary of Health and Human 
Services. 

Person Responsible for Implementation: Director of Enforcement 

Deadline for Completion: When we are notified of the procedures for 
reporting. 
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Background on Texas Occupations 
Code Requirements for Inspecting 

Out-of-state Pharmacies 

In October 2012, tainted sterile 
compounded injections prepared by the 
New England Compounding Center in 
Massachusetts caused a widespread 
outbreak of fungal meningitis.  Twenty 
states reported more than 720 cases of 
illness and 48 deaths caused by the 
tainted medication. In an attempt to 
prevent potentially deadly outbreaks 
caused by sterile compounded drugs 
distributed in Texas by out-of-state 
pharmacies, the 83rd Legislature revised 
the Texas Occupations Code to 
authorize the Board to inspect out-of-
state pharmacies that compound sterile 
preparations.  

Source: Analysis of Senate Bill1100 (83rd 
Legislature, Regular Session).  

 

Chapter 2 

The Board Has a Process to Help Ensure That Inspections of Out-of-
state Pharmacies That Compound Sterile Preparations Are Completed 
Within Required Time Frames; However, the Board Should Improve Its 
Monitoring of the Vendors That Conduct Those Inspections 

The Texas Occupations Code specifies that the Board is responsible for 
licensing and inspecting out-of-state compounding pharmacies that distribute 

sterile compounded products in Texas (see text box for additional 
background information about the statutory requirement).  Title 22, 
Texas Administrative Code, Chapter 291, effective December 10, 
2013, required all out-of-state compounding pharmacies that request 
a new or renewed sterile pharmacy license in Texas to be inspected 
by the Board or its designee within the previous two years.  To meet 
that requirement, in June 2014 the Board contracted with three 
vendors to conduct inspections of those pharmacies (see Appendix 5 
for the vendors’ names and Web sites).  As of February 28, 2015, 
164 out-of-state compounding pharmacies had sterile pharmacy 
licenses (see Appendix 5 for a list of those pharmacies).  

The Board ensured that out-of-state compounding pharmacies with active 

sterile licenses were inspected within the required time frames.  The Board 
denied renewals of licenses to compounding pharmacies that failed 
to obtain inspections as required.  The Board also communicated the 
status of the denied pharmacy licenses to the public as “delinquent.”  
As of February 28, 2015, 4 (2 percent) of the 164 out-of-state 

pharmacies that compound sterile preparations that were licensed with the 
Board failed to have an inspection completed and, therefore, were denied a 
license renewal. 

Inspections of out-of-state pharmacies that compound sterile preparations met the 
inspection guidelines established by Board policies and the Texas Administrative Code.  
Between September 1, 2013, and February 28, 2015, the Board’s vendors 
completed 24 inspections of out-of-state pharmacies that compound sterile 
preparations.1  Of those 24 inspections, 21 (88 percent) reported violations, 
with inspectors identifying an average of 8 violations during each of those 21 
inspections.  Those inspections resulted in as few as 1 violation and as many 
as 37 violations during an inspection.    

In addition, the Board followed its process to issue warning letters to each 
pharmacy with identified violations, and it effectively monitored and 
documented the required pharmacy management response.  The Board tracks 
the due dates of licensees’ responses to a warning letter, which is 30 days 
                                                             

1 Due to special circumstances, entities other than the approved vendors conducted two inspections of out-of-state pharmacies 
that compound sterile preparations.  The Board’s inspectors conducted one inspection of a compounding pharmacy in Florida, 
and the Georgia State Board of Pharmacy inspected a compounding pharmacy in Georgia that distributes products in Texas.    
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from the date of the warning letter.  The Board followed up with the 
pharmacies if it did not receive a response within the required time period or if 
the response did not adequately address the violation.     

On September 1, 2014, the Board implemented a monthly reporting process outlined in 
the vendor contracts to monitor vendor inspection performance, but it did not 

consistently follow that process.  The vendors are required to submit each 
inspection report completed and monthly summary reports of their inspection 
productivity to the Board.  The Board received the inspection reports from all 
vendors; however, between September 1, 2014, and February 28, 2015, one 
vendor did not submit three monthly summary reports of inspection 
productivity as required.  The Board received the monthly summary reports 
from the other two vendors.  The monthly summary reports include a list of 
the appointments made, the number of appointments denied, a list of 
pharmacies inspected, dates of inspection requests, dates of inspection, and 
the cost of each inspection.  Without the monthly summary reports, the Board 
(1) may not be able to determine whether a vendor’s performance meets the 
Board’s expectations or requirements and (2) may continue to contract with a 
vendor based on erroneous information. 

Vendors that perform inspections of out-of-state pharmacies that compound sterile 
preparations follow the same requirements that Board inspectors use for Texas 

pharmacies that compound sterile preparations.  The contracts with the three 
vendors that inspect out-of-state compounding sterile pharmacies require that: 

 Inspection guidelines meet Board standards and Texas Administrative 
Code requirements.    

 Inspections be documented on the sterile compounding inspection form 
the Board developed.    

 Qualifications of inspectors employed by the vendors be equivalent to the 
qualifications of inspectors the Board employs.    

 Inspectors employed by approved vendors complete online training the 
Board conducts before they can begin performing inspections.  

The Board also licenses out-of-state compounding pharmacies that do not compound 

sterile preparations but distribute pharmaceuticals in Texas.  The Board is not 
required to inspect out-of-state compounding pharmacies that do not 
compound sterile preparations.  However, it requires those pharmacies to 
submit documentation with their license renewal applications showing that 
they have been inspected by their local state boards of pharmacy within three 
years prior to submitting the application.    
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Recommendation  

The Board should ensure that approved vendors follow the reporting 
requirements outlined in the contract and use those reports to monitor vendor 
performance. 

Management’s Response 

The Texas State Board of Pharmacy agrees with the recommendation. As you 
know, only one of the three vendors had not submitted all required monthly 
reports, due to a misunderstanding between TSBP and the vendor. Those 
“missing’ reports were submitted to TSBP by the vendor within one week after 
the SAO brought this oversight to management’s attention. TSBP has 
developed a process to ensure that a TSBP manager or Compliance Program 
Officer receives and reviews the vendors’ monthly reports on a regular basis. 

Person Responsible for Implementation: Director of Enforcement 

Deadline for Completion: Completed 
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Chapter 3 

The Board Has Controls to Help Ensure That Its Inspection Data Is 
Reliable; However, It Should Strengthen Its Data Entry Reviews and 
Restrict the Use of Generic User Accounts 

The Board has adequate controls, including documented information 
technology policies and procedures, over its information technology system to 
help ensure that its licensing and inspection data is reliable.  Versa, which was 
implemented in May 2011, is the Board’s primary information technology 
system. The Board uses licensing data from Versa to report pharmacy 
information on its public Web site.    

The Board has a process to review inspection data entered into Versa; 
however, those reviews are informal and not documented.  Inspectors initially 
record all inspections on hard-copy documents and submit those documents 
on a weekly basis to the Board for data entry into Versa. Auditors compared 
hard-copy inspection forms to the data in Versa and identified errors in 
inspection dates and license classes in Versa; however, those errors did not 
affect the overall reliability of the data for the purposes of this audit. The 
Board uses inspection data in Versa to identify whether a pharmacy has been 
inspected, the date of the most recent inspection, and the license class for each 
pharmacy to help ensure that pharmacies that compound sterile preparations 
are inspected within the required time frames. Although the Board corrected 
the identified errors in Versa after auditors brought them to its attention, it is 
important that the Board have strong controls over data input because it relies 
on that data to help determine the priority and frequency of pharmacy 
inspections. 

In addition, the Board’s user access controls allow the use of generic user 
accounts and do not sufficiently ensure that the level of user access is 
appropriate. Auditors reviewed user access to Versa and noted that there are 
four generic user accounts with more than read-only access.  The Board did 
not have adequate controls in place to ensure that the level of user access for 
the generic user accounts is appropriate. One of the generic user accounts, for 
example, has the ability to delete data. An individual could gain inappropriate 
access to the Board’s licensing data through the use of a generic user account 
and make inappropriate changes or delete records.  Without unique user 
accounts, the Board may not be able to determine who made changes or 
updates to records in Versa. In addition, more than one individual can be 
assigned to each generic user account at one time.  While the Board stated that 
it did not assign more than one individual to each generic user account, it was 
unable to provide documentation to substantiate that assertion.  
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Recommendations  

The Board should: 

 Strengthen its review of inspection data entered into Versa by ensuring 
that all records entered are reviewed for accuracy and completeness and 
by documenting that review process. 

 Restrict the use of generic user accounts and either assign each user an 
individual account or limit access to all generic user accounts to read-only.  

Management’s Response  

 Strengthen its review of inspection data entered into Versa by ensuring 
that all records entered are reviewed for accuracy and completeness and 
by documenting that review process. 

The Texas State Board of Pharmacy agrees with the recommendations and we 
have initiated the following procedures to comply with the recommendations. 
TSBP will assign an in-house Compliance Program Officer to perform 
reviews of the entry of inspection data on a periodic basis (i.e., the 
Compliance Officer will “spot check” the accuracy and completeness of data 
entry of inspection data). 

It should also be noted that in a few instances, the information that was data 
entered into the agency’s computer system did not match the information that 
was handwritten on the inspection report because the inspector had not 
written the correct information on the inspection report (e.g., incorrect date). 
In those instances, the individuals who performed the data entry of the 
inspection information recognized the inspector had made an error and 
entered the correct information (e.g., correct date of inspection). When these 
types of issues are detected during the data entry process, the individuals who 
perform the data entry are now preparing a memo to attach to the inspection 
report to explain why the data in the inspection report does not match the data 
in the agency’s computer system. 

By the end of November 2015, TSBP will have in place a method to document 
the review process. 

Person Responsible for Implementation: Director of Enforcement 

Deadline for Completion: November 30, 2015 

 Restrict the use of generic user accounts and either assign each user an 
individual account or limit access to all generic user accounts to read-
only. 
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If the agency issues any “generic user accounts” the accounts will be 
designated “read only” and the generic user will not be able to data enter 
information nor change any information in the system. 

Person Responsible for Implementation: Director of Information Technology 

Deadline for Completion: Completed 
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Appendices 

Appendix 1 

Objective, Scope, and Methodology 

Objective 

The objective of this audit was to determine whether the Board of Pharmacy 
(Board) has designed and implemented effective processes and related 
controls to help ensure that it conducts inspections of compounding 
pharmacies in accordance with applicable state and federal statutes, 
administrative rules, and Board policies and procedures. 

Scope 

The scope of this audit covered the time period from September 1, 2009, 
through February 28, 2015, and included inspections of compounding 
pharmacies in Texas, and inspections of compounding pharmacies outside of 
Texas that ship medications requiring sterile preparation into Texas. 

Methodology 

The audit methodology included gaining an understanding of and evaluating 
controls over the Board’s inspection process for compounding pharmacies, 
including the qualifications and monitoring of inspection staff and vendors, 
the documentation of inspection results, the follow-up the Board performs 
when violations are identified, and the maintenance of accurate data in the 
Board’s information system.  Auditors interviewed Board personnel, attended 
Board meetings, observed inspections, analyzed data, performed testing, and 
evaluated the results.   

Data Reliability 

Auditors assessed the reliability of the data used for purposes of this audit by 
(1) determining population completeness and reasonableness; (2) reviewing 
queries used to generate data; (3) interviewing Board employees and 
information technology administrators knowledgeable about the data and 
systems; and (4) reviewing source documentation for inspection data. 
Auditors determined that the pharmacy inspection and licensing data was 
sufficiently reliable for the purposes of this audit. 
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Sampling methodology 

Auditors selected nonstatistical samples of pharmacy inspections primarily 
through random selection designed to be representative of the population.  

In those cases, results may be extrapolated to the population, but the accuracy 
of the extrapolation cannot be measured. In addition, auditors used 
professional judgment to select a sample of inspections of pharmacies that 
self-reported they performed sterile compounding for testing. Those sample 
items generally were not representative of the population and, therefore, it 
would not be appropriate to extrapolate those results to the population. 

Information collected and reviewed included the following:   

 The Board’s policies and procedures. 

 The Board’s strategic plans. 

 The Board’s Legislative Appropriations Request for fiscal years 2014 and 
2015. 

 The House Committee on Public Health’s Interim Report to the 84th 
Legislature, December 2014. 

 Board records, including pharmacy license applications, pharmacy 
inspection forms, warning notices and letters, weekly inspector reports, 
vendor contracts, and inspector time sheets. 

 Board personnel files. 

 Data from the Board’s licensing and inspection database. 

 Supporting documentation related to general and application controls over 
the Board’s licensing and inspection database. 

Procedures and tests conducted included the following:   

 Interviewed the Board’s management and staff. 

 Tested employee files to determine whether Board policies regarding 
education, experience, continuing education hours, and licensing were 
followed. 

 Reviewed Board pharmacy inspection policies and procedures and 
inspection forms for compounding pharmacies to determine whether they 
aligned with state and federal regulations. 

 Compared hard-copy documentation of pharmacy inspections with data in 
the Board’s information system. 
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 Tested a sample of inspections to verify violation documentation and 
monitoring. 

 Verified that outsourcing facilities are licensed in Texas and tested the 
inspections of those facilities to determine whether those inspections were 
performed according to the inspection requirements for pharmacies that 
compound sterile preparations established in the Board’s policies and 
procedures and the Texas Administrative Code. Also compared Board 
inspectors’ status reports with completed pharmacy inspection forms for 
pharmacies without violations to determine whether the information was 
consistent. 

 Reviewed contracts with vendors that perform inspections of pharmacies 
that compound sterile preparations that ship to Texas to verify whether the 
vendor requirements met the Board’s policies and procedures and the 
Texas Administrative Code. 

 Reviewed the Board’s process for monitoring contracted inspection 
vendors. 

 Tested inspections that vendors performed of pharmacies that compound 
sterile preparations to determine whether the inspections were completed 
according to the Board’s policies and procedures. 

 Tested inspection data for completeness and reliability. 

 Reviewed supporting documentation related to the general and application 
controls over the Board’s licensing and inspection information system. 

Criteria used included the following:   

 The Board’s policies and procedures. 

 Texas Occupations Code, Chapter 556. 

 Title 22, Texas Administrative Code, Chapter 291. 

 United States Pharmacopeial Standards, Chapters 795 and 797, the U.S. 
Pharmacopeial Convention. 

 Federal Food, Drug, and Cosmetic Act, Sections 503A, 503B, and 503C. 

 Carrying Out a State Regulatory Program, A National State Auditors 
Association Best Practice Document, 2004. 

 Title 1, Texas Administrative Code, Chapter 202. 
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Project Information 

Audit fieldwork was conducted from January 2015 through June 2015.  We 
conducted this performance audit in accordance with generally accepted 
government auditing standards. Those standards require that we plan and 
perform the audit to obtain sufficient, appropriate evidence to provide a 
reasonable basis for our findings and conclusions based on our audit 
objectives. We believe that the evidence obtained provides a reasonable basis 
for our findings and conclusions based on our audit objectives.   

The following members of the State Auditor’s staff performed the audit: 

 Karen Mullen, CGAP (Project Manager) 

 Amy M. Cheesman, CFE (Assistant Project Manager) 

 Katherine M. Curtsinger 

 Andrea R. Focht-Williams, MACT, CPA 

 Darcy Hampton, MAcy 

 Michael Karnes, MBA 

 Jack K. Lee 

 Trevor Schwendau, MIS 

 Nakeesa Shahparasti, MS 

 Doug Stearns 

 J. Scott Killingsworth, CIA, CGAP, CGFM (Quality Control Reviewer) 

 James Timberlake, CIA (Audit Manager) 
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Appendix 2 

Pharmacy License Types 

Table 1 presents the types of pharmacy licenses that the Board of Pharmacy 
(Board) issues and the number of active licenses as of February 28, 2015. 

Table 1 

Pharmacy License Types 

License Class Type of Facility 

Number of Active 
Licenses as of 

February 28, 2015 

A Community Pharmacy 4,945 

A-S Community Pharmacy Engaged in Sterile Compounding 319 

B Nuclear Pharmacy 37 

C Institutional/Hospital/Ambulatory Surgery Center 
Pharmacy 

734 

C-S Institutional/Hospital/Ambulatory Surgery Center 
Pharmacy Engaged in Sterile Compounding 

451 

D Clinic Pharmacy 369 

E Non-resident (Out of State) Pharmacy 671 

E-S Non-resident (Out of State) Pharmacy Engaged in Sterile 
Compounding 

164 

F Freestanding Emergency Medical Care Center Pharmacy 188 

G Central Prescription Drug or Medication Order Processing 
Pharmacy 

20 

H Limited Prescription Delivery Pharmacy 1 

Total Number of Active Licenses 7,899 

Source: The Board. 
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Appendix 3 

Map of the Board’s Enforcement Division’s Regions 

The Board of Pharmacy (Board) has 12 inspector positions responsible for 
conducting inspections of pharmacies across 9 regions of Texas.  Figure 1 
shows those regions.  The total number of pharmacies shown in Figure 1 does 
not include the 835 licensed  pharmacies located outside Texas. 

 Figure 1 

  

Region 4 
West Texas 

512 Pharmacies 
 

Region 9 
Valley 

531 Pharmacies 

Region 3 
San Antonio 

655 Pharmacies 
 

Region 6 
Austin/El Paso 
580 Pharmacies 

Region 2 
Houston 

1,830 Pharmacies 
 

Region 8 
Central Texas 

553 Pharmacies 

Region 1 
Dallas 

1,233 Pharmacies 
 

Region 5 
Fort Worth 

578 Pharmacies 

Region 7 
East Texas 

592 Pharmacies 
 

Source:  The Board.  
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Appendix 4 

Standard Templates Used During the Inspection Process 

The Board of Pharmacy (Board) uses a number of standard templates during 
its inspection process for compounding pharmacies. Figure 2 shows a 
preinspection checklist, which pharmacies that apply for a license must submit 
with their applications.  

Figure 2 
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Figure 3 shows a notice of inspection, which inspectors present upon initial 
entry to a pharmacy during an inspection.  

Figure 3 
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Figure 4 shows the standard checklist that Board inspectors use for all 
pharmacy inspections.  

Figure 4 

  



 

An Audit Report on Inspections of Compounding Pharmacies at the Board of Pharmacy 
SAO Report No. 15-039 

August 2015 
Page 27 

 



 

An Audit Report on Inspections of Compounding Pharmacies at the Board of Pharmacy 
SAO Report No. 15-039 

August 2015 
Page 28 

 

Figure 5 shows the inspection checklist that Board inspectors may use for 
inspections of pharmacies that compound sterile preparations.  

Figure 5 
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Figure 6 shows a warning notice, which is presented to a pharmacy upon 
completion of an inspection if noncompliance with laws or Board rules are 
noted during an inspection. 

Figure 6 
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Figure 7 shows a referral to legal letter, which is initiated for the most severe 
category of violations identified during an inspection.  

Figure 7 
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Appendix 5 

Out-of-state Pharmacies That Compound Sterile Preparations 
Distributed in Texas 

In June 2014, the Board of Pharmacy (Board) contracted with three vendors to 
inspect out-of-state pharmacies that compound sterile preparations that are 
distributed in Texas.  Table 2 lists those three vendors. 

Table 2 

Vendors Performing Inspections of Out-of-state Pharmacies That Compound Sterile 
Preparations That Are Distributed in Texas 

Vendor Name Web site 

Accreditation Commission for Health Care, Inc. www.achc.org 

National Association of Boards of Pharmacy www.nabp.net 

Superior Laboratory Services, Inc. www.slsi.net 

Source: The Board. 

 

 

Table 3 lists the 164 out-of-state pharmacies licensed by the Board as of 
February 28, 2015, and that compounded and distributed sterile preparations 
in Texas.  

Table 3 

Licensed Out-of-state Pharmacies That Compounded Sterile Preparations 
for Distribution in Texas 

As of February 28, 2015 

Pharmacy Name Location 

Medaus Pharmacy Birmingham, Alabama 

Wellness Pharmacy, Inc. Birmingham, Alabama 

Eagle Pharmacy, Inc. Birmingham, Alabama 

Solutions Rx Pharmacy Birmingham, Alabama 

Accurx Pharmacy Birmingham, Alabama 

Triad Rx, Inc. Daphne, Alabama 

Medi-Stat Rx Foley, Alabama 

Roadrunner Pharmacy Phoenix, Arizona 

Vasco Rx Phoenix, Arizona 

Avella of Deer Valley Phoenix, Arizona 

Pharmerica Phoenix, Arizona 

Customceutical Compounding Phoenix, Arizona 

Civic Center Pharmacy Scottsdale, Arizona 

Diamondback Drugs Scottsdale, Arizona 

Pet Health Pharmacy Youngtown, Arizona 

US Compounding, Inc. Conway, Arkansas 

http://www.achc.org/
www.nabp.net
www.slsi.net
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Licensed Out-of-state Pharmacies That Compounded Sterile Preparations 
for Distribution in Texas 

As of February 28, 2015 

Pharmacy Name Location 

Custom Compounding Center Little Rock, Arkansas 

Cardinal Health 414, LLC Little Rock, Arkansas 

SCA Pharmaceuticals, LLC Little Rock, Arkansas 

Allcare Family Discount Pharmacy Texarkana, Arkansas 

Precision Pharmacy Bakersfield, California 

Roxsan Pharmacy, Inc. Beverly Hills, California 

Bioscrip Infusion Services Burbank, California 

Biorx, LLC Carlsbad, California 

Acariahealth Pharmacy #13, Inc. Commerce, California 

Accredo Health Group, Inc. Corona, California 

Nutrishare, Inc. Elk Grove, California 

Encino Pharmacy Encino, California 

Brooks Health Care Fresno, California 

Central Drugs La Habra, California 

Hartley Medical Center Pharmacy, Inc. Long Beach, California 

BiologicTx Los Angeles, California 

Fusion Rx Compounding Pharmacy Los Angeles, California 

California Pharmacy & Compounding Center Newport Beach, California 

Advanced Compounding Pharmacy North Hollywood, California 

University Compounding San Diego, California 

University Compounding Pharmacy San Diego, California 

Leiter’s Compounding San Jose, California 

Conversio Health San Luis Obispo, California 

McGuff Compounding Pharmacy Services, Inc. Santa Ana, California 

Crescent Healthcare, Inc. Santa Fe Springs, California 

Biofusion Torrance, California 

Ionia Pharmacy Tustin, California 

TNH Advanced Specialty Pharmacy II Van Nuys, California 

College Pharmacy Colorado Springs, Colorado 

US Bioservices Denver, Colorado 

Pharmacy Resources, Inc. Denver, Colorado 

Cardinal Health 414, LLC Denver, Colorado 

Brown’s Compounding Center Englewood, Colorado 

PICC Lines Plus, LLC Boynton Beach, Florida 

Westlab Pharmacy Gainesville, Florida 

Amex Pharmacy Melbourne, Florida 

Wells Pharmacy Network, LLC Ocala, Florida 

Olympia Pharmacy Orlando, Florida 

Accredo Health Group, Inc. Orlando, Florida 

Palm Beach Pharmaceuticals Palm Beach Gardens, Florida 
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Licensed Out-of-state Pharmacies That Compounded Sterile Preparations 
for Distribution in Texas 

As of February 28, 2015 

Pharmacy Name Location 

APS Pharmacy Palm Harbor, Florida 

Crescent Healthcare, Inc. Panama City, Florida 

Simfarose Pharmaceutical Specialties Pembroke Pines, Florida 

Infuserve America St. Petersburg, Florida 

Pharmalabs, LLC St. Petersburg, Florida  

FMC Pharmacy Services St. Petersburg, Florida 

Diabetic Care Rx Sunrise, Florida 

AnazaoHealth Corporation Tampa, Florida 

Suncoast Radiopharmacy Services, Inc. Tampa, Florida 

Westchase Compounding Pharmacy Tampa, Florida 

Hoye’s Pharmacy Tampa, Florida 

Premier Pharmacy Labs, Inc. Weeki Wachee, Florida 

United Pharmacy, LLC West Palm Beach, Florida 

Taylors Pharmacy Winter Park, Florida 

Pharmaceutical Specialties Express Bogart, Georgia 

Innovation Compounding, Inc. Kennesaw, Georgia 

HHI Infusion Services Burr Ridge, Illinois 

Orsini Pharmaceutical Services Elk Grove Village, Illinois 

CVS Caremark Mount Prospect, Illinois 

Martin Avenue Pharmacy, Inc. Naperville, Illinois 

Pure Compounding Pharmacy Naperville, Illinois 

Carepoint Pharmacy Schaumburg, Illinois 

Pharmerica Indianapolis, Indiana 

O’Brien Pharmacy Mission, Kansas 

JCB Laboratories, LLC Wichita, Kansas 

HDM Pharmacy, LLC Lexington, Kentucky 

BET Pharm, LLC Lexington, Kentucky 

Rood and Riddle Veterinary Lexington, Kentucky 

Wickliffe Pharmaceuticals, Inc. Lexington, Kentucky 

Doc Lane’s Veterinary Pharmacy, LLC Lexington, Kentucky 

PCA Pharmacy Louisville, Kentucky 

Nutrishare, Inc. Louisville, Kentucky 

Prescription Compounds Baton Rouge, Louisiana 

First Call Pharmacy, LLC Kenner, Louisiana 

LHC Group Pharmaceutical Services Lafayette, Louisiana 

Intrathecal Compounding Scott, Louisiana 

IGG of America, Inc. Linthicum, Maryland 

Freedom Fertility Pharmacy Byfield, Massachusetts 

Village Fertility Pharmacy Waltham, Massachusetts 

Health Dimensions, Inc. Farmington Hills, Michigan 
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Licensed Out-of-state Pharmacies That Compounded Sterile Preparations 
for Distribution in Texas 

As of February 28, 2015 

Pharmacy Name Location 

Diplomat Specialty Pharmacy Flint, Michigan 

Coram Specialty Infusion Services Mendota Heights, Minnesota 

Fairview Home Infusion Pharmacy Minneapolis, Minnesota 

Heartland Home Health Care  Roseville, Minnesota 

Vet Rx Pharmacy Saint Peter, Minnesota 

Advanced Infusion Solutions Ridgeland, Mississippi 

Delta Pharma, Inc. Ripley, Mississippi 

Accurate Rx Pharmacy Consulting, LLC Columbia, Missouri 

Foundation Care, LLC Earth City, Missouri 

Essential Pharmacy Compounding Omaha, Nebraska 

Walgreens Infusion Services Omaha, Nebraska 

Meditech Laboratories, Inc. Las Vegas, Nevada 

Anazaohealth Corporation Las Vegas, Nevada 

Partell Specialty Pharmacy (East) Las Vegas, Nevada 

Partell Specialty Pharmacy (West) Las Vegas, Nevada 

Eastern States Compounding Pharmacy Littleton, New Hampshire 

Home Care Services, Inc. Edison, New Jersey 

Hopewell Pharmacy Hopewell, New Jersey 

Bioscrip Infusion Services Morris Plains, New Jersey 

Stokes Pharmacy Mount Laurel, New Jersey 

Mandell’s Clinical Pharmacy Somerset, New Jersey 

Wedgewood Village Pharmacy, Inc. Swedesboro, New Jersey 

Biologictx, LLC Totowa, New Jersey 

Basic Home Infusion, Inc. Wayne, New Jersey 

Millers of Wyckoff Wyckoff, New Jersey 

Cardinal Health 414, LLC Albuquerque, New Mexico 

Highland Pharmacy Albuquerque, New Mexico 

Kings Park Slope, Inc. Brooklyn, New York 

Onco360 Great Neck, New York 

American Outcomes Management, L.P. New York, New York 

Stanley Specialty Pharmacy Charlotte, North Carolina 

Compounding Pharmacy Hickory, North Carolina 

Greer Pharmacy Lenoir, North Carolina 

BioRx Cincinnati, Ohio 

Lee Silsby Compounding Pharmacy Cleveland Heights, Ohio 

Bioscrip Pharmacy Services Columbus, Ohio 

Jungle Jim’s Old Fashioned Pharmacy Fairfield, Ohio 

Heartland Healthcare Services, LLC Toledo, Ohio 

Cyril Home Care Pharmacy Cyril, Oklahoma 

Veterinary Enterprises of Tomorrow Mountain View, Oklahoma 
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Licensed Out-of-state Pharmacies That Compounded Sterile Preparations 
for Distribution in Texas 

As of February 28, 2015 

Pharmacy Name Location 

Optionone, LLC Oklahoma City, Oklahoma 

Arcadia Pharmacy Solutions Tulsa, Oklahoma 

Saffa Infusion Pharmacy Tulsa, Oklahoma 

Strohecker’s Pharmacy Portland, Oregon 

US Bioservices Boothwyn, Pennsylvania 

Pentec Health, Inc. Boothwyn, Pennsylvania 

Walgreens Specialty Pharmacy #10997 Carnegie, Pennsylvania 

Pharmacy Innovations Erie, Pennsylvania 

Diamond Pharmacy Services Indiana, Pennsylvania 

Biomed Pharmaceuticals Sharon Hill, Pennsylvania 

Hospice Pharmacia Sharon Hill, Pennsylvania 

Synthetopes, Inc. Conway, South Carolina 

Pharmacy Specialties, Inc. Sioux Falls, South Dakota 

Wellness Center Pharmacy, Inc. Chattanooga, Tennessee 

Wells Pharmacy Network, LLC Dyersburg, Tennessee 

Maxor Correctional Pharmacy Services Franklin, Tennessee 

St. Jude Children’s Research Memphis, Tennessee 

Excellerx, Inc. Memphis, Tennessee 

DCA Pharmacy Nashville, Tennessee 

Amerita Nashville, Tennessee 

Medquest Pharmacy North Salt Lake, Utah 

Meds for Vets, LLC Sandy, Utah 

Acariahealth Pharmacy, Inc. Falls Church, Virginia 

Homechoice Partners, Inc. Norfolk, Virginia 

Custom Prescriptions Bellevue, Washington 

Key Compounding Pharmacy Federal Way, Washington 

Comprecare Huntington, West Virginia 

Zoopharm Laramie, Wyoming 

Source: The Board. 
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Appendix 6 

Compounding Pharmacy Inspections and License Data by Region 

The Board of Pharmacy (Board) conducted 1,154 inspections of compounding 
pharmacies in fiscal year 2014.  The Board also conducted 481 inspections of 
noncompounding pharmacies in fiscal year 2014. The Board has 12 inspector 
positions responsible for inspecting pharmacies across 9 regions of the state.  
Most regions have one inspector; however, the Dallas and Houston regions are 
assigned two and three inspectors, respectively.  Table 4 lists the number of 
pharmacy inspections by region in fiscal year 2014. 

Table 4 

Inspections of Pharmacies By Region 
Fiscal Year2014 

Region 

Number of 
Inspections of 
Compounding 
Pharmacies 

Number of 
Inspections of 

Noncompounding 
Pharmacies Total Inspections 

Dallas      224    90     314 

Fort Worth      117    62     179 

East Texas       98    43     141 

Central Texas       87    45     132 

Houston      216 110     326 

Valley      104    32     136 

San Antonio      121    38     159 

Austin/El Paso       93    42     135 

West Texas       79    19      98 

Out-of-State       15     0      15 

Totals 1,154 481 1,635 

Source: The Board. 
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As of February 28, 2015, 3,859 compounding pharmacies were actively 
licensed by the Board.  Of those, 934 pharmacies were licensed to compound 
sterile preparations.  The remaining 2,925 pharmacies reported to the Board 
that they compounded only preparations not requiring sterility.  Table 5 lists 
the number of licensed compounding pharmacies by region.   

 Table 5 

Compounding Pharmacies Actively Licensed by the Board 
As of February 28, 2015 

Region 

Number of 
Pharmacies That 

Compound 
Sterile 

Preparations 

Number of 
Pharmacies That 
Compound Only 
Preparations Not 

Requiring Sterility 

Total Number of 
Compounding 
Pharmacies 

Dallas 146    477    623 

Fort Worth   70    252    322 

East Texas   66    265    331 

Central Texas   55    240    295 

Houston 169    610    779 

Valley   59    232    291 

San Antonio   70    243    313 

Austin/El Paso   65    191    256 

West Texas   70    192    262 

Out-of-State 164    223    387 

Totals 934 2,925 3,859 

Source:  The Board. 
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