
October 23, 2018 

RULE ANALYSIS 

Introduction: THE AMENDMENTS ARE SUBMITTED TO THE BOARD FOR 
CONSIDERATION AS AN ADOPTED RULE 

Short Title: Access Requirements 

Rule Numbers: §315.15 

Statutory Authority: Texas Pharmacy Act, Chapter 551-569, Occupations Code: 

(1) Section 551.002 specifies that the purpose of the Act is to
protect the public through the effective control and regulation
of the practice of pharmacy; and

(2) Section 554.051 gives the Board the authority to adopt rules
for the proper administration and enforcement of the Act.

Purpose: The amendments, if adopted, specify requirements for practitioners 
and pharmacists to consult the Texas Prescription Monitoring 
Program (PMP) database to review a patient’s controlled 
substance history before prescribing or dispensing an opioid, 
benzodiazepine, barbiturate, or carisoprodol as provided in 
§§481.0764 and 481.0765 of the Texas Controlled Substances Act
and clarify that PMP information may only be accessed as
authorized in §481.076 of the Texas Controlled Substances Act.

The Board reviewed and voted to propose the amendments during the August 7, 
2018, meeting. The proposed amendments were published in the October 5, 2018, 
issue of the Texas Register at 43 TexReg 6616. 
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PART 15 TEXAS STATE BOARD OF PHARMACY 1 

CHAPTER 315  CONTROLLED SUBSTANCES 2 

22 TAC §315.15  3 

The Texas State Board of Pharmacy proposes a new rule §315.15, concerning Access 4 
Requirements. The new rule, if adopted, specifies requirements for practitioners and 5 
pharmacists to consult the Texas Prescription Monitoring Program (PMP) database to review a 6 
patient's controlled substance history before prescribing or dispensing an opioid, 7 
benzodiazepine, barbiturate, or carisoprodol as provided in §481.0764 and §481.0765 of the 8 
Texas Controlled Substances Act. The new rule also clarifies that PMP information may only be 9 
accessed as authorized in §481.076 of the Texas Controlled Substances Act. 10 

Allison Vordenbaumen Benz, R.Ph., M.S., Executive Director/Secretary, has determined that, 11 
for the first five-year period the proposed new rule is in effect, there will be no fiscal implications 12 
for state or local government as a result of enforcing or administering the rule. Ms. Benz has 13 
determined that, for each year of the first five-year period the proposed rule will be in effect, the 14 
public benefit anticipated as a result of enforcing the new rule will be to ensure informed 15 
decision-making by practitioners and pharmacists with regard to the prescribing or dispensing of 16 
opioids, benzodiazepine, barbiturates, and carisoprodol by requiring a review of a patient's 17 
controlled substance history before prescribing or dispensing those drugs. There is no 18 
anticipated impact on large, small or micro-businesses (pharmacies), rural communities, or local 19 
or state employment. An economic impact statement and regulatory flexibility analysis are not 20 
required because the proposed rule will not have an adverse economic effect on Texas small 21 
businesses or rural communities. 22 

For each year of the first five years the proposed rule will be in effect, Ms. Benz has determined 23 
the following: 24 

(1) The proposed rule does not create or eliminate a government program; 25 

(2) Implementation of the proposed rule does not require the creation of new employee 26 
positions or the elimination of existing employee positions; 27 

(3) Implementation of the proposed rule does not require an increase or decrease in the future 28 
legislative appropriations to the agency; 29 

(4) The proposed rule does not require an increase or decrease in fees paid to the agency; 30 

(5) The proposed rule does create a new regulation; 31 

(6) The proposed rule does not limit or expand an existing regulation; 32 

(7) The proposed rule does not increase or decrease the number of individuals subject to the 33 
rule's applicability; and 34 

(8) The proposed rule does not positively or adversely affect this state's economy. 35 
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Written comments on the proposed rule may be submitted to Megan G. Holloway, Assistant 36 
General Counsel, Texas State Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin, 37 
Texas, 78701, FAX (512) 305-8061. Comments must be received by 5:00 p.m., November 3, 38 
2018. 39 

The new rule is proposed under §551.002 and §554.051 of the Texas Pharmacy Act (Chapters 40 
551 - 569, Texas Occupations Code) and §481.003 of the Texas Controlled Substances Act 41 
(Chapter 481, Texas Health and Safety Code). The Board interprets §551.002 as authorizing 42 
the agency to protect the public through the effective control and regulation of the practice of 43 
pharmacy. The Board interprets §554.051(a) as authorizing the agency to adopt rules for the 44 
proper administration and enforcement of the Act. The Board interprets §481.003 of the Texas 45 
Controlled Substances Act as authorizing the agency to adopt rules to administer §§481.075 - 46 
481.0766 of the Texas Controlled Substances Act. 47 

The statutes affected by these amendments: Texas Pharmacy Act, Chapters 551 - 569, Texas 48 
Occupations Code. 49 

§315.15.Access Requirements. 50 

(a) Effective September 1, 2019, a practitioner before prescribing an opioid, 51 
benzodiazepine, barbiturate, or carisoprodol for a patient shall consult the Texas 52 
Prescription Monitoring Program (PMP) database to review the patient's controlled 53 
substance history. 54 

(b) Effective September 1, 2019, a pharmacist before dispensing an opioid, 55 
benzodiazepine, barbiturate, or carisoprodol for a patient shall consult the PMP database 56 
to review the patient's controlled substance history. 57 

(c) The duty to consult the PMP database as described in subsections (a) and (b) of this 58 
section does not apply in the following circumstances: 59 

(1) the practitioner is a veterinarian; 60 

(2) the patient has a diagnosis of cancer or is in hospice care and the prescriber clearly 61 
notes such diagnosis on the prescription; or 62 

(3) the practitioner or pharmacist is unable to access the PMP after making and 63 
documenting a good faith effort to do so. 64 

(d) If a practitioner or pharmacist uses electronic medical records that integrate data 65 
from the PMP, a review of the electronic medical records with the integrated data shall be 66 
deemed compliant with the review of the PMP database as required in subsections (a) 67 
and (b) of this section. 68 

(e) Pharmacists, pharmacy technicians acting at the direction of a pharmacist, 69 
practitioners, and delegates acting at the direction of a practitioner may only access 70 
information contained in the PMP as authorized in §481.076 of Texas Controlled 71 
Substances Act. A person who is authorized to access the PMP may only do so utilizing 72 
that person's assigned identifier (i.e., login and password) and may not use the assigned 73 
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identifier of another person. Unauthorized access of PMP information is a violation of 74 
TCSA, the Texas Pharmacy Act, and board rules. 75 
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PART 15 TEXAS STATE BOARD OF PHARMACY 1 

CHAPTER 315  CONTROLLED SUBSTANCES 2 

22 TAC §315.15  3 

The Texas State Board of Pharmacy proposes a new rule §315.15, concerning Access 4 
Requirements. The new rule, if adopted, specifies requirements for practitioners and 5 
pharmacists to consult the Texas Prescription Monitoring Program (PMP) database to review a 6 
patient's controlled substance history before prescribing or dispensing an opioid, 7 
benzodiazepine, barbiturate, or carisoprodol as provided in §481.0764 and §481.0765 of the 8 
Texas Controlled Substances Act. The new rule also clarifies that PMP information may only be 9 
accessed as authorized in §481.076 of the Texas Controlled Substances Act. 10 

Allison Vordenbaumen Benz, R.Ph., M.S., Executive Director/Secretary, has determined that, 11 
for the first five-year period the proposed new rule is in effect, there will be no fiscal implications 12 
for state or local government as a result of enforcing or administering the rule. Ms. Benz has 13 
determined that, for each year of the first five-year period the proposed rule will be in effect, the 14 
public benefit anticipated as a result of enforcing the new rule will be to ensure informed 15 
decision-making by practitioners and pharmacists with regard to the prescribing or dispensing of 16 
opioids, benzodiazepine, barbiturates, and carisoprodol by requiring a review of a patient's 17 
controlled substance history before prescribing or dispensing those drugs. There is no 18 
anticipated impact on large, small or micro-businesses (pharmacies), rural communities, or local 19 
or state employment. An economic impact statement and regulatory flexibility analysis are not 20 
required because the proposed rule will not have an adverse economic effect on Texas small 21 
businesses or rural communities. 22 

For each year of the first five years the proposed rule will be in effect, Ms. Benz has determined 23 
the following: 24 

(1) The proposed rule does not create or eliminate a government program; 25 

(2) Implementation of the proposed rule does not require the creation of new employee 26 
positions or the elimination of existing employee positions; 27 

(3) Implementation of the proposed rule does not require an increase or decrease in the future 28 
legislative appropriations to the agency; 29 

(4) The proposed rule does not require an increase or decrease in fees paid to the agency; 30 

(5) The proposed rule does create a new regulation; 31 

(6) The proposed rule does not limit or expand an existing regulation; 32 

(7) The proposed rule does not increase or decrease the number of individuals subject to the 33 
rule's applicability; and 34 

(8) The proposed rule does not positively or adversely affect this state's economy. 35 
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Written comments on the proposed rule may be submitted to Megan G. Holloway, Assistant 36 
General Counsel, Texas State Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin, 37 
Texas, 78701, FAX (512) 305-8061. Comments must be received by 5:00 p.m., November 3, 38 
2018. 39 

The new rule is proposed under §551.002 and §554.051 of the Texas Pharmacy Act (Chapters 40 
551 - 569, Texas Occupations Code) and §481.003 of the Texas Controlled Substances Act 41 
(Chapter 481, Texas Health and Safety Code). The Board interprets §551.002 as authorizing 42 
the agency to protect the public through the effective control and regulation of the practice of 43 
pharmacy. The Board interprets §554.051(a) as authorizing the agency to adopt rules for the 44 
proper administration and enforcement of the Act. The Board interprets §481.003 of the Texas 45 
Controlled Substances Act as authorizing the agency to adopt rules to administer §§481.075 - 46 
481.0766 of the Texas Controlled Substances Act. 47 

The statutes affected by these amendments: Texas Pharmacy Act, Chapters 551 - 569, Texas 48 
Occupations Code. 49 

§315.15.Access Requirements. 50 

[(a) Effective September 1, 2019, a practitioner before prescribing an opioid, benzodiazepine, 51 
barbiturate, or carisoprodol for a patient shall consult the Texas Prescription Monitoring 52 
Program (PMP) database to review the patient's controlled substance history.] 53 

(a)[(b)] Effective September 1, 2019, a pharmacist before dispensing an opioid, benzodiazepine, 54 
barbiturate, or carisoprodol for a patient shall consult the Texas Prescription Monitoring 55 
Program (PMP) database to review the patient's controlled substance history. 56 

(b)[(c)] The duty to consult the PMP database as described in subsection[s] (a) [and (b)] of this 57 
section does not apply in the following circumstances: 58 

(1) the prescribing individual practitioner is a veterinarian; 59 

(2) it is clearly noted in the prescription record that the patient has a diagnosis of cancer or 60 
is in hospice care [and the prescriber clearly notes such diagnosis on the prescription]; or 61 

(3) the [practitioner or] pharmacist is unable to access the PMP after making and documenting a 62 
good faith effort to do so. 63 

(c)[(d)] If a [practitioner or] pharmacist uses pharmacy management systems[electronic 64 
medical records] that integrate data from the PMP, a review of the pharmacy management 65 
system[electronic medical records] with the integrated data shall be deemed compliant with the 66 
review of the PMP database as required under §481.0764(a) of the Texas Health and Safety 67 
Code and in subsection[s] (a) [and (b)] of this section. 68 

(d)[(e)] Pharmacists[,] and pharmacy technicians acting at the direction of a pharmacist[, 69 
practitioners, and delegates acting at the direction of a practitioner] may only access information 70 
contained in the PMP as authorized in §481.076 of Texas Controlled Substances Act. A person 71 
who is authorized to access the PMP may only do so utilizing that person's assigned identifier 72 
(i.e., login and password) and may not use the assigned identifier of another person. 73 
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Unauthorized access of PMP information is a violation of Texas Controlled Substances Act, 74 
the Texas Pharmacy Act, and board rules. 75 



 
 

October 30, 2018 

 

Megan G. Holloway 

Assistant General Counsel 

Texas State Board of Pharmacy 

333 Guadalupe Street, Suite 3-500 

Austin, Texas 78701 

 

Via email to Megan.Holloway@pharmacy.texas.gov 

 

Re: Comments on Proposed Rule 22 TAC §315.15 

 

Dear Ms. Holloway: 

 

The Texas Medical Association (TMA) writes to provide comments on the rules proposed by the 

Texas State Board of Pharmacy (TSBP), as published in the Texas Register on October 5, 2018. 

TMA is a private, voluntary, nonprofit association founded in 1853 to serve the people of Texas 

in matters of medical care, prevention and cure of disease, and improvement of public health and 

represents over 51,000 Texas physicians and medical residents and students. 

 

TMA writes to oppose the parts of the proposed rules that exceed TSBP’s statutory authority to 

regulate physicians and administer parts of the Controlled Substances Act, and to support 

measures that can be taken to reduce administrative burdens associated with the PMP.  

 

I. TMA’s Opposition to Proposed Rules that Regulate Physicians and Enforce 

Without Authority 

 

The proposed rules relate to the Texas Prescription Monitoring Program (PMP). Proposed 

§315.15(a) requires a “practitioner” to consult the PMP before issuing a prescription for certain 

drugs. TMA opposes this provision of the rule because TSBP has no authority to regulate and 

adopt rules directing physicians.1  

 

Under the Controlled Substances Act, the TSBP is authorized to adopt rules to administer (but 

not to enforce)2 §481.0764, Texas Health and Safety Code, which requires physicians and other 

practitioners to access the PMP before prescribing certain drugs. Instead of authorizing the TSBP 

                                                 
1 As a threshold matter, “practitioner” is not defined in the rule; current TSBP rules in 22 Tex. Admin. Code §315.1 

include a definition for “individual practitioner,” (which does include a physician) while there is no definition for 

just a “practitioner.” TMA assumes that the undefined term “practitioner” is intended to include a physician, and 

bases its opposition to this part of the rule on that assumption.  

2 See §481.003(a), Texas Health and Safety Code, and §554.051(a-1), Texas Occupations Code.  



Comments on Proposed Rule 22 TAC §291.29 

Page 2 

 

to enforce these requirements, the legislature granted authority to enforce these requirements to a 

practitioner’s respective regulating agency by authorizing that agency to take disciplinary action 

against a practitioner for failure to comply with the PMP checking requirement. This means that 

for physicians, it is the Texas Medical Board that has authority to enforce this requirement (not 

the TSBP). The TSBP’s proposed rules that impose requirements on a physician thus fall outside 

of TSBP’s statutory authority, represent over-regulation, and will only cause confusion at the 

agency and by those who read the rules.  The Pharmacy Board’s use of the term “practitioner” in 

subsection (a) adds to this confusion, as this term is not clearly defined in the rules. Thus, it is 

not even clear to whom these rules would apply.  

 

 

For all of the foregoing reasons, TMA strongly encourages TSBP to not adopt §315.15(a) and to 

make conforming changes in Subsections (c) and (e). Doing so will ensure that the agency does 

not overstep its regulatory authority and will help the public be accurately informed about the 

agencies responsible for enforcing the PMP-checking requirements. 

 

TMA expresses opposition on similar grounds to proposed §315.15(e), which states that 

“practitioners and delegates acting at the direction of a practitioner may only access information 

contained in the PMP as authorized” by the Controlled Substances Act, and further stating that 

“unauthorized access of PMP information is a violation of . . . board rules.” This restriction is 

based on §481.076, Health and Safety Code. Here, TSBP again attempts to regulate physicians 

and it seems even more apparent that, by stating that certain actions are violations of board rules, 

TSBP is attempting to enforce the rules where it has no authority to do so.  

 

In its proposal preamble, the TSBP cites §554.051(a) of the Occupations Code as authorizing the 

agency to adopt rules for the “proper administration and enforcement of the Act,” but even that 

section expressly states that, with respect to §§481.076 and 481.0764 of the Health and Safety 

Code, the TSBP has only authority to “adopt rules to administer” (and not enforce) those 

sections.3 This is in addition to the very clear distinction of the TSBP’s authority with respect to 

enforcement of the Controlled Substances Act (that is, it has no authority to enforce certain 

sections, including §§481.076 and 481.0764) that is found in §481.003(a), Health and Safety 

Code. Again, TMA asserts that adopting rules where there is no authority to do so causes 

confusion for both the agency and the public.  

 

II. TMA Supports TSBP’s Clarification Regarding Electronic Medical Record 

Integration of PMP Data 

 

The proposed rules also clarify that using electronic medical records that integrate data from the 

PMP can be treated as reviewing the PMP database. TMA believes that this is a clarification that 

is under the TSBP’s statutory authority to administer requirements relating to the PMP, and 

TMA supports this clarification. Checking the PMP database directly for every required 

                                                 
3 While TSBP may argue that it has general authority “for the administration and enforcement of this subtitle” under 

§554.051(a), the rule of statutory construction under §311.026, Texas Government Code, that specific laws control 

over general laws would clearly resolve the issue. That is, the specific authority to merely administer specifically 

§§481.076 and 481.0764, Health and Safety Code would control over the general authority to enforce “this subtitle” 

[Subtitle J, Title 3, Occupations Code]. 
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prescription can impose significant administrative burdens and takes time away from seeing and 

caring for patients. Allowing use of electronic medical records that have been integrated with 

PMP data reduces that administrative burden. TMA thus supports this clarification.  

 

If TSBP amends the proposed rule as TMA strongly recommends to eliminate regulations 

relating to “practitioners,” this part of the rule relating to the use of electronic medical records to 

comply with §481.0764, Health and Safety Code, should also be amended. The suggested 

amendment, laid out below, would cite to the statutory requirement to access the PMP rather 

than the rule’s requirement. 

 

III. TMA’s Suggested Amendments to the Proposed Rule 

 

Based on the foregoing, TMA strongly recommends amending the proposed rule to remove the 

“practitioners” language in proposed subsections (a) and (e) and to remove attempts to enforce 

the applicable sections of the Controlled Substances Act, as follows: 

 

§315.15.Access Requirements. 

 

(a) [Effective September 1, 2019, a practitioner before prescribing an opioid, 

benzodiazepine, barbiturate, or carisoprodol for a patient shall consult the Texas 

Prescription Monitoring Program (PMP) database to review the patient's controlled 

substance history. 

 

[(b)] Effective September 1, 2019, a pharmacist before dispensing an opioid, 

benzodiazepine, barbiturate, or carisoprodol for a patient shall consult the PMP 

database to review the patient's controlled substance history. 

 

(b) [(c)] The duty to consult the PMP database as described in subsection 

[subsections] (a) [and (b)] of this section does not apply in the following 

circumstances: 

 

(1) the prescribing individual practitioner is a veterinarian; 

 

(2) it is clearly noted in the prescription record that the patient has [the 

patient has] a diagnosis of cancer or is in hospice care [and the prescriber clearly 

notes such diagnosis on the prescription]; or 

 

(3) the [practitioner or] pharmacist is unable to access the PMP after making 

and documenting a good faith effort to do so. 

 

(c) [(d)] If an individual practitioner or pharmacist uses electronic medical records 

that integrate data from the PMP, a review of the electronic medical records with 

the integrated data shall be deemed compliant with the review of the PMP database 

as required under §481.0764(a), Health and Safety Code and in subsection (a) [and 

(b)] of this section. 
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(d) [(e)] Pharmacists and pharmacy technicians acting at the direction of a 

pharmacist, [practitioners, and delegates acting at the direction of a practitioner] 

may only access information contained in the PMP as authorized in §481.076 of 

Texas Controlled Substances Act. A person who is authorized to access the PMP 

may only do so utilizing that person's assigned identifier (i.e., login and password) 

and may not use the assigned identifier of another person. [Unauthorized access of 

PMP information is a violation of TCSA, the Texas Pharmacy Act, and board 

rules.] 

 

In the alternative (if the TSBP intends to move forward with its originally proposed language 

over TMA’s strong objections), TSBP should, at the very least, add language in the rule to 

clarify that the rules are neither intended to regulate individual practitioners nor intended to 

enforce the applicable provisions of the Controlled Substances Act. TMA thus alternatively 

proposes adding the following language to proposed §315.15: 

 

(f) Nothing in this section authorizes the board to regulate an individual practitioner 

or to enforce §§ 481.073, 481.074, 481.075, 481.076, 481.0761, 481.0762, 

481.0763, 481.0764, 481.0765, and 481.0766, Health and Safety Code. 

 

Conclusion  

 

Should you have any questions regarding these comments, please contact Rocky Wilcox, Vice 

President and General Counsel, at rocky.wilcox@texmed.org; Kelly Walla, Associate Vice 

President and Deputy General Counsel, at kelly.walla@texmed.org; or Jared Livingston, 

Assistant General Counsel, at jared.livingston@texmed.org. You may also call TMA’s toll free 

at 800-880-1300 and request to speak to these association staff members. 

 

Sincerely, 

 

 

 

 

Douglas W. Curran, MD  

President, Texas Medical Association  

 

DWC: JL 
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