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RULE ANALYSIS 
   
 Introduction: THE AMENDMENTS ARE SUBMITTED TO THE BOARD FOR 

CONSIDERATION AS AN ADOPTED RULE 
  
 Short Title: Records. 
 
 Rule Number: §291.75 
 

 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, update references to DEA 222 form 

requirements to be consistent with federal regulations. 
 
 
The Board reviewed and voted to propose the amendments during the February 2, 
2021 meeting. The proposed amendments were published in the April 2, 2021, issue 
of the Texas Register at 46 TexReg 2155. 
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TITLE 22. EXAMINING BOARDS 1 
PART 15. TEXAS STATE BOARD OF PHARMACY 2 
CHAPTER 291. PHARMACIES 3 
SUBCHAPTER D. INSTITUTIONAL PHARMACY (CLASS C) 4 

§291.75. Records. 5 

The Texas State Board of Pharmacy proposes amendments to §291.75, concerning Records. 6 
The amendments, if adopted, will update references to DEA 222 form requirements to be 7 
consistent with federal regulations. 8 

Allison Vordenbaumen Benz, R.Ph., M.S., Executive Director/Secretary, has determined that, 9 
for the first five-year period the rules are in effect, there will be no fiscal implications for state or 10 
local government as a result of enforcing or administering the rule. Ms. Benz has determined 11 
that, for each year of the first five-year period the rule will be in effect, the public benefit 12 
anticipated as a result of enforcing the amendments will be to ensure consistency between 13 
Board rules and federal regulations. There is no anticipated adverse economic impact on large, 14 
small or micro-businesses (pharmacies), rural communities, or local or state employment. 15 
Therefore, an economic impact statement and regulatory flexibility analysis are not required. 16 

For each year of the first five years the proposed amendments will be in effect, Ms. Benz has 17 
determined the following: 18 

(1) The proposed amendments do not create or eliminate a government program; 19 

(2) Implementation of the proposed amendments does not require the creation of new employee 20 
positions or the elimination of existing employee positions; 21 

(3) Implementation of the proposed amendments does not require an increase or decrease in 22 
the future legislative appropriations to the agency; 23 

(4) The proposed amendments do not require an increase or decrease in fees paid to the 24 
agency; 25 

(5) The proposed amendments do not create a new regulation; 26 

(6) The proposed amendments do not limit or expand an existing regulation; 27 

(7) The proposed amendments do not increase or decrease the number of individuals subject to 28 
the rule's applicability; and 29 

(8) The proposed amendments do not positively or adversely affect this state's economy. 30 

Written comments on the amendments may be submitted to Megan G. Holloway, Deputy 31 
General Counsel, Texas State Board of Pharmacy, 333 Guadalupe Street, Suite 3-500, Austin, 32 
Texas, 78701, FAX (512) 305-8061. Comments must be received by 5:00 p.m., May 4, 2021. 33 

The amendments are proposed under §551.002 and §554.051 of the Texas Pharmacy Act 34 
(Chapters 551 - 569, Texas Occupations Code). The Board interprets §551.002 as authorizing 35 
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the agency to protect the public through the effective control and regulation of the practice of 36 
pharmacy. The Board interprets §554.051(a) as authorizing the agency to adopt rules for the 37 
proper administration and enforcement of the Act. 38 

The statutes affected by these amendments: Texas Pharmacy Act, Chapters 551 - 569, Texas 39 
Occupations Code. 40 

§291.75. Records. 41 

(a) Maintenance of records. 42 

(1) Every inventory or other record required to be kept under the provisions of §291.71 of this 43 
title (relating to Purpose), §291.72 of this title (relating to Definitions), §291.73 of this title 44 
(relating to Personnel), §291.74 of this title (relating to Operational Standards), and this section 45 
contained in Institutional Pharmacy (Class C) shall be: 46 

(A) kept by the institutional pharmacy and be available, for at least two years from the date of 47 
such inventory or record, for inspecting and copying by the board or its representative, and 48 
other authorized local, state, or federal law enforcement agencies; and 49 

(B) supplied by the pharmacy within 72 hours, if requested by an authorized agent of the board. 50 
If the pharmacy maintains the records in an electronic format, the requested records must be 51 
provided in a mutually agreeable electronic format if specifically requested by the board or its 52 
representative. Failure to provide the records set out in this subsection, either on site or within 53 
72 hours, constitutes prima facie evidence of failure to keep and maintain records in violation of 54 
the Act. 55 

(2) Records of controlled substances listed in Schedules I and II shall be maintained separately 56 
from all other records of the pharmacy. 57 

(3) Records of controlled substances listed in Schedules III - V shall be maintained separately or 58 
readily retrievable from all other records of the pharmacy. For purposes of this subsection, 59 
readily retrievable means that the controlled substances shall be asterisked, redlined, or in 60 
some other manner readily identifiable apart from all other items appearing on the record. 61 

(4) Records, except when specifically required to be maintained in original or hard-copy form, 62 
may be maintained in an alternative data retention system, such as a data processing or direct 63 
imaging system, provided: 64 

(A) the records in the alternative data retention system contain all of the information required on 65 
the manual record; and 66 

(B) the alternative data retention system is capable of producing a hard copy of the record upon 67 
the request of the board, its representative, or other authorized local, state, or federal law 68 
enforcement or regulatory agencies. 69 

(b) Outpatient records. 70 



April 20, 2021 

(1) Outpatient records shall be maintained as provided in §291.34 (relating to Records), and 71 
§291.35 (relating to Official Prescription Requirements), in chapter 291, subchapter B of this 72 
title. 73 

(2) Outpatient prescriptions, including, but not limited to, furlough and discharge prescriptions, 74 
that are written by a practitioner must be written on a form which meets the requirements of 75 
§291.34(b)(7)(A) of this title. Medication order forms or copies thereof do not meet the 76 
requirements for outpatient forms. 77 

(3) Controlled substances listed in Schedule II must be written on an official prescription form in 78 
accordance with the Texas Controlled Substances Act, §481.075, and rules promulgated 79 
pursuant to the Texas Controlled Substances Act, unless exempted by chapter 315 of this title 80 
(relating to Controlled Substances). Outpatient prescriptions for Schedule II controlled 81 
substances that are exempted from the official prescription requirement must be manually 82 
signed by the practitioner. 83 

(c) Patient records. 84 

(1) Original medication orders. 85 

(A) Each original medication order shall bear the following information: 86 

(i) patient name and room number or identification number; 87 

(ii) drug name, strength, and dosage form; 88 

(iii) directions for use; 89 

(iv) date; and 90 

(v) signature or electronic signature of the practitioner or that of his or her authorized agent. 91 

(B) Original medication orders shall be maintained with the medication administration records of 92 
the patients. 93 

(2) Patient medication records (PMR). A patient medication record shall be maintained for each 94 
patient of the facility. The PMR shall contain at a minimum the following information: 95 

(A) Patient information: 96 

(i) patient name and room number or identification number; 97 

(ii) gender, and date of birth or age; 98 

(iii) weight and height; 99 

(iv) known drug sensitivities and allergies to drugs and/or food; 100 

(v) primary diagnoses and chronic conditions; 101 
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(vi) primary physician; and 102 

(vii) other drugs the patient is receiving; and 103 

(B) Medication order information: 104 

(i) date of distribution; 105 

(ii) drug name, strength, and dosage form; and 106 

(iii) directions for use. 107 

(3) Controlled substances records. Controlled substances records shall be maintained as 108 
follows: 109 

(A) All records for controlled substances shall be maintained in a readily retrievable manner; 110 
and 111 

(B) Controlled substances records shall be maintained in a manner to establish receipt and 112 
distribution of all controlled substances. 113 

(4) Schedule II controlled substances records. Records of controlled substances listed in 114 
Schedule II shall be maintained as follows: 115 

(A) Records of controlled substances listed in Schedule II shall be maintained separately from 116 
records of controlled substances in Schedules III, IV, and V, and all other records; 117 

(B) An institutional pharmacy shall maintain a perpetual inventory of any controlled substance 118 
listed in Schedule II; and 119 

(C) Distribution records for controlled substances listed in Schedule II shall bear the following 120 
information: 121 

(i) patient's name; 122 

(ii) prescribing or attending practitioner; 123 

(iii) name of drug, dosage form, and strength; 124 

(iv) time and date of administration to patient and quantity administered; 125 

(v) name, initials, or electronic signature of the individual administering the controlled substance; 126 

(vi) returns to the pharmacy; and 127 

(vii) waste (waste is required to be witnessed and cosigned, electronically or manually, by 128 
another individual). 129 

(5) Floor stock records. 130 
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(A) Distribution records for Schedules II - V controlled substances floor stock shall include the 131 
following information: 132 

(i) patient's name; 133 

(ii) prescribing or attending practitioner; 134 

(iii) name of controlled substance, dosage form, and strength; 135 

(iv) time and date of administration to patient; 136 

(v) quantity administered; 137 

(vi) name, initials, or electronic signature of the individual administering drug; 138 

(vii) returns to the pharmacy; and 139 

(viii) waste (waste is required to be witnessed and cosigned, manually or electronically, by 140 
another individual). 141 

(B) The record required by subparagraph (A) of this paragraph shall be maintained separately 142 
from patient records. 143 

(C) A pharmacist shall review distribution records with medication orders on a periodic basis to 144 
verify proper usage of drugs, not to exceed 30 days between such reviews. 145 

(6) General requirements for records maintained in a data processing system. 146 

(A) Noncompliance with data processing requirements. If a hospital pharmacy's data processing 147 
system is not in compliance with the board's requirements, the pharmacy must maintain a 148 
manual recordkeeping system. 149 

(B) Requirements for backup systems. The facility shall maintain a backup copy of information 150 
stored in the data processing system using disk, tape, or other electronic backup system and 151 
update this backup copy on a regular basis, at least monthly, to assure that data is not lost due 152 
to system failure. 153 

(C) Change or discontinuance of a data processing system. 154 

(i) Records of distribution and return for all controlled substances. A pharmacy that changes or 155 
discontinues use of a data processing system must: 156 

(I) transfer the records to the new data processing system; or 157 

(II) purge the records to a printout which contains the same information as required on the audit 158 
trail printout as specified in paragraph (7)(B) of this subsection. The information on this printout 159 
shall be sorted and printed by drug name and list all distributions/returns chronologically. 160 
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(ii) Other records. A pharmacy that changes or discontinues use of a data processing system 161 
must: 162 

(I) transfer the records to the new data processing system; or 163 

(II) purge the records to a printout which contains all of the information required on the original 164 
document. 165 

(iii) Maintenance of purged records. Information purged from a data processing system must be 166 
maintained by the pharmacy for two years from the date of initial entry into the data processing 167 
system. 168 

(D) Loss of data. The pharmacist-in-charge shall report to the board in writing any significant 169 
loss of information from the data processing system within 10 days of discovery of the loss. 170 

(7) Data processing system maintenance of records for the distribution and return of all 171 
controlled substances to the pharmacy. 172 

(A) Each time a controlled substance is distributed from or returned to the pharmacy, a record of 173 
such distribution or return shall be entered into the data processing system. 174 

(B) The data processing system shall have the capacity to produce a hard copy printout of an 175 
audit trail of drug distribution and return for any strength and dosage form of a drug (by either 176 
brand or generic name or both) during a specified time period. This printout shall contain the 177 
following information: 178 

(i) patient's name and room number or patient's facility identification number; 179 

(ii) prescribing or attending practitioner's name; 180 

(iii) name, strength, and dosage form of the drug product actually distributed; 181 

(iv) total quantity distributed from and returned to the pharmacy; 182 

(v) if not immediately retrievable via electronic image, the following shall also be included on the 183 
printout: 184 

(I) prescribing or attending practitioner's address; and 185 

(II) practitioner's DEA registration number, if the medication order is for a controlled substance. 186 

(C) An audit trail printout for each strength and dosage form of the drugs distributed during the 187 
preceding month shall be produced at least monthly and shall be maintained in a separate file at 188 
the facility unless the pharmacy complies with subparagraph (D) of this paragraph. The 189 
information on this printout shall be sorted by drug name and list all distributions/returns for that 190 
drug chronologically. 191 

(D) The pharmacy may elect not to produce the monthly audit trail printout if the data processing 192 
system has a workable (electronic) data retention system which can produce an audit trail of 193 
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drug distribution and returns for the preceding two years. The audit trail required in this 194 
paragraph shall be supplied by the pharmacy within 72 hours, if requested by an authorized 195 
agent of the board, or other authorized local, state, or federal law enforcement or regulatory 196 
agencies. 197 

(8) Failure to maintain records. Failure to provide records set out in this subsection, either on 198 
site or within 72 hours for whatever reason, constitutes prima facie evidence of failure to keep 199 
and maintain records. 200 

(9) Data processing system downtime. In the event that a hospital pharmacy that uses a data 201 
processing system experiences system downtime, the pharmacy must have an auxiliary 202 
procedure which will ensure that all data is retained for on-line data entry as soon as the system 203 
is available for use again. 204 

(10) Ongoing clinical pharmacy program records. If a pharmacy has an ongoing clinical 205 
pharmacy program and allows pharmacy technicians to verify the accuracy of work performed 206 
by other pharmacy technicians, the pharmacy must have a record of the pharmacy technicians 207 
and the duties performed. 208 

(d) Distribution of controlled substances to another registrant. A pharmacy may distribute 209 
controlled substances to a practitioner, another pharmacy or other registrant, without being 210 
registered to distribute, under the following conditions: 211 

(1) The registrant to whom the controlled substance is to be distributed is registered under the 212 
Controlled Substances Act to dispense that controlled substance; and 213 

(2) The total number of dosage units of controlled substances distributed by a pharmacy may 214 
not exceed 5.0% of all controlled substances dispensed or distributed by the pharmacy during 215 
the 12-month period in which the pharmacy is registered; if at any time it does exceed 5.0%, the 216 
pharmacy is required to obtain an additional registration to distribute controlled substances. 217 

(3) If the distribution is for a Schedule III, IV, or V controlled substance, a record shall be 218 
maintained which indicates: 219 

(A) the actual date of distribution; 220 

(B) the name, strength, and quantity of controlled substances distributed; 221 

(C) the name, address, and DEA registration number of the distributing pharmacy; and 222 

(D) the name, address, and DEA registration number of the pharmacy, practitioner, or other 223 
registrant to whom the controlled substances are distributed. 224 

(4) A pharmacy shall comply with 21 CFR 1305 regarding the DEA order form (DEA 222) 225 
requirements when distributing a Schedule II controlled substance. 226 

[(4) If the distribution is for a Schedule I or II controlled substance, the following is applicable:] 227 
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[(A) The pharmacy, practitioner or other registrant who is receiving the controlled substances 228 
shall issue copy 1 and copy 2 of a DEA order form (DEA 222) to the distributing pharmacy; and] 229 

[(B) The distributing pharmacy shall:] 230 

[(i) complete the area on the DEA order form (DEA 222) titled TO BE FILLED IN BY 231 
SUPPLIER;] 232 

[(ii) maintain copy 1 of the DEA order form (DEA 222) at the pharmacy for two years; and] 233 

[(iii) forward copy 2 of the DEA order form (DEA 222) to the divisional office of the Drug 234 
Enforcement Administration.] 235 

(e) Other records. Other records to be maintained by a pharmacy: 236 

(1) a log of the initials or identification codes which identifies pharmacy personnel by name. The 237 
initials or identification code shall be unique to ensure that each person can be identified, i.e., 238 
identical initials or identification codes cannot be used. Such log shall be maintained at the 239 
pharmacy for at least seven years from the date of the transaction; 240 

[(2) copy 3 of DEA order forms (DEA 222) which have been properly dated, initialed, and filed, 241 
and all copies of each unaccepted or defective order form and any attached statements or other 242 
documents;] 243 

[(3) a hard copy of the power of attorney to sign DEA 222 order forms (if applicable);] 244 

(2) [(4)] suppliers' invoices of dangerous drugs and controlled substances; a pharmacist shall 245 
verify that the controlled drugs listed on the invoices were actually received by clearly recording 246 
his/her initials and the actual date of receipt of the controlled substances; 247 

(3) [(5)] suppliers' credit memos for controlled substances and dangerous drugs; 248 

(4) [(6)] a hard copy of inventories required by §291.17 of this title (relating to Inventory 249 
Requirements) except that a perpetual inventory of controlled substances listed in Schedule II 250 
may be kept in a data processing system if the data processing system is capable of producing 251 
a hard copy of the perpetual inventory on-site; 252 

(5) [(7)] hard copy reports of surrender or destruction of controlled substances and/or dangerous 253 
drugs to an appropriate state or federal agency; 254 

(6) [(8)] a hard copy Schedule V nonprescription register book; 255 

(7) [(9)] records of distribution of controlled substances and/or dangerous drugs to other 256 
pharmacies, practitioners, or registrants; and 257 

(8) [(10)] a hard copy of any notification required by the Texas Pharmacy Act or these sections 258 
including, but not limited to, the following: 259 

(A) reports of theft or significant loss of controlled substances to DEA and the board; 260 
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(B) notifications of a change in pharmacist-in-charge of a pharmacy; and 261 

(C) reports of a fire or other disaster which may affect the strength, purity, or labeling of drugs, 262 
medications, devices, or other materials used in diagnosis or treatment of injury, illness, and 263 
disease. 264 

(f) Permission to maintain central records. Any pharmacy that uses a centralized recordkeeping 265 
system for invoices and financial data shall comply with the following procedures. 266 

(1) Controlled substance records. Invoices and financial data for controlled substances may be 267 
maintained at a central location provided the following conditions are met: 268 

(A) Prior to the initiation of central recordkeeping, the pharmacy submits written notification by 269 
registered or certified mail to the divisional director of DEA as required by Title 21, Code of 270 
Federal Regulations, §1304.04(a), and submits a copy of this written notification to the board. 271 
Unless the registrant is informed by the divisional director of DEA that permission to keep 272 
central records is denied, the pharmacy may maintain central records commencing 14 days 273 
after receipt of notification by the divisional director; 274 

(B) The pharmacy maintains a copy of the notification required in subparagraph (A) of this 275 
paragraph; and 276 

(C) The records to be maintained at the central record location shall not include executed DEA 277 
order forms, prescription drug orders, or controlled substance inventories, which shall be 278 
maintained at the pharmacy. 279 

(2) Dangerous drug records. Invoices and financial data for dangerous drugs may be 280 
maintained at a central location. 281 

(3) Access to records. If the records are kept in any form requiring special equipment to render 282 
the records easily readable, the pharmacy shall provide access to such equipment with the 283 
records. 284 

(4) Delivery of records. The pharmacy agrees to deliver all or any part of such records to the 285 
pharmacy location within two business days of written request of a board agent or any other 286 
authorized official. 287 
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