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

CONSIDERATION AS ADOPTED RULES 
  
 Short Title: Community Pharmacy (Class A) 
 
 Rule Numbers: §§291.31 – 291.34 
 

 Statutory Authority: Texas Pharmacy Act, Chapter 551-566 and 568-569, 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, incorporate recommendations made 

by the Task Force on Pharmacy Security in Community (Class A) 
Pharmacies; clarify the definition of the prescription department; 
clarify the responsibilities of the owner to include establishing 
polices and procedures for the security of the prescription 
department; outline the security requirements for Class A 
pharmacies; clarify the temporary absence requirements for 
pharmacists; require the pharmacy to document the identity of each 
pharmacists involved in a specific portion of the dispensing process 
if the pharmacy’s data processing system is capable of recording 
such information; and require the pharmacy to document the 
identity of the pharmacist responsible for providing verbal 
counseling on a new prescription.   

 
 
 
The Board review and voted to propose the amendments during their February 5, 
2008, meeting.  The proposed amendments were published in the March 21, 2008, 
issue of the Texas Register at 33 TexReg 2462.  The Board received public testimony 
and written comments at the May 2008 meeting.  The Board voted to continue to 
review the proposed language and bring the rules back at the August 2008 meeting.  
.   
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Subchapter B. COMMUNITY PHARMACY (CLASS A)  

22 TAC §§291.31 - 291.34  

The Texas State Board of Pharmacy proposes amendments to §291.31, concerning 
Definition, §291.32, concerning Personnel, §291.33, concerning Operational Standards, 
and §291.34, concerning Records. The amendments, if adopted, incorporate 
recommendations made by the Task Force on Pharmacy Security in Community (Class 
A) Pharmacies; clarify the definition of the prescription department; clarify the 
responsibilities of the owner to include establishing polices and procedures for the 
security of the prescription department; outline the security requirements for Class A 
pharmacies; clarify the temporary absence requirements for pharmacists; require the 
pharmacy to document the identity of each pharmacist involved in a specific portion of 
the dispensing process if the pharmacy's data processing system is capable of recording 
such information; and require the pharmacy to document the identity of the pharmacist 
responsible for providing verbal counseling on a new prescription.  

Gay Dodson, R.Ph., Executive Director/Secretary, has determined that, for the first five-
year period the amendments are in effect, there will be no fiscal implications for state or 
local government as a result of enforcing or administering the amendments.  

Ms. Dodson has determined that, for each year of the first five-year period the 
amendments will be in effect, the public benefit anticipated as a result of enforcing the 
amendments will be to ensure the security of Class A pharmacies and will be to prohibit 
the diversion of prescription drugs from Class A pharmacies; ensure that pharmacists are 
accountable for the specific portion of the dispensing process that the individual 
performs; and ensure that pharmacists are accountable for providing verbal counseling on 
new prescriptions.  

Ms. Dodson has determined the following fiscal impact for small businesses. Of the 
approximate 4,410 Community (Class A) pharmacies actively licensed in Texas, between 
100 - 2,000 pharmacies may be considered a small business as defined in the in the Texas 
Government Code §2006.001(2). This number is based on the number of pharmacies 
licensed as independent pharmacies which would most likely include pharmacies with 
less than 100 employees. Pharmacies will be required to install a basic alarm system with 
off-site monitoring and perimeter and motion sensors. The agency has determined that 
the cost of systems varies based on selected features and physical size of the prescription 
department but estimates that the minimum economic impact to these pharmacies will be 
approximately $1,000 or less per year. This cost includes the installation of a system and 
monthly monitoring fees. Many pharmacies, including small businesses, already have 
some type of basic alarm system already in place so there will be no additional costs to 
these pharmacies.  
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Pharmacies will also be required to secure the prescription department with floor to 
ceiling walls; walls, partitions, or barriers at least 9 feet 6 inches high; electronically 
monitored motion detectors; or pull down sliders if the prescription department is closed 
when the rest of the facility is closed. This provision becomes only applies to new 
pharmacies licensed after June 1, 2009, or pharmacies that move to a new location. The 
Board can not predict the number of pharmacies that this provision may effect in the 
future, and since there are several options available for pharmacies to comply the Board 
is not able to determine a cost to comply.  

Pharmacies that determine to maintain the required record of the counseling pharmacist 
on the data processing system will be required to update the computer system, if the 
computer system does not already store this information. The Board is unable to 
determine the cost because of the numerous vendors pharmacies use for computer 
systems and the undetermined programming cost for this change. However, the 
pharmacies have the alternative to record this information on the hard-copy prescription 
which does not have an associated cost.  

Government Code, §2006.002, as amended by House Bill 3430, 80th Legislative Session, 
2007, requires that before adopting a rule that may have an adverse economic effect on 
small businesses, a state agency must prepare an Economic Impact Statement that 
assesses the potential impact of a proposed rule on small businesses, as provided above, 
and a Regulatory Flexibility Analysis that considers alternative methods of achieving the 
purpose of a rule. As provided in guidelines established by the Office of the Attorney 
General, an agency is not required to consider alternatives that, while possibly 
minimizing adverse impacts on small businesses, would not be protective of the health, 
safety and environmental and economic welfare of the state. The Board considers the 
amendments to §291.33 imperative to protect the health, safety, and welfare of the 
citizens of Texas and did not consider alternatives for complying with the proposed 
amendments. In addition, the costs of a basic alarm system as required to comply with the 
proposed amendments are nominal with respect to the cost of operating a pharmacy.  

Comments on the proposed amendments may be submitted to Allison Benz, R.Ph., M.S., 
Director of Professional Services, Texas State Board of Pharmacy, 333 Guadalupe Street, 
Suite 3-600, Austin, Texas 78701, FAX (512) 305-8082. Comments must be received by 
5 p.m., April 30, 2008.  

The amendments are proposed under §551.002, and §554.051 of the Texas Pharmacy Act 
(Chapters 551 - 566 and 568 - 569, Texas Occupations Code). The Board interprets 
§551.002 as authorizing the agency to protect the public through the effective control and 
regulation of the practice of pharmacy. The Board interprets §554.051(a) as authorizing 
the agency to adopt rules for the proper administration and enforcement of the Act.  

The statutes affected by the amendments: Chapters 551 - 566 and 568 - 569, Texas 
Occupations Code.  

§291.31.Definitions.  
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3 

The following words and terms, when used in this subchapter, shall have the following 
meanings, unless the context clearly indicates otherwise.  

(1) - (36) (No change.)  

4 (37) Prescription department--the area of a pharmacy that contains prescription drugs.  

5 

6 
7 

8 
9 

10 
11 

12 
13 

14 
15 

(38) [ (37) ] Prescription drug--  

(A) a substance for which federal or state law requires a prescription before the substance 
may be legally dispensed to the public;  

(B) a drug or device that under federal law is required, before being dispensed or 
delivered, to be labeled with the statement:  

(i) "Caution: federal law prohibits dispensing without prescription" or "Rx only" or 
another legend that complies with federal law; or  

(ii) "Caution: federal law restricts this drug to use by or on the order of a licensed 
veterinarian"; or  

(C) a drug or device that is required by federal or state statute or regulation to be 
dispensed on prescription or that is restricted to use by a practitioner only.  

16 

17 
18 

19 
20 

(39) [ (38) ] Prescription drug order--  

(A) a written order from a practitioner or a verbal order from a practitioner or his 
authorized agent to a pharmacist for a drug or device to be dispensed; or  

(B) a written order or a verbal order pursuant to Subtitle B, Chapter 157, Occupations 
Code.  

21 
22 

(40) [ (39) ] Prospective drug use review--A review of the patient's drug therapy and 
prescription drug order or medication order prior to dispensing or distributing the drug.  

23 
24 

(41) [ (40) ] State--One of the 50 United States of America, a U.S. territory, or the 
District of Columbia.  

25 
26 

(42) [ (41) ] Texas Controlled Substances Act--The Texas Controlled Substances Act, 
Health and Safety Code, Chapter 481, as amended.  

27 
28 
29 

30 

(43) [ (42) ] Written protocol--A physician's order, standing medical order, standing 
delegation order, or other order or protocol as defined by rule of the Texas Medical Board 
under the Texas Medical Practice Act.  

§291.32.Personnel.  
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(a) (No change.)  

(b) Owner. The owner of a Class A pharmacy shall have responsibility for all 
administrative and operational functions of the pharmacy. The pharmacist-in-charge may 
advise the owner on administrative and operational concerns. The owner shall have 
responsibility for, at a minimum, the following, and if the owner is not a Texas licensed 
pharmacist, the owner shall consult with the pharmacist-in-charge or another Texas 
licensed pharmacist:  

(1) (No change.)  

9 (2) establishment of polices and procedures for the security of the prescription 
department including the [ and ] maintenance of effective controls against the theft or 
diversion of prescription drugs;  

10 
11 

12 

13 

14 

15 

(3) - (5) (No change.)  

(c) Pharmacists.  

(1) General.  

(A) - (E) (No change.)  

(F) A dispensing pharmacist shall be responsible for and ensure that the drug is dispensed 
and delivered safely, and accurately as prescribed 

16 
, unless the pharmacy's data processing 17 

18 system can record the identity of each pharmacist involved in a specific portion of the 
19 dispensing processing, in which case each pharmacist involved in the dispensing process 
20 shall be responsible for and ensure that the portion of the process the pharmacist is 
21 performing results in the safe and accurate dispensing and delivery of the drug as 
22 prescribed . [ In addition, if multiple pharmacists participate in the dispensing process, 
23 each pharmacist shall ensure the safety and accuracy of the portion of the process the 

pharmacist is performing. ] The dispensing process shall include, but not be limited to, 
drug regimen review and verification of accurate prescription data entry, including data 
entry of prescriptions placed on hold, packaging, preparation, compounding and labeling, 
and performance of the final check of the dispensed prescription.  

24 
25 
26 
27 

28 

29 

30 

31 

32 

(2) - (3) (No change.)  

(d) - (e) (No change.)  

§291.33.Operational Standards.  

(a) (No change.)  

(b) Environment.  
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(1) (No change.)  

(2) Security.  

(A) (No change.)  

4 (B) The prescription department shall be locked by key, combination or other mechanical 
or electronic means to prohibit unauthorized access when a pharmacist is not on-site 5 

6 except as provided in subparagraphs (C) and (D) of this paragraph and paragraph (3) of 
7 this subsection. The following is applicable:  

8 (i) If the prescription department is closed at any time when the rest of the facility is 
9 open, the prescription department must be physically or electronically secured. The 

10 security may be accomplished by means such as floor to ceiling walls; walls, partitions, 
11 or barriers at least 9 feet 6 inches high; electronically monitored motion detectors; or pull 
12 down sliders. Pharmacies licensed prior to June 1, 2009, shall be exempt from this 
13 provision unless the pharmacy changes location.  

14 (ii) Effective, June 1, 2009, the pharmacy's key, combination, or other mechanical or 
15 electronic means of locking the pharmacy may not be duplicated without the 
16 authorization of the pharmacist-in-charge or owner.  

17 (iii) Effective, June 1, 2009, at a minimum, the pharmacy must have a basic alarm system 
18 with off-site monitoring and perimeter and motion sensors. The pharmacy may have 
19 additional security by video surveillance camera systems.  

20 (C) Prior to authorizing individuals to enter the prescription department, the pharmacist-
21 in-charge or owner may designate persons who may enter the prescription department to 
22 perform functions, other than dispensing functions or prescription processing, 
23 documented by the pharmacist-in-charge including access to the prescription department 

by other pharmacists, pharmacy personnel and other individuals. The pharmacy must 24 
25 maintain written documentation of authorized individuals other than individuals 

employed by the pharmacy who accessed the prescription department when a pharmacist 26 
27 is not on-site.  

28 (D) Only persons designated in writing by the pharmacist-in-charge may unlock the 
29 prescription department except in emergency situations. An additional key to the 

prescription department may be maintained in a secure location outside the prescription 30 
31 department for use during an emergency or as designated by the pharmacist-in-charge for 
32 entry by another pharmacist.  

33 (E) Written policies and procedures for the pharmacy's security shall be developed and 
34 implemented by the pharmacist-in-charge and/or the owner of the pharmacy. Such 

polices and procedures may include quarterly audits of controlled substances commonly 35 
36 abused or diverted; perpetual inventories for the comparison of the receipt, dispensing, 

and distribution of controlled substances; monthly reports from the pharmacy's 37 
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1 wholesaler(s) of controlled substances purchased by the pharmacy; opening and closing 
2 procedures; product storage and placement; and central management oversight.  

3 [ (B) The prescription department shall be locked by key or combination so as to prevent 
4 access when a pharmacist is not on-site. However, the pharmacist-in-charge may 

designate persons who may enter the pharmacy to perform functions designated by the 5 
6 

7 

pharmacist-in-charge (e.g., janitorial services).]  

(3) Temporary absence of pharmacist.  

8 (A) On-site supervision by pharmacist.  

9 (i) If a pharmacy is staffed by only one pharmacist, the pharmacist may leave the 
10 prescription department for breaks and meal periods without closing the prescription 
11 department and removing pharmacy technicians, pharmacy technician trainees, and other 
12 pharmacy personnel from the prescription department provided the following conditions 
13 are met:  

14 (I) at least one pharmacy technician remains in the prescription department;  

15 (II) the pharmacist remains on-site at the licensed location of the pharmacy and is 
16 immediately available;  

17 (III) the absence does not exceed 30 minutes at a time and a total of one hour in a 12 hour 
18 period;  

19 (IV) the pharmacist reasonably believes that the security of the prescription department 
20 will be maintained in his or her absence. If in the professional judgment of the 
21 pharmacist, the pharmacist determines that the prescription department should close 
22 during his or her absence, then the pharmacist shall close the prescription department and 
23 remove the pharmacy technicians, pharmacy technician trainees, and other pharmacy 

personnel from the prescription department during his or her absence; and  24 

25 (V) a notice is posted which includes the following information:  

26 (-a-) the pharmacist is on a break and the time the pharmacist will return; and  

27 (-b-) pharmacy technicians may begin the processing of prescription drug orders or refills 
28 brought in during the pharmacist's absence, but the prescription or refill may not be 
29 delivered to the patient or the patient's agent until the pharmacist verifies the accuracy of 
30 the prescription.  

31 (ii) During the time a pharmacist is absent from the prescription department, only 
32 pharmacy technicians who have completed the pharmacy's training program may perform 

the following duties, provided a pharmacist verifies the accuracy of all acts, tasks, and 33 
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1 functions performed by the pharmacy technicians prior to delivery of the prescription to 
2 the patient or the patient's agent:  

3 (I) initiating and receiving refill authorization requests;  

4 (II) entering prescription data into a data processing system;  

5 (III) taking a stock bottle from the shelf for a prescription;  

6 (IV) preparing and packaging prescription drug orders (i.e., counting tablets/capsules, 
7 measuring liquids and placing them in the prescription container);  

8 (V) affixing prescription labels and auxiliary labels to the prescription container; and  

9 (VI) prepackaging and labeling prepackaged drugs.  

10 (iii) Upon return to the prescription department, the pharmacist shall:  

11 (I) conduct a drug regimen review as specified in subsection (c)(2) of this section; and  

12 (II) verify the accuracy of all acts, tasks, and functions performed by the pharmacy 
13 technicians prior to delivery of the prescription to the patient or the patient's agent.  

14 (iv) An agent of the pharmacist may deliver a previously verified prescription to the 
15 patient or his or her agent provided a record of the delivery is maintained containing the 
16 following information:  

17 (I) date of the delivery;  

18 (II) unique identification number of the prescription drug order;  

19 (III) patient's name;  

20 (IV) patient's phone number or the phone number of the person picking up the 
21 prescription; and  

22 (V) signature of the person picking up the prescription.  

23 (v) Any prescription delivered to a patient when a pharmacist is not in the prescription 
department must meet the requirements for a prescription delivered to a patient as 24 

25 described in subsection (c)(1)(F) of this section.  

26 (vi) During the times a pharmacist is absent from the prescription department a 
pharmacist intern shall be considered a registered pharmacy technician and may perform 27 

28 only the duties of a registered pharmacy technician.  
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1 (vii) In pharmacies with two or more pharmacists on duty, the pharmacists shall stagger 
2 their breaks and meal periods so that the prescription department is not left without a 
3 pharmacist on duty.  

4 (B) Pharmacist is off-site.  

5 (i) The prescription department must be secured with procedures for entry during the time 
6 that a pharmacy is not under the continuous on-site supervision of a pharmacist and the 
7 pharmacy is not open for pharmacy services.  

8 (ii) Pharmacy technicians and pharmacy technician trainees may not perform any duties 
9 of a pharmacy technician or pharmacy technician trainee during the time that the a 

10 pharmacist is off-site.  

11 (iii) An agent of the pharmacist may deliver a previously verified prescription to a patient 
12 or patient's agent during short periods of time when a pharmacist is off-site, provided the 
13 following conditions are met:  

14 (I) short periods of time may not exceed two consecutive hours in a 24 hour period;  

15 (II) a notice is posted which includes the following information:  

16 (-a-) the pharmacist is off-site and not present in the pharmacy;  

17 (-b-) no new prescriptions may be prepared at the pharmacy but previously verified 
18 prescriptions may be delivered to the patient or the patient's agent; and  

19 (-c-) the date/time when the pharmacist will return.  

20 (III) the pharmacy must maintain documentation of the absences of the pharmacist(s); 
21 and  

22 (IV) the prescription department is locked and secured to prohibit unauthorized entry.  

23 (iv) During the time a pharmacist is absent from the prescription department and is off-
24 site, a record of prescriptions delivered must be maintained and contain the following 
25 information:  

26 (I) date and time of the delivery;  

27 (II) unique identification number of the prescription drug order;  

28 (III) patient's name;  

29 (IV) patient's phone number or the phone number of the person picking up the 
30 prescription; and  

 8 



1 (V) signature of the person picking up the prescription.  

2 (v) Any prescription delivered to a patient when a pharmacist is not on-site at the 
pharmacy must meet the requirements for a prescription delivered to a patient as 3 

4 described in subsection (c)(1)(F) of this section.  

5 [ (A) If a pharmacy is staffed by a single pharmacist, the pharmacist may leave the 
6 prescription department for breaks and meal periods without closing the prescription 
7 department and removing pharmacy technicians and other pharmacy personnel from the 
8 prescription department provided the following conditions are met:]  

9 [ (i) at least one registered pharmacy technician remains in the prescription department;]  

10 [ (ii) the pharmacist remains on-site at the licensed location of the pharmacy and 
11 available for an emergency;]  

12 [ (iii) the absence does not exceed 30 minutes at a time and a total of one hour in a 12 
13 hour period;]  

14 [ (iv) the pharmacist reasonably believes that the security of the prescription department 
15 will be maintained in his or her absence. If in the professional judgment of the 
16 pharmacist, the pharmacist determines that the prescription department should close 
17 during his or her absence, then the pharmacist shall close the prescription department and 
18 remove the pharmacy technicians or other pharmacy personnel from the prescription 
19 department during his or her absence; and]  

20 [ (v) a notice is posted which includes the following information:]  

21 [ (I) the fact that pharmacist is on a break and the time the pharmacist will return; and]  

22 [ (II) the fact that pharmacy technicians may begin the processing of prescription drug 
orders or refills brought in during the pharmacist absence but the prescription or refill 23 

24 may not be delivered to the patient or the patient's agent until the pharmacist returns and 
25 verifies the accuracy of the prescription.]  

26 [ (B) During the time a pharmacist is absent from the prescription department, only 
27 pharmacy technicians who have completed the pharmacy's training program may perform 
28 the following duties, provided a pharmacist verifies the accuracy of all acts, tasks, and 

functions performed by the pharmacy technicians prior to delivery of the prescription to 29 
30 the patient or the patient's agent:]  

31 [ (i) initiating and receiving refill authorization requests;]  

32 [ (ii) entering prescription data into a data processing system;]  

33 [ (iii) taking a stock bottle from the shelf for a prescription;]  
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1 [ (iv) preparing and packaging prescription drug orders (i.e., counting tablets/capsules, 
2 measuring liquids and placing them in the prescription container);]  

3 [ (v) affixing prescription labels and auxiliary labels to the prescription container 
4 provided the pharmacy technician:]  

5 [ (I) has completed the training requirements outlined in §297.6 of this title (relating to 
6 Pharmacy Technician Training); and]  

7 [ (II) is registered as a pharmacy technician within the provisions of §297.3 of this title 
8 (relating to Registration Requirements); and]  

9 [ (vi) prepackaging and labeling prepackaged drugs.]  

10 [ (C) Upon return to the prescription department, the pharmacist shall:]  

[ (i) conduct a drug regimen review as specified in subsection (c)(2) of this section; and]  11 

12 [ (ii) verify the accuracy of all acts, tasks, and functions performed by the pharmacy 
13 technicians prior to delivery of the prescription to the patient or the patient's agent.]  

14 [ (D) An agent of the pharmacist may deliver a prescription drug order to the patient or 
15 his or her agent provided a record of the delivery is maintained containing the following 
16 information:]  

17 [ (i) date of the delivery;]  

18 [ (ii) unique identification number of the prescription drug order;]  

19 [ (iii) patient's name;]  

20 [ (iv) patient's phone number or the phone number of the person picking up the 
21 prescription; and]  

22 [ (v) signature of the person picking up the prescription.]  

23 [ (E) Any prescription delivered to a patient when a pharmacist is not in the prescription 
24 department must meet the requirements for a prescription delivered to a patient as 
25 described in subsection (c)(1)(F) of this section.]  

26 [ (F) During the times a pharmacist is absent from the prescription department a 
pharmacist intern shall be considered a registered pharmacy technician and may perform 27 

28 only the duties of a registered pharmacy technician.]  
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1 [ (G) In pharmacies with two or more pharmacists on duty, the pharmacists shall stagger 
2 their breaks and meal periods so that the prescription department is not left without a 
3 

4 

5 

6 

7 

8 

9 
10 

pharmacist on duty.]  

(c) Prescription dispensing and delivery.  

(1) Patient counseling and provision of drug information.  

(A) (No change.)  

(B) Such communication:  

(i) - (ii) (No change.)  

(iii) shall be communicated orally in person unless the patient or patient's agent is not at 
the pharmacy or a specific communication barrier prohibits such oral communication; [ 
and ]  11 

12 (iv) effective, June 1, 2009, shall be documented by recording the initials or identification 
13 code of the pharmacist providing the counseling in the prescription dispensing record on 
14 either the original hard-copy prescription or in the pharmacy's data processing system; 
15 and  

16 
17 
18 

(v) [ (iv) ] shall be reinforced with written information relevant to the prescription and 
provided to the patient or patient's agent. The following is applicable concerning this 
written information.  

19 (I) Written information must be in plain language designed for the consumer[ , such as 
20 

21 
22 

23 
24 

25 
26 

27 

28 
29 

30 

the USP DI patient information leaflets, ] and printed in easily readable font size.  

(II) When a compounded product is dispensed, information shall be provided for the 
major active ingredient(s), if available.  

(III) For new drug entities, if no written information is initially available, the pharmacist 
is not required to provide information until such information is available, provided:  

(-a-) the pharmacist informs the patient or the patient's agent that the product is a new 
drug entity and written information is not available;  

(-b-) the pharmacist documents the fact that no written information was provided; and  

(-c-) if the prescription is refilled after written information is available, such information 
is provided to the patient or patient's agent.  

(C) - (D) (No change.)  
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2 
3 

4 
5 

(E) In addition to the requirements of subparagraphs (A) - (D) of this paragraph, if a 
prescription drug order is delivered to the patient at the pharmacy, the following is 
applicable.  

(i) So that a patient will have access to information concerning his or her prescription, a 
prescription may not be delivered to a patient unless a pharmacist is in the pharmacy, 
except as provided in subsection (b)(3) of this section . [ or clause (ii) of this 6 

7 subparagraph. ]  

8 [ (ii) An agent of the pharmacist may deliver a prescription drug order to the patient or 
9 his or her agent during short periods of time when a pharmacist is absent from the 

10 pharmacy, provided the short periods of time do not exceed two hours in a 24 hour 
11 period, and provided a record of the delivery is maintained containing the following 
12 information:]  

13 [ (I) date of the delivery;]  

14 [ (II) unique identification number of the prescription drug order;]  

15 [ (III) patient's name;]  

16 [ (IV) patient's phone number or the phone number of the person picking up the 
17 prescription; and]  

18 [ (V) signature of the person picking up the prescription.]  

19 
20 

(ii) [ (iii) ] Any prescription delivered to a patient when a pharmacist is not in the 
pharmacy must meet the requirements described in subparagraph (F) of this paragraph.  

21 
22 
23 

24 

25 

26 

27 

28 

29 

30 

(iii) [ (iv) ] A Class A pharmacy shall make available for use by the public a current or 
updated edition of the United States Pharmacopeia Dispensing Information, Volume II 
(Advice to the Patient), or another source of such information designed for the consumer.  

(F) - (I) (No change.)  

(2) - (7) (No change.)  

(d) - (i) (No change.)  

§291.34.Records.  

(a) (No change.)  

(b) Prescriptions.  

(1) - (5) (No change.)  
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1 

2 

3 
4 
5 

6 

(6) Prescription drug order information.  

(A) - (C) (No change.)  

(D) At the time of dispensing, a pharmacist is responsible for documenting the following 
information on either the original hard-copy prescription or in the pharmacy's data 
processing system:  

(i) - (iv) (No change.)  

7 

8 
9 

(v) date of dispensing, if different from the date of issuance; [ and ]  

(vi) brand name or manufacturer of the drug product actually dispensed, if the drug was 
prescribed by generic name or if a drug product other than the one prescribed was 
dispensed pursuant to the provisions of the Act, Chapters 562 and 563 ; and [ . ]  10 

11 (vii) effective June 1, 2009, for each new prescription the initials or identification code of 
12 

13 

14 

the pharmacist responsible for providing counseling.  

(7) Refills.  

(A) - (D) (No change.)  

15 (E) If a pharmacist is unable to contact the prescribing practitioner after a reasonable 
16 
17 
18 

19 

effort, a [ A ] pharmacist may exercise his professional judgment in refilling a 
prescription drug order for a drug, other than a controlled substance listed in Schedule II, 
without the authorization of the prescribing practitioner, provided:  

(i) (No change.)  

20 [ (ii) either:]  

21 [ (I) a natural or manmade disaster has occurred which prohibits the pharmacist from 
22 being able to contact the practitioner; or]  

23 [ (II) the pharmacist is unable to contact the practitioner after a reasonable effort;]  

24 (ii) [ (iii) ] the quantity of prescription drug dispensed does not exceed a 72-hour supply;  

25 
26 
27 

(iii) [ (iv) ] the pharmacist informs the patient or the patient's agent at the time of 
dispensing that the refill is being provided without such authorization and that 
authorization of the practitioner is required for future refills;  

28 
29 

(iv) [ (v) ] the pharmacist informs the practitioner of the emergency refill at the earliest 
reasonable time;  

 13 



1 
2 

(v) [ (vi) ] the pharmacist maintains a record of the emergency refill containing the 
information required to be maintained on a prescription as specified in this subsection;  

3 
4 

(vi) [ (vii) ] the pharmacist affixes a label to the dispensing container as specified in 
§291.33(c)(7) of this title; and  

5 
6 

7 
8 

9 
10 
11 

12 

(vii) [ (viii) ] if the prescription was initially filled at another pharmacy, the pharmacist 
may exercise his professional judgment in refilling the prescription provided:  

(I) the patient has the prescription container, label, receipt or other documentation from 
the other pharmacy which contains the essential information;  

(II) after a reasonable effort, the pharmacist is unable to contact the other pharmacy to 
transfer the remaining prescription refills or there are no refills remaining on the 
prescription;  

(III) the pharmacist, in his professional judgment, determines that such a request for an 
emergency refill is appropriate and meets the requirements of clause (i) [ and (ii) ] of this 
subparagraph; and  

13 
14 

15 
16 

(IV) the pharmacist complies with the requirements of clauses (ii) - (vi) [ (iii) - (v) ] of 
this subparagraph.  

17 (F) If a natural or manmade disaster has occurred that prohibits the pharmacist from 
18 being able to contact the practitioner, a pharmacist may exercise his professional 
19 judgment in refilling a prescription drug order for a drug, other than a controlled 
20 substance listed in Schedule II, without the authorization of the prescribing practitioner, 
21 provided:  

22 (i) failure to refill the prescription might result in an interruption of a therapeutic regimen 
23 or create patient suffering;  

24 (ii) the quantity of prescription drug dispensed does not exceed a 30-day supply;  

25 (iii) the governor has declared a state of disaster;  

26 (iv) the board, through the executive director, has notified pharmacies that pharmacists 
27 may dispense up to a 30-day supply of prescription drugs;  

28 (v) the pharmacist informs the patient or the patient's agent at the time of dispensing that 
29 the refill is being provided without such authorization and that authorization of the 
30 practitioner is required for future refills;  

31 (vi) the pharmacist informs the practitioner of the emergency refill at the earliest 
32 reasonable time;  

 14 



 15 

(vii) the pharmacist maintains a record of the emergency refill containing the information 1 
required to be maintained on a prescription as specified in this subsection;  2 

(viii) the pharmacist affixes a label to the dispensing container as specified in 3 
§291.33(c)(7) of this title; and  4 

(ix) if the prescription was initially filled at another pharmacy, the pharmacist may 5 
exercise his professional judgment in refilling the prescription provided:  6 

(I) the patient has the prescription container, label, receipt or other documentation from 7 
the other pharmacy which contains the essential information;  8 

(II) after a reasonable effort, the pharmacist is unable to contact the other pharmacy to 9 
transfer the remaining prescription refills or there are no refills remaining on the 10 
prescription;  11 

(III) the pharmacist, in his professional judgment, determines that such a request for an 12 
emergency refill is appropriate and meets the requirements of clause (i) of this 13 
subparagraph; and  14 

(IV) the pharmacist complies with the requirements of clauses (ii) - (viii) of this 15 
subparagraph.  16 

17 

18 
19 

20 

21 

22 

23 

24 

25 

26 

27 

(c) - (j) (No change.)  

This agency hereby certifies that the proposal has been reviewed by legal counsel and 
found to be within the agency's legal authority to adopt.  

Filed with the Office of the Secretary of State on March 6, 2008.  

TRD-200801347  

Gay Dodson, R.Ph.  

Executive Director/Secretary  

Texas State Board of Pharmacy  

Earliest possible date of adoption: April 20, 2008  

For further information, please call: (512) 305-8028  
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TITLE 22. EXAMINING BOARDS  
PART 15. TEXAS STATE BOARD OF PHARMACY  
CHAPTER 291. PHARMACIES  
SUBCHAPTER B. COMMUNITY PHARMACY (CLASS A)  
 
§291.31. Definitions. 
 
The following words and terms, when used in this subchapter, shall have the following 
meanings, unless the context clearly indicates otherwise.  
 
  (1) – (36) (No change.)  
 
  (37) Prescription department – The area of a pharmacy that contains prescription 13 
drugs.  14 

15  
  (38) [(37)] Prescription drug--  16 

17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 

 
    (A) a substance for which federal or state law requires a prescription before the 
substance may be legally dispensed to the public;  
 
    (B) a drug or device that under federal law is required, before being dispensed or 
delivered, to be labeled with the statement:  
 
      (i) "Caution: federal law prohibits dispensing without prescription" or "Rx only" or another 
legend that complies with federal law; or  
 
      (ii) "Caution: federal law restricts this drug to use by or on the order of a licensed 
veterinarian"; or  
 
    (C) a drug or device that is required by federal or state statute or regulation to be 
dispensed on prescription or that is restricted to use by a practitioner only.  
 
(39) [(38)] Prescription drug order--  33 

34 
35 
36 
37 
38 
39 
40 

 
    (A) a written order from a practitioner or a verbal order from a practitioner or his 
authorized agent to a pharmacist for a drug or device to be dispensed; or  
 
    (B) a written order or a verbal order pursuant to Subtitle B, Chapter 157, Occupations 
Code.  
 
 (40) [(39)] Prospective drug use review--A review of the patient's drug therapy and 
prescription drug order or medication order prior to dispensing or distributing the drug.  

41 
42 
43  

  (41) [(40)] State--One of the 50 United States of America, a U.S. territory, or the District of 
Columbia.  

44 
45 
46  

  (42) [(41)] Texas Controlled Substances Act--The Texas Controlled Substances Act, Health 
and Safety Code, Chapter 481, as amended.  

47 
48 
49  

  (43) [(42)] Written protocol--A physician's order, standing medical order, standing 
delegation order, or other order or protocol as defined by rule of the Texas Medical Board 
under the Texas Medical Practice Act.   

50 
51 
52 
53  



May 6, 2008 2 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 

§291.32 Personnel 
 
(a) (No change.)  
 
(b) Owner. The owner of a Class A pharmacy shall have responsibility for all administrative 
and operational functions of the pharmacy. The pharmacist-in-charge may advise the owner 
on administrative and operational concerns. The owner shall have responsibility for, at a 
minimum, the following, and if the owner is not a Texas licensed pharmacist, the owner shall 
consult with the pharmacist-in-charge or another Texas licensed pharmacist:  
 
  (1) establishment of policies for procurement of prescription drugs and devices and other 
products dispensed from the Class A pharmacy;  
 
  (2) establishment of polices and procedures for the security of the prescription 14 
department including the [and] maintenance of effective controls against the theft or 
diversion of prescription drugs;  

15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 

 
  (3) if the pharmacy uses an automated pharmacy dispensing system, reviewing and 
approving all policies and procedures for system operation, safety, security, accuracy and 
access, patient confidentiality, prevention of unauthorized access, and malfunction;  
 
  (4) providing the pharmacy with the necessary equipment and resources commensurate 
with its level and type of practice; and  
 
   (5) establishment of policies and procedures regarding maintenance, storage, and 
retrieval of records in a data processing system such that the system is in compliance with 
state and federal requirements.  
 
(c) Pharmacists.  
 
  (1) General.  
 
    (A) – (E) (No change.) 
 
    (F) A dispensing pharmacist shall be responsible for and ensure that the drug is 
dispensed and delivered safely, and accurately as prescribed, 

35 
unless the pharmacy’s data 36 

processing system can record the identity of each pharmacist involved in a specific 37 
portion of the dispensing processing. If the system can track the identity of each 38 
pharmacist involved in the dispensing proces, each pharmacist involved in the 39 
dispensing process shall be responsible for and ensure that the portion of the 40 
process the pharmacist is performing results in the safe and accurate dispensing and 41 
delivery of the drug as prescribed.  [In addition, if multiple pharmacists participate in the 42 
dispensing process, each pharmacist shall ensure the safety and accuracy of the portion of 43 
the process the pharmacist is performing.] The dispensing process shall include, but not be 
limited to, drug regimen review and verification of accurate prescription data entry, including 
data entry of prescriptions placed on hold, packaging, preparation, compounding and 
labeling

44 
45 
46 

, and performance of the final check of the dispensed prescription. 47 
48 
49 
50 
51 
52 
53 

 
  (2) – (3) (No change.)  
 
(d) – (e) (No change.)  
 
§291.33 Operational Standards  



May 6, 2008 3 

1 
2 
3 

4 

5 

6 

7 
8 
9 

 
(a) (No change.)  
 

(b) Environment.  

 (1) (No change.)  

 (2) Security.  

  (A) Each pharmacist while on duty shall be responsible for the security of the 
prescription department, including provisions for effective control against theft or diversion of 
prescription drugs, and records for such drugs.  

  (B) The prescription department shall be locked by key, combination or 10 
other mechanical or electronic means to prohibit unauthorized access when a 11 
pharmacist is not on-site except as provided in subparagraphs (C) and (D) of this 12 
paragraph and paragraph (3) of this subsection. The following is applicable:  13 

   (i) If the prescription department is closed at any time when the 14 
rest of the facility is open, the prescription department must be physically or 15 
electronically secured.  The security may be accomplished by means such as floor to 16 
ceiling walls; walls, partitions, or barriers at least 9 feet 6 inches high; electronically 17 
monitored motion detectors; pull down sliders; or other systems or technologies that 18 
will secure the pharmacy from unauthorized entrance when the pharmacy is closed.  19 
Pharmacies licensed prior to June 1, 2009, shall be exempt from this provision unless 20 
the pharmacy changes location.  Change of location shall include the relocation of 21 
the pharmacy within the licensed address. A pharmacy licensed prior to June 1, 2009 22 
that files a change of ownership but does not change location shall be exempt from 23 
the provisions.  24 

   (ii) Effective, June 1, 2009, the pharmacy's key, combination, or 25 
other mechanical or electronic means of locking the pharmacy may not be duplicated 26 
without the authorization of the pharmacist-in-charge or owner.  27 

   (iii) Effective, June 1, 2009, at a minimum, the pharmacy must 28 
have a basic alarm system with off-site monitoring and perimeter and motion 29 
sensors. The pharmacy may have additional security by video surveillance camera 30 
systems.   31 

  (C) Prior to authorizing individuals to enter the prescription department, 32 
the pharmacist-in-charge or owner may designate persons who may enter the 33 
prescription department to perform functions, other than dispensing functions or 34 
prescription processing, documented by the pharmacist-in-charge including access 35 
to the prescription department by other pharmacists, pharmacy personnel and other 36 
individuals. The pharmacy must maintain written documentation of authorized 37 
individuals other than individuals employed by the pharmacy who accessed the 38 
prescription department when a pharmacist is not on-site.  39 

  (D) Only persons designated either by name or by title including such 40 
titles as “relief” or “floater” pharmacist, in writing by the pharmacist-in-charge may 41 
unlock the prescription department except in emergency situations. An additional key 42 
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to or instructions on accessing the prescription department may be maintained in a 1 
secure location outside the prescription department for use during an emergency or 2 
as designated by the pharmacist-in-charge for entry by another pharmacist.  3 

  (E) Written policies and procedures for the pharmacy's security shall be 4 
developed and implemented by the pharmacist-in-charge and/or the owner of the 5 
pharmacy. Such polices and procedures may include quarterly audits of controlled 6 
substances commonly abused or diverted; perpetual inventories for the comparison 7 
of the receipt, dispensing, and distribution of controlled substances; monthly reports 8 
from the pharmacy's wholesaler(s) of controlled substances purchased by the 9 
pharmacy; opening and closing procedures; product storage and placement; and 10 
central management oversight.  11 

  [ (B) The prescription department shall be locked by key or combination so as 12 
to prevent access when a pharmacist is not on-site. However, the pharmacist-in-charge may 13 
designate persons who may enter the pharmacy to perform functions designated by the 14 
pharmacist-in-charge (e.g., janitorial services).]  15 

16  (3) Temporary absence of pharmacist.  

  (A) On-site supervision by pharmacist.  17 

   (i) If a pharmacy is staffed by only one pharmacist, the 18 
pharmacist may leave the prescription department for short periods of time breaks 19 
and meal periods without closing the prescription department and removing 20 
pharmacy technicians, pharmacy technician trainees, and other pharmacy personnel 21 
from the prescription department provided the following conditions are met:  22 

    (I) at least one pharmacy technician remains in the 23 
prescription department;  24 

    (II) the pharmacist remains on-site at the licensed location 25 
of the pharmacy and is immediately available;  26 

    (III) the absence does not exceed 30 minutes at a time and 27 
a total of one hour in a 12 hour period;  28 

    (III) the pharmacist reasonably believes that the security 29 
of the prescription department will be maintained in his or her absence. If in the 30 
professional judgment of the pharmacist, the pharmacist determines that the 31 
prescription department should close during his or her absence, then the pharmacist 32 
shall close the prescription department and remove the pharmacy technicians, 33 
pharmacy technician trainees, and other pharmacy personnel from the prescription 34 
department during his or her absence; and  35 

    (IV) a notice is posted which includes the following 36 
information:  37 

     (-a-) the pharmacist is on a break and the time the 38 
pharmacist will return; and  39 

KWilson
Highlight
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     (-b-) pharmacy technicians may begin the 1 
processing of prescription drug orders or refills brought in during the pharmacist's 2 
absence, but the prescription or refill may not be delivered to the patient or the 3 
patient's agent until the pharmacist verifies the accuracy of the prescription.  4 

   (ii) During the time a pharmacist is absent from the prescription 5 
department, only pharmacy technicians who have completed the pharmacy's training 6 
program may perform the following duties, provided a pharmacist verifies the 7 
accuracy of all acts, tasks, and functions performed by the pharmacy technicians 8 
prior to delivery of the prescription to the patient or the patient's agent:  9 

    (I) initiating and receiving refill authorization requests;  10 

    (II) entering prescription data into a data processing 11 
system;  12 

    (III) taking a stock bottle from the shelf for a prescription;  13 

    (IV) preparing and packaging prescription drug orders 14 
(i.e., counting tablets/capsules, measuring liquids and placing them in the 15 
prescription container);  16 

    (V) affixing prescription labels and auxiliary labels to the 17 
prescription container; and [provided the pharmacy technician:]  18 

     [(-a-) has completed the training requirements outlined 19 
in §297.6 of this title (relating to Pharmacy Technician and Pharmacy Technician Trainee 20 
Training); and]  21 

     [(-b-) is registered as a pharmacy technician within the 22 
provisions of §297.3 of this title (relating to Registration Requirements); and] 23 

    (VI) prepackaging and labeling prepackaged drugs.  24 

  (iii) Upon return to the prescription department, the pharmacist shall:  25 

    (I) conduct a drug regimen review as specified in 26 
subsection (c)(2) of this section; and  27 

    (II) verify the accuracy of all acts, tasks, and functions 28 
performed by the pharmacy technicians prior to delivery of the prescription to the 29 
patient or the patient's agent.  30 

  (iv) An agent of the pharmacist may deliver a previously verified 31 
prescription to the patient or his or her agent provided a record of the delivery is 32 
maintained containing the following information:  33 

    (I) date of the delivery;  34 

    (II) unique identification number of the prescription drug 35 
order;  36 
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    (III) patient's name;  1 

    (IV) patient's phone number or the phone number of the 2 
person picking up the prescription; and  3 

    (V) signature of the person picking up the prescription.  4 

  (v) Any prescription delivered to a patient when a pharmacist is not in 5 
the prescription department must meet the requirements for a prescription delivered 6 
to a patient as described in subsection (c)(1)(F) of this section.  7 

  (vi) During the times a pharmacist is absent from the prescription 8 
department a pharmacist intern shall be considered a registered pharmacy technician 9 
and may perform only the duties of a registered pharmacy technician.  10 

  (vii) In pharmacies with two or more pharmacists on duty, the 11 
pharmacists shall stagger their breaks and meal periods so that the prescription 12 
department is not left without a pharmacist on duty.  13 

 (B) Pharmacist is off-site.  14 

  (i) The prescription department must be secured with procedures for 15 
entry during the time that a pharmacy is not under the continuous on-site supervision 
of a pharmacist and the pharmacy is not open for pharmacy services. 

16 
 17 

  (ii) Pharmacy technicians and pharmacy technician trainees may not 18 
perform any duties of a pharmacy technician or pharmacy technician trainee during 19 
the time that the a pharmacist is off-site.  20 

  (iii) An agent of the pharmacist may deliver a previously verified 21 
prescription to a patient or patient's agent during short periods of time when a 22 
pharmacist is off-site, provided the following conditions are met:  23 

   (I) short periods of time may not exceed two consecutive hours 24 
in a 24 hour period;  25 

   (II) a notice is posted which includes the following information:  26 

    (-a-) the pharmacist is off-site and not present in the 27 
pharmacy;  28 

    (-b-) no new prescriptions may be prepared at the 29 
pharmacy but previously verified prescriptions may be delivered to the patient or the 30 
patient's agent; and  31 

    (-c-) the date/time when the pharmacist will return.  32 

   (III) the pharmacy must maintain documentation of the absences 33 
of the pharmacist(s); and  34 
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   (IV) the prescription department is locked and secured to 1 
prohibit unauthorized entry.  2 

  (iv) During the time a pharmacist is absent from the prescription 3 
department and is off-site, a record of prescriptions delivered must be maintained 4 
and contain the following information:  5 

   (I) date and time of the delivery;  6 

   (II) unique identification number of the prescription drug order;  7 

   (III) patient's name;  8 

   (IV) patient's phone number or the phone number of the person 9 
picking up the prescription; and  10 

   (V) signature of the person picking up the prescription.  11 

  (v) Any prescription delivered to a patient when a pharmacist is not on-12 
site at the pharmacy must meet the requirements for a prescription delivered to a 13 
patient as described in subsection (c)(1)(F) of this section.  14 

 [ (A) If a pharmacy is staffed by a single pharmacist, the pharmacist may leave the 15 
prescription department for breaks and meal periods without closing the prescription 16 
department and removing pharmacy technicians and other pharmacy personnel from the 17 
prescription department provided the following conditions are met:]  18 

  [ (i) at least one registered pharmacy technician remains in the prescription 19 
department;]  20 

  [ (ii) the pharmacist remains on-site at the licensed location of the pharmacy 21 
and available for an emergency;]  22 

  [ (iii) the absence does not exceed 30 minutes at a time and a total of one 23 
hour in a 12 hour period;]  24 

  [ (iv) the pharmacist reasonably believes that the security of the prescription 25 
department will be maintained in his or her absence. If in the professional judgment of the 26 
pharmacist, the pharmacist determines that the prescription department should close during 27 
his or her absence, then the pharmacist shall close the prescription department and remove 28 
the pharmacy technicians or other pharmacy personnel from the prescription department 29 
during his or her absence; and]  30 

  [ (v) a notice is posted which includes the following information:]  31 

   [ (I) the fact that pharmacist is on a break and the time the pharmacist 32 
will return; and]  33 

   [ (II) the fact that pharmacy technicians may begin the processing of 34 
prescription drug orders or refills brought in during the pharmacist absence but the 35 
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prescription or refill may not be delivered to the patient or the patient's agent until the 1 
pharmacist returns and verifies the accuracy of the prescription.]  2 

 [ (B) During the time a pharmacist is absent from the prescription department, only 3 
pharmacy technicians who have completed the pharmacy's training program may perform 4 
the following duties, provided a pharmacist verifies the accuracy of all acts, tasks, and 5 
functions performed by the pharmacy technicians prior to delivery of the prescription to the 6 
patient or the patient's agent:]  7 

  [ (i) initiating and receiving refill authorization requests;]  8 

  [ (ii) entering prescription data into a data processing system;]  9 

  [ (iii) taking a stock bottle from the shelf for a prescription;]  10 

  [ (iv) preparing and packaging prescription drug orders (i.e., counting 11 
tablets/capsules, measuring liquids and placing them in the prescription container);]  12 

  [ (v) affixing prescription labels and auxiliary labels to the prescription 13 
container provided the pharmacy technician:]  14 

   [ (I) has completed the training requirements outlined in §297.6 of this 15 
title (relating to Pharmacy Technician Training); and]  16 

   [ (II) is registered as a pharmacy technician within the provisions of 17 
§297.3 of this title (relating to Registration Requirements); and]  18 

  [ (vi) prepackaging and labeling prepackaged drugs.]  19 

 [ (C) Upon return to the prescription department, the pharmacist shall:]  20 

  [ (i) conduct a drug regimen review as specified in subsection (c)(2) of this 21 
section; and]  22 

  [ (ii) verify the accuracy of all acts, tasks, and functions performed by the 23 
pharmacy technicians prior to delivery of the prescription to the patient or the patient's 24 
agent.]  25 

 [ (D) An agent of the pharmacist may deliver a prescription drug order to the patient 26 
or his or her agent provided a record of the delivery is maintained containing the following 27 
information:]  28 

  [ (i) date of the delivery;]  29 

  [ (ii) unique identification number of the prescription drug order;]  30 

  [ (iii) patient's name;]  31 

  [ (iv) patient's phone number or the phone number of the person picking up 
the prescription; and] 

32 
 33 
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  [ (v) signature of the person picking up the prescription.]  1 

 [ (E) Any prescription delivered to a patient when a pharmacist is not in the 2 
prescription department must meet the requirements for a prescription delivered to a patient 3 
as described in subsection (c)(1)(F) of this section.]  4 

 [ (F) During the times a pharmacist is absent from the prescription department a 5 
pharmacist intern shall be considered a registered pharmacy technician and may perform 6 
only the duties of a registered pharmacy technician.]  7 

 [ (G) In pharmacies with two or more pharmacists on duty, the pharmacists shall 8 
stagger their breaks and meal periods so that the prescription department is not left without 9 
a pharmacist on duty.]  10 

11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 

(c) Prescription dispensing and delivery. 
 
  (1) Patient counseling and provision of drug information. 
 
    (A) (No change.)  
 
    (B) Such communication: 
 
      (i) shall be provided with each new prescription drug order;  
 
      (ii) shall be provided for any prescription drug order dispensed by the pharmacy on the 
request of the patient or patient's agent; 
 
      (iii) shall be communicated orally in person unless the patient or patient's agent is not at 
the pharmacy or a specific communication barrier prohibits such oral communication; [and] 25 

26  
       (iv) effective, June 1, 2010, shall be documented by recording the initials or 27 
identification code of the pharmacist providing the counseling in the prescription 28 
dispensing record on either the original hard-copy prescription. in the pharmacy's 29 
data processing system or in an electronic logbook; and 30 

31  
      (v) [(iv)] shall be reinforced with written information relevant to the prescription and 
provided to the patient or patient’s agent. The following is applicable concerning this written 
information. 

32 
33 
34 
35  

        (I) Written information must be in plain language designed for the consumer [such as 36 
the USP DI patient information leaflets] and printed in easily readable font size.   37 

38 
39 
40 
41 
42 
43 
44 
45 
46 
47 
48 

 
        (II) When a compounded product is dispensed, information shall be provided for the 
major active ingredient(s), if available. 
 
        (III) For new drug entities, if no written information is initially available, the pharmacist is 
not required to provide information until such information is available, provided: 
 
          (-a-) the pharmacist informs the patient or the patient's agent that the product is a new 
drug entity and written information is not available;  
 
          (-b-) the pharmacist documents the fact that no written information was provided; and 
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1 
2 
3 
4 
5 

6 
7 
8 

9 
10 

 
          (-c-) if the prescription is refilled after written information is available, such information 
is provided to the patient or patient's agent.  
 
    (C) – (D) (No change.)  

  (E) In addition to the requirements of subparagraphs (A) - (D) of this 
paragraph, if a prescription drug order is delivered to the patient at the pharmacy, the 
following is applicable.  

   (i) So that a patient will have access to information concerning his or 
her prescription, a prescription may not be delivered to a patient unless a pharmacist is in 
the pharmacy, except as provided in subsection (b)(3) of this section. [ or clause (ii) of this 11 
subparagraph. ]  12 

   [ (ii) An agent of the pharmacist may deliver a prescription drug order 13 
to the patient or his or her agent during short periods of time when a pharmacist is absent 14 
from the pharmacy, provided the short periods of time do not exceed two hours in a 24 hour 15 
period, and provided a record of the delivery is maintained containing the following 16 
information:]  17 

    [ (I) date of the delivery;]  18 

    [ (II) unique identification number of the prescription drug 19 
order;]  20 

    [ (III) patient's name;]  21 

    [ (IV) patient's phone number or the phone number of the 22 
person picking up the prescription; and]  23 

    [ (V) signature of the person picking up the prescription.]  24 

   (ii) [ (iii) ] Any prescription delivered to a patient when a pharmacist is 
not in the pharmacy must meet the requirements described in subparagraph (F) of this 
paragraph.  

25 
26 
27 

   (iii) [ (iv) ] A Class A pharmacy shall make available for use by the 
public a current or updated edition of the United States Pharmacopeia Dispensing 
Information, Volume II (Advice to the Patient), or another source of such information 
designed for the consumer.  

28 
29 
30 
31 

32 

33 
34 
35 
36 
37 
38 
39 

   (F) – (I) (No change.)  

 
  (2) – (7) (No change.)  
 
(d) – (i) (No change.)  
 
 
§291.34 Records 
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1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 

 
(a) (No change.)  
 
(b) Prescriptions. 
 
 (1) – (5) (No change.)  
 
(6) Prescription drug order information.  
 
    (A) – (C) (No change.)  
 
    (D) At the time of dispensing, a pharmacist is responsible for documenting the following 
information on either the original hard-copy prescription or in the pharmacy's data 
processing system:  
 
      (i) unique identification number of the prescription drug order;  
 
      (ii) initials or identification code of the dispensing pharmacist;  
 
      (iii) effective January 1, 2009, initials or identification code of the pharmacy technician or 
pharmacy technician trainee performing data entry of the prescription, if applicable;  
 
      (iv) quantity dispensed, if different from the quantity prescribed;  
 
      (v) date of dispensing, if different from the date of issuance; [and]  25 

26 
27 
28 

 
      (vi) brand name or manufacturer of the drug product actually dispensed, if the drug was 
prescribed by generic name or if a drug product other than the one prescribed was 
dispensed pursuant to the provisions of the Act, Chapters 562 and 563; and  29 

30  
      (vii) effective June 1, 2010, for each new prescription the initials or identification 31 
code of the pharmacist responsible for providing counseling.  32 

33 
34 
35 
36 
37 

 
(7)  Refills.  
 
    (A) – (D) (No change.)  
 
    (E) If a pharmacist is unable to contact the prescribing practitioner after a 38 
reasonable effort, a [A] pharmacist may exercise his professional judgment in refilling a 
prescription drug order for a drug, other than a controlled substance listed in Schedule II, 
without the authorization of the prescribing practitioner, provided:  

39 
40 
41 
42 
43 
44 
45 

 
      (i) failure to refill the prescription might result in an interruption of a therapeutic regimen 
or create patient suffering;  
 
      [(ii) either:  46 

47  
        (I) a natural or manmade disaster has occurred which prohibits the pharmacist from 48 
being able to contact the practitioner; or  49 

50  
        (II) the pharmacist is unable to contact the practitioner after a reasonable effort;]  51 

52  
      (ii) [(iii)] the quantity of prescription drug dispensed does not exceed a 72-hour supply;  53 
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1  
      (iii) [(iv)] the pharmacist informs the patient or the patient's agent at the time of 
dispensing that the refill is being provided without such authorization and that authorization 
of the practitioner is required for future refills;  

2 
3 
4 
5  

      (iv) [(v)] the pharmacist informs the practitioner of the emergency refill at the earliest 
reasonable time;  

6 
7 
8  

      (v) [(vi)] the pharmacist maintains a record of the emergency refill containing the 
information required to be maintained on a prescription as specified in this subsection;  

9 
10 
11  

      (vi) [(vii)] the pharmacist affixes a label to the dispensing container as specified in 
§291.33(c)(7) of this title; and  

12 
13 
14  

      (vii) [(viii)] if the prescription was initially filled at another pharmacy, the pharmacist may 
exercise his professional judgment in refilling the prescription provided:  

15 
16 
17 
18 
19 
20 
21 
22 
23 
24 

 
        (I) the patient has the prescription container, label, receipt or other documentation from 
the other pharmacy which contains the essential information;  
 
        (II) after a reasonable effort, the pharmacist is unable to contact the other pharmacy to 
transfer the remaining prescription refills or there are no refills remaining on the prescription;  
 
        (III) the pharmacist, in his professional judgment, determines that such a request for an 
emergency refill is appropriate and meets the requirements of clause (i) [and (ii)] of this 
subparagraph; and  

25 
26 
27  

        (IV) the pharmacist complies with the requirements of clauses (ii) – (vi) [(iii) - (v)] of this 
subparagraph. 

28 
29 
30  

   (F) If a natural or manmade disaster has occurred that prohibits the pharmacist from 31 
being able to contact the practitioner,  a pharmacist may exercise his professional 32 
judgment in refilling a prescription drug order for a drug, other than a controlled 33 
substance listed in Schedule II, without the authorization of the prescribing 34 
practitioner, provided:  35 

36  
      (i) failure to refill the prescription might result in an interruption of a therapeutic 37 
regimen or create patient suffering;  38 

39  
      (ii) the quantity of prescription drug dispensed does not exceed a 30-day supply;  40 

41  
      (iii) the governor has declared a state of disaster;  42 

43  
      (iv) the board, through the executive director, has notified pharmacies that 44 
pharmacists may dispense up to a 30-day supply of prescription drugs;  45 

46  
      (v) the pharmacist informs the patient or the patient's agent at the time of 47 
dispensing that the refill is being provided without such authorization and that 48 
authorization of the practitioner is required for future refills;  49 

50  
      (vi) the pharmacist informs the practitioner of the emergency refill at the earliest 51 
reasonable time;  52 

53  
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      (vii) the pharmacist maintains a record of the emergency refill containing the 1 
information required to be maintained on a prescription as specified in this 2 
subsection;  3 

4  
      (viii) the pharmacist affixes a label to the dispensing container as specified in 5 
§291.33(c)(7) of this title; and  6 

7  
      (ix) if the prescription was initially filled at another pharmacy, the pharmacist may 8 
exercise his professional judgment in refilling the prescription provided:  9 

10  
        (I) the patient has the prescription container, label, receipt or other 11 
documentation from the other pharmacy which contains the essential information;  12 

13  
        (II) after a reasonable effort, the pharmacist is unable to contact the other 14 
pharmacy to transfer the remaining prescription refills or there are no refills 15 
remaining on the prescription;  16 

17  
        (III) the pharmacist, in his professional judgment, determines that such a request 18 
for an emergency refill is appropriate and meets the requirements of clause (i) of this 19 
subparagraph; and  20 

21  
        (IV) the pharmacist complies with the requirements of clauses (ii) – (viii) of this 22 
subparagraph. 23 

24 
25 
26 

 
(c) – (j) (No change.)  
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