RULE REVIEW ANALYSIS

Introduction: THIS RULE REVIEW IS SUBMITTED TO THE BOARD FOR
CONSIDERATION AS A PROPOSED REVIEW

Short Title: All Classes of Pharmacies
Rule Number: Chapter 291, Subchapter A

Statutory Authority: Government Code, §2001.039, added by Acts 1999, 76" Legislature,
Chapter 1499, Article 1, Section 1.11.

Background: Review of these sections follow the Board'’s rule review plan.
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TITLE 22 EXAMINING BOARDS

PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES

SUBCHAPTER A ALL CLASSES OF PHARMACIES
§291.1 Pharmacy License Application

(a) To qualify for a pharmacy license, the applicant must submit an application including the
following information:

(1) name and address of pharmacy;

(2) type of ownership;

(3) names, addresses, phone numbers, dates of birth, and social security numbers; however, if
an individual is unable to obtain a social security number, an individual taxpayer identification
number may be provided in lieu of a social security number along with documentation indicating
why the individual is unable to obtain a social security number, of all owners; if a partnership or
corporation, for all managing officers, the name, title, addresses, phone numbers, dates of birth,
and social security numbers; however, if an individual is unable to obtain a social security
number, an individual taxpayer identification number may be provided in lieu of a social security
number along with documentation indicating why the individual is unable to obtain a social
security number;

(4) name and license humber of the pharmacist-in-charge and of other pharmacists employed
by the pharmacy;

(5) anticipated date of opening and hours of operation;

(6) copy of lease agreement or if the location of the pharmacy is owned by the applicant, a
notarized statement certifying such location ownership;

(7) the signature of the pharmacist-in-charge;

(8) the notarized signature of the owner, or if the pharmacy is owned by a partnership or
corporation, the notarized signature of an owner or managing officer;

(9) federal tax ID number of the owner;
(10) description of business services that will be offered;

(11) name and address of malpractice insurance carrier or statement that the business will be
self-insured;

(12) the certificate of authority, if applicant is an out-of-state corporation;
(13) the articles of incorporation, if the applicant is a corporation;
(14) a current Texas Franchise Tax Certificate of Good Standing; and

(15) any other information requested on the application.
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53  (b) Subsection (c) of this section applies to new pharmacy applications for Class A

54  (Community), Class C (Institutional), or Class F (Freestanding Emergency Medical Care Center)
55  pharmacies owned by a management company with the following exceptions.

56

57 (1) Subsection (c) of this section does not apply to a new pharmacy application submitted by
58 an entity which already owns a pharmacy licensed in Texas.

59

60 (2) Subsection (c)(1) and (3) of this section do not apply to each individual owner or managing

61  officer listed on a new pharmacy application if the individual possesses an active pharmacist
62 license in Texas.

63

64  (c) If the pharmacy is to be licensed as a Class A (Community), Class C (Institutional), or Class
65 F (Freestanding Emergency Medical Care Center) pharmacy owned by a management

66  company, the applicant must submit copies of the following documents in addition to the

67 information required in subsection (a) of this section:

68

69 (1) the birth certificate or passport of each individual owner, or, if the pharmacy is owned by a
70  partnership or a closely held corporation:

71

72 (A) one of these documents for each managing officer; and

73

74 (B) a list of all owners of the corporation;

75

76 (2) an approved credit application from a primary wholesaler or other documents showing
77  credit worthiness as approved by the board; and
78
79 (3) a current driver license or state issued photo ID card of each individual owner, or, if the
80 pharmacy is owned by a partnership or a closely held corporation, a current driver license or
81  state issued photo ID card for each managing officer.
82
83  (d) The applicant may be required to meet all requirements necessary in order for the Board to
84  access the criminal history record information, including submitting fingerprint information and
85  being responsible for all associated costs. The criminal history information may be required for
86  each individual owner, or if the pharmacy is owned by a partnership or a closely held
87  corporation for each managing officer.
88
89 (e) Afee as specified in 8291.6 of this title (relating to Pharmacy License Fees) will be charged
90 for the issuance of a pharmacy license.
91
92  (f) For purpose of this section, managing officers are defined as the top four executive officers,
93 including the corporate officer in charge of pharmacy operations, who are designated by the
94  partnership or corporation to be jointly responsible for the legal operation of the pharmacy.
95
96  (g) Prior to the issuance of a license for a pharmacy located in Texas, the board shall conduct
97  an on-site inspection of the pharmacy in the presence of the pharmacist-in-charge and owner or
98 representative of the owner, to ensure that the pharmacist-in-charge and owner can meet the
99 requirements of the Texas Pharmacy Act and Board Rules.

100
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(h) If the applicant holds an active pharmacy license in Texas on the date of application for a
new pharmacy license or for other good cause shown as specified by the board, the board may
waive the pre-inspection as set forth in subsection (g) of this section.

8291.2 Definitions

Any term not defined in this chapter shall have the definition set out in the Act, 8551.003.

8291.3 Required Notifications
(a) Change of Location and/or Name.
(1) When a pharmacy changes location and/or name, the following is applicable.

(A) A new completed pharmacy application containing the information outlined in §291.1 of
this title (relating to Pharmacy License Application), must be filed with the board within 10 days
of the change of location of the pharmacy.

(B) The previously issued license must be returned to the board office.

(C) An amended license reflecting the new location and/or name of the pharmacy will be
issued by the board; and

(D) A fee as specified in §291.6 of this title (relating to Pharmacy License Fees) will be
charged for issuance of the amended license.

(2) At least 14 days prior to the change of location of a pharmacy that dispenses prescription
drug orders, the pharmacist-in-charge shall post a sign in a conspicuous place indicating that
the pharmacy is changing locations. Such sign shall be in the front of the prescription
department and at all public entrance doors to the pharmacy and shall indicate the date the
pharmacy is changing locations.

(3) Disasters, accidents, and emergencies which require the pharmacy to change location shall
be immediately reported to the board. If a pharmacy changes location suddenly due to
disasters, accidents, or other emergency circumstances and the pharmacist-in-charge cannot
provide notification 14 days prior to the change of location, the pharmacist-in-charge shall
comply with the provisions of paragraph (2) of this subsection as far in advance of the change of
location as allowed by the circumstances.

(b) Change of Managing Officers.

(1) The owner of a pharmacy shall notify the board in writing within 10 days of a change of any
managing officer of a partnership or corporation which owns a pharmacy. The written
notification shall include the effective date of such change and the following information for all
managing officers:

(A) name and title;

(B) home address and telephone number;
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(C) date of birth; and
(D) social security number.

(2) For purposes of this subsection, managing officers are defined as the top four executive
officers, including the corporate officer in charge of pharmacy operations, who are designated
by the partnership or corporation to be jointly responsible for the legal operation of the
pharmacy.

(c) Change of Ownership.

(1) When a pharmacy changes ownership, a new/completed pharmacy application must be
filed with the board and the licensed issued to previous owner shall be returned to the board.

(2) The new application shall include the following information:
(A) the name and address of pharmacy;
(B) the type of ownership;
(C) the names, home addresses, dates of birth, phone numbers, and social security numbers
of all owners; if a partnership or corporation, the name, title, home address, home phone

number, date of birth, and social security number of all managing officers;

(D) the name and license number of the pharmacist-in-charge and of other pharmacists
employed by the pharmacy;

(E) a copy of lease agreement or if the location of the pharmacy is owned by the applicant, a
notarized statement certifying such location ownership;

(F) a copy of the purchase contract or mutual agreement between the buyer and seller, or a
notarized statement of intent to convey ownership signed by both the buyer and seller, stating
the proposed date of ownership change;

(G) the signature of the pharmacist-in-charge;

(H) the notarized signature of the owner, or if the pharmacy is owned by a partnership or
corporation, the notarized signature of an owner or managing officer;

(1) federal tax ID number;
(J) description of business services that will be offered,;

(K) name and address of malpractice insurance carrier or statement that the business will be
self-insured;

(L) the certificate of authority, if applicant is an out-of-state corporation;

(M) the articles of incorporation, if the applicant is a corporation;
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(N) a current Texas Franchise Tax Certificate of Good Standing; and
(O) any other information requested on the application.

(3) Paragraph (4) of this subsection applies to all change of ownership applications for Class A
(Community) pharmacies, Class C (Institutional) pharmacies, or Class F (Freestanding
Emergency Medical Care Center) pharmacies, owned by a management company with the
following exceptions.

(A) Paragraph (4) of this subsection does not apply to a change of ownership application
submitted by an entity which already owns a pharmacy licensed in Texas.

(B) Paragraph (4)(A) and (C) of this subsection do not apply to each individual owner or
managing officer listed on a new pharmacy application if the individual possesses an active
pharmacist license in Texas.

(4) If the pharmacy is to be licensed as a Class A (Community) Pharmacy, a Class C
(Institutional) pharmacy, or a Class F (Freestanding Emergency Medical Care Center)
pharmacy owned by a management company, the applicant must submit copies of the following
documents in addition to the information required in paragraph (2) of this subsection:

(A) the birth certificate, passport, or other document proving the date of birth of the owner, or,
if the pharmacy is owned by a partnership or a closely held corporation:

(i) one of these documents for each managing officer; and
(i) a list of all owners of the corporation;

(B) an approved credit application from a primary wholesaler or other documents showing
credit worthiness as approved by the board; and

(C) a current driver license or state issued photo ID card of each individual owner, or, if the
pharmacy is owned by a partnership or a closely held corporation, a current driver license or
state issued photo ID card for each managing officer.

(5) A fee as specified in §291.6 of this title will be charged for issuance of a new license.

(d) Change of Pharmacist Employment.

(1) Change of pharmacist employed in a pharmacy. When a change in pharmacist employment
occurs, the pharmacist shall report such change in writing to the board within 10 days.

(2) Change of pharmacist-in-charge of a pharmacy.

(A) On the date of change of the pharmacist-in-charge of a Class A (Community), Class C
(Institutional), or Class F (Freestanding Emergency Medical Care Center) pharmacy, an
inventory specified in 8291.17 of this title (relating to Inventory Requirements) shall be taken.

(B) This inventory shall constitute, for the purpose of this section, the closing inventory of the
departing pharmacist-in-charge and the beginning inventory of the incoming pharmacist-in-
charge.

October 14, 2014 Page 5



254
255
256
257
258
259
260
261
262
263
264
265
266
267
268
269
270
271
272
273
274
275
276
277
278
279
280
281
282
283
284
285
286
287
288
289
290
201
292
293
294
295
296
297
298
299
300
301
302
303
304

(C) If the departing and the incoming pharmacists-in-charge are unable to conduct the
inventory together, a closing inventory shall be conducted by the departing pharmacist-in-
charge and a new and separate beginning inventory shall be conducted by the incoming
pharmacist-in-charge.

(D) The incoming pharmacist-in-charge shall be responsible for notifying the board within 10
days in writing on a form provided by the board, that a change of pharmacist-in-charge has
occurred. The notification shall include the following:

(i) the name and license number of the departing pharmacist-in-charge;

(ii) the name and license number of the incoming pharmacist-in-charge;

(iii) the date the incoming pharmacist-in-charge became the pharmacist-in-charge; and
(iv) a statement signed by the incoming pharmacist-in-charge attesting that:

() an inventory has been conducted by the departing and incoming pharmacists-in-charge;
if the inventory was not taken by both pharmacists, the statement shall provide an explanation;
and

(1) the incoming pharmacist-in-charge has read and understands the laws and rules
relating to this class of pharmacy.

(e) Notification of Theft or Loss of a Controlled Substance or a Dangerous Drug.

(1) Controlled substances. For the purposes of the Act, 8562.106, the theft or significant loss of
any controlled substance by a pharmacy shall be reported in writing to the board immediately on
discovery of such theft or loss. A pharmacy shall be in compliance with this subsection by
submitting to the board a copy of the Drug Enforcement Administration (DEA) report of theft or
loss of controlled substances, DEA Form 106, or by submitting a list of all controlled substances
stolen or lost.

(2) Dangerous drugs. A pharmacy shall report in writing to the board immediately on discovery
the theft or significant loss of any dangerous drug by submitting a list of the name and quantity
of all dangerous drugs stolen or lost.

(f) Fire or Other Disaster. If a pharmacy experiences a fire or other disaster, the following
requirements are applicable.

(1) Responsibilities of the pharmacist-in-charge.

(A) The pharmacist-in-charge shall be responsible for reporting the date of the fire or other
disaster which may affect the strength, purity, or labeling of drugs, medications, devices, or
other materials used in the diagnosis or the treatment of the injury, illness, and disease; such
notification shall be immediately reported to the board, but in no event shall exceed 10 days
from the date of the disaster.

(B) The pharmacist-in-charge or designated agent shall comply with the following procedures.
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() If controlled substances, dangerous drugs, or Drug Enforcement Administration (DEA)
order forms are lost or destroyed in the disaster, the pharmacy shall:

(1) notify the DEA, Department of Public Safety (DPS), and Texas State Board of Pharmacy
(board) of the loss of the controlled substances or order forms. A pharmacy shall be in
compliance with this section by submitting to each of these agencies a copy of the DEA's report
of theft or loss of controlled substances, DEA Form-106, immediately on discovery of the loss;
and

(1) notify the Texas State Board of Pharmacy in writing of the loss of the dangerous drugs
by submitting a list of the dangerous drugs lost.

(i) If the extent of the loss of controlled substances or dangerous drugs is not able to be
determined, the pharmacy shall:

(1) take a new, complete inventory of all remaining drugs specified in §291.17(c) of this title
(relating to Inventory Requirements);

(1) submit to DEA and DPS a statement attesting that the loss of controlled substances is
indeterminable and that a new, complete inventory of all remaining controlled substances was
conducted and state the date of such inventory; and

(111) submit to the board a statement attesting that the loss of controlled substances and
dangerous drugs is indeterminable and that a new, complete inventory of the drugs specified in
§291.17(c) of this title was conducted and state the date of such inventory.

(C) If the pharmacy changes to a new, permanent location, the pharmacist-in-charge shall
comply with subsection (a) of this section.

(D) If the pharmacy moves to a temporary location, the pharmacist shall comply with
subsection (a) of this section. If the pharmacy returns to the original location, the pharmacist-in-
charge shall again comply with subsection (a) of this section.

(E) If the pharmacy closes due to fire or other disaster, the pharmacy may not be closed for
longer than 90 days as specified in §291.11 of this title (relating to Operating a Pharmacy).

(F) If the pharmacy discontinues business (ceases to operate as a pharmacy), the
pharmacist-in-charge shall comply with §291.5 of this title (relating to Closing a Pharmacy).

(G) The pharmacist-in-charge shall maintain copies of all inventories, reports, or notifications
required by this section for a period of two years.

(2) Drug stock.

(A) Any drug which has been exposed to excessive heat, smoke, or other conditions which
may have caused deterioration shall not be dispensed.

(B) Any potentially adulterated or damaged drug shall only be sold, transferred, or otherwise
distributed pursuant to the provisions of the Texas Food Drug and Cosmetics Act (Chapter 431,
Health and Safety Code) administered by the Bureau of Food and Drug Safety of the Texas
Department of State Health Services.
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(9) Notification to Consumers.
(1) Pharmacy.

(A) Every licensed pharmacy shall provide notification to consumers of the name, mailing
address, Internet site address, and telephone number of the board for the purpose of directing
complaints concerning the practice of pharmacy to the board. Such notification shall be provided
as follows.

() If the pharmacy serves walk-in customers, the pharmacy shall either:

() post in a prominent place that is in clear public view where prescription drugs are
dispensed a sign furnished by the board which notifies the consumer that complaints concerning
the practice of pharmacy may be filed with the board and list the board's name, mailing address,
Internet site address, telephone number of the board, and if applicable a toll-free telephone
number for filing complaints; or

(1) provide with each dispensed prescription a written notification in a type size no smaller
than ten-point Times Roman which states the following: "Complaints concerning the practice of
pharmacy may be filed with the Texas State Board of Pharmacy at: (list the mailing address,
Internet site address, telephone number of the board, and if applicable a toll-free telephone
number for filing complaints)."

(ii) If the prescription drug order is delivered to patients at their residence or other
designated location, the pharmacy shall provide with each dispensed prescription a written
notification in type size no smaller than ten-point Times Roman which states the following:
"Complaints concerning the practice of pharmacy may be filed with the Texas State Board of
Pharmacy at: (list the mailing address, Internet site address, telephone number of the board,
and if applicable a toll-free telephone number for filing complaints)." If multiple prescriptions are
delivered to the same location, only one such notice shall be required.

(iif) The provisions of this subsection do not apply to prescriptions for patients in facilities
where drugs are administered to patients by a person required to do so by the laws of the state
(i.e., nursing homes).

(B) A pharmacy that maintains a generally accessible site on the Internet that is located in
Texas or sells or distributes drugs through this site to residents of this state shall post the
following information on the pharmacy's initial home page and on the page where a sale of
prescription drugs occurs.

(i) Information on the ownership of the pharmacy, to include at a minimum, the:

() owner's name or if the owner is a partnership or corporation, the partnership's or
corporation's name and the name of the chief operating officer;

(1) owner's address;
(111) owner's telephone number; and

(IV) year the owner began operating pharmacies in the United States.
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(i) The Internet address and toll free telephone number that a consumer may use to:
(1) report medication/device problems to the pharmacy; and
(1) report business compliance problems.

(i) Information about each pharmacy that dispenses prescriptions for this site, to include at
a minimum, the:

() pharmacy's name, address, and telephone number;
(I name of the pharmacist responsible for operation of the pharmacy;

(1) Texas pharmacy license number for the pharmacy and a link to the Internet site
maintained by the Texas State Board of Pharmacy; and

(IV) the names of all other states in which the pharmacy is licensed, the license number in
that state, and a link to the Internet site of the entity that regulates pharmacies in that state, if
available.

(C) A pharmacy whose Internet site has been awarded a Verified Internet Pharmacy Practice
Site (VIPPS) certification by the National Association of Boards of Pharmacy shall be in
compliance with subparagraph (B) of this paragraph by displaying the VIPPS seal on the
pharmacy internet site.

(2) Texas State Board of Pharmacy. On or before January 1, 2005, the board shall establish a
pharmacy profile system as specified in §2054.2606, Government Code.

(A) The board shall make the pharmacy profiles available to the public on the agency's
Internet site.

(B) A pharmacy profile shall contain at least the following information:
(i) name, address, and telephone number of the pharmacy;
(i) pharmacy license number, licensure status, and expiration date of the license;
(iii) the class and type of the pharmacy;
(iv) ownership information for the pharmacy;
(v) names and license numbers of all pharmacists working at the pharmacy;
(vi) whether the pharmacy has had prior disciplinary action by the board;

(vii) whether the pharmacy's consumer service areas are accessible to disabled persons, as
defined by law;

(viii) the type of language translating services, including translating services for persons with
impairment of hearing, that the pharmacy provides for consumers; and
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(ix) insurance information including whether the pharmacy participates in the state Medicaid
program.

(C) The board shall gather this information on initial licensing and update the information in
conjunction with the license renewal for the pharmacy.

(h) Notification of Licensees or Registrants Obtaining Controlled Substances or Dangerous
Drugs by Forged Prescriptions. If a licensee or registrant obtains controlled substances or
dangerous drugs from a pharmacy by means of a forged prescription, the pharmacy shall report
in writing to the board immediately on discovery of such forgery. A pharmacy shall be in
compliance with this subsection by submitting to the board the following:

(1) name of licensee or registrant obtaining controlled substances or dangerous drugs by
forged prescription;

(2) date(s) of forged prescription(s);
(3) name(s) and amount(s) of drug(s); and

(4) copies of forged prescriptions.

8291.5 Closing a Pharmacy

(a) Prior to closing. At least 14 days prior to the closing of a pharmacy the pharmacist-in-charge
shall comply with the following.

(1) If the pharmacy is registered to possess controlled substances, send a written notification
to the appropriate divisional office of the Drug Enforcement Administration (DEA) containing the
following information:

(A) the name, address, and DEA registration number of the pharmacy;

(B) the anticipated date of closing;

(C) the name, address, and DEA registration number of the pharmacy acquiring the
controlled substances; and

(D) the date on which the transfer of controlled substances will occur.
(2) If the pharmacy dispenses prescription drug orders, post a closing notice sign in a
conspicuous place in the front of the prescription department and at all public entrance doors to
the pharmacy. Such closing notice sign shall contain the following information:

(A) the date of closing; and

(B) the name, address, and telephone number of the pharmacy acquiring the prescription
drug orders, including refill information and patient medication records of the pharmacy.
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(b) Closing day. On the date of closing, the pharmacist-in-charge shall comply with the
following:

(1) take an inventory as specified in 8291.17 of this title (relating to Inventory Requirements);

(2) remove all prescription drugs from the pharmacy by one or a combination of the following
methods:

(A) return prescription drugs to manufacturer or supplier (for credit/disposal);

(B) transfer (sell or give away) prescription drugs to a person who is legally entitled to
possess drugs, such as a hospital, or another pharmacy; and

(C) destroy the prescription drugs following procedures specified in 8303.2 of this title
(relating to Disposal of Stock Prescription Drugs);

(3) if the pharmacy dispenses prescription drug orders:

(A) transfer the prescription drug order files, including refill information, and patient
medication records to a licensed pharmacy within a reasonable distance of the closing
pharmacy; and

(B) move all signs or notify the landlord or owner of the property that it is unlawful to use the
word "pharmacy" either in English or any other language, or any other word or combination of
words of the same or similar meaning, or any graphic representation that would mislead or tend
to mislead the public that a pharmacy is located at the address.

(c) After closing.

(1) Within ten days after the closing of the pharmacy, the pharmacist-in-charge shall forward to
the board a written notice of the closing which includes the following information:

(A) the actual date of closing;
(B) the license issued to the pharmacy;
(C) a statement attesting:

(i) that an inventory as specified in 8291.17 of this title (relating to Inventory Requirements)
has been conducted; and

(if) the manner by which the dangerous drugs and controlled substances possessed by the
pharmacy were transferred or disposed; and

(D) if the pharmacy dispenses prescription drug orders, the name and address of the
pharmacy to which the prescription drug orders, including refill information, and patient
medication records were transferred.

(2) If the pharmacy is registered to possess controlled substances, send a letter to the:
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(A) appropriate DEA divisional office explaining that the pharmacy has closed. Include the
following items with the letter:

(i) DEA registration certificate;

(ii) all unused DEA order forms (222) with the word VOID written on the face of each order
form; and

(iif) copy 2 of any DEA order forms (222) used to transfer Schedule 1l controlled from the
closed pharmacy;

(B) the Texas Department of Public Safety (DPS) explaining that the pharmacy has closed
and include the DPS registration certificate.

(3) Once the pharmacy has notified the board that the pharmacy is closed, the license may not
be renewed. The pharmacy may apply for a new license as specified in §291.1 of this title
(relating to Pharmacy License Application).

(d) Emergency closing. If pharmacy is closed suddenly due to fire, destruction, natural disaster,
death, property seizure, eviction, bankruptcy, or other emergency circumstances and the
pharmacist-in-charge cannot provide notification 14 days prior to the closing, the pharmacist-in-
charge shall comply with the provisions of subsection (a) of this section as far in advance of the
closing as allowed by the circumstances.

(e) Joint responsibility. If the pharmacist-in-charge is not available to comply with the
requirements of this section, the owner shall be responsible for compliance with the provisions
of this section.

§291.6 Pharmacy License Fees
(a) Initial License Fee.

(1) Prior to October 1, 2015, the fee for an initial license shall be $500 for the initial registration
period and for processing the application and issuance of the pharmacy license as authorized
by the Act 8554.006. Effective October 1, 2015, the fee for an initial license shall be $401 for the
initial registration period and for processing the application and issuance of the pharmacy
license as authorized by the Act 8554.006.

(2) In addition, the following fees shall be collected:

(A) $15 surcharge to fund a program to aid impaired pharmacists and pharmacy students as
authorized by the Act §564.051,

(B) prior to October 1, 2015, $15 surcharge to fund TexasOnline as authorized by Chapter
2054, Subchapter I, Government Code; and effective October 1, 2015, $12 surcharge to fund
TexasOnline as authorized by Chapter 2054, Subchapter I, Government Code; and

(C) $5 surcharge to fund the Office of Patient Protection as authorized by Chapter 101,
Subchapter G, Occupations Code.
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(b) Biennial License Renewal. The Texas State Board of Pharmacy shall require biennial
renewal of all pharmacy licenses provided under the Act 8561.002.

(c) Renewal Fee.

(1) Prior to October 1, 2015, the fee for biennial renewal of a pharmacy license shall be $500
for processing the application and issuance of the pharmacy license as authorized by the Act
§554.006. Effective October 1, 2015, the fee for biennial renewal of a pharmacy license shall be
$401 for processing the application and issuance of the pharmacy license as authorized by the
Act §554.006.

(2) In addition, the following fees shall be collected:

(A) $15 surcharge to fund a program to aid impaired pharmacists and pharmacy students as
authorized by the Act §564.051;

(B) prior to October 1, 2015, $15 surcharge to fund TexasOnline as authorized by Chapter
2054, Subchapter I, Government Code; and effective October 1, 2015, $12 surcharge to fund
TexasOnline as authorized by Chapter 2054, Subchapter I, Government Code; and

(C) $2 surcharge to fund the Office of Patient Protection as authorized by Chapter 101,
Subchapter G, Occupations Code.

(d) Duplicate or Amended Certificates. The fee for issuance of an amended pharmacy license
renewal certificate shall be $20.

8291.7 Prescription Drug Recalls by the Manufacturer

(a) The pharmacist-in-charge shall develop and implement a written procedure for proper
management of drug recalls by the manufacturer. Such procedures shall include, where
appropriate, contacting patients to whom the recalled drug products have been dispensed.
(b) The written procedure shall include, but not be limited to, the following:

(1) the pharmacist-in-charge shall reasonably ensure that a recalled drug has been removed
from inventory no more than 24 hours after receipt of the recall notice, and quarantined until
proper disposal or destruction of the drug; and

(2) if the drug that is the subject to a recall is maintained by the pharmacy in a container
without a lot number, the pharmacist-in-charge shall consider this drug included in the recall.
§291.8 Return of Prescription Drugs
(a) General prohibition on return of prescription drugs. As specified in 8431.021(w), Health and
Safety Code, a pharmacist may not accept an unused prescription or drug, in whole or in part,
for the purpose of resale or re-dispensing to any person, after the prescription or drug has been

originally dispensed, or sold except as provided in subsection (b) of this section.

(b) Return of prescription drugs from health care facilities.

October 14, 2014 Page 13


bdamon
Highlight

bdamon
Highlight


660
661
662
663
664
665
666
667
668
669
670
671
672
673
674
675
676
677
678
679
680
681
682
683
684
685
686
687
688
689
690
691
692
693
694
695
696
697
698
699
700
701
702
703
704
705
706
707
708
709
710

(1) Purpose. The purpose of this subsection is to outline procedures for the return of unused
drugs from a health care facility or a penal institution to a dispensing pharmacy as specified in
the 8562.1085 of the Occupations Code. Nothing in this section shall require a consultant
pharmacist, health care facility, penal institution, or pharmacy to participate in the return of
unused drugs.

(2) Definitions. The following words and terms, when used in this section, shall have the
following meanings, unless the context clearly indicates otherwise.

(A) Consultant pharmacist--A pharmacist who practices in or serves as a consultant for a
health care facility in this state.

(B) Health care facility--A facility regulated under Chapter 242, Health and Safety Code.

(C) Licensed health care professional--A person licensed by the Texas Medical Board, Texas
Board of Nurse Examiners, or the Texas State Board of Pharmacy.

(D) Penal institution--A place designated by law for confinement of persons arrested for,
charged with, or convicted of an offense. A penal institution includes a city, county or state jail or
prison.

(3) Responsibilities. A licensed health care professional in a penal institution or a consultant
pharmacist may return to a pharmacy certain unused drugs, other than a controlled substance
as defined by Chapter 481, Health and Safety Code, purchased from the pharmacy.

(A) The unused drugs must:

(i) be approved by the federal Food and Drug Administration and be:

() sealed in unopened tamper-evident packaging and either individually packaged or
packaged in unit-dose packaging;

(1) oral or parenteral medication in sealed single-dose containers approved by the federal
Food and Drug Administration;

(1) topical or inhalant drugs in sealed unit-of-use containers approved by the federal Food
and Drug Administration; or

(IV) parenteral medications in sealed multiple-dose containers approved by the federal
Food and Drug Administration from which doses have not been withdrawn.

(i) not be the subject of a mandatory recall by a state or federal agency or a voluntary recall
by a drug seller or manufacturer; and

(iif) have not been in the physical possession of the person for whom it was prescribed.
(B) A healthcare facility or penal institution may not return any drug product that:

(i) has been compounded,;
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(ii) appears on inspection to be adulterated,;
(i) requires refrigeration; or
(iv) has less than 120 days until the expiration date or end of the shelf life.
(C) The consultant pharmacist or licensed health care professional in a penal institution shall
be responsible for assuring an inventory of the drugs to be returned to a pharmacy is
completed. The following information shall be included on this inventory:

(i) name and address of the facility or institution;

(i) name and pharmacist license number of the consultant pharmacist or name and license
number of the licensed health care professional,

(i) date of return;

(iv) date the prescription was dispensed;

(v) unigue identification number assigned to the prescription by the pharmacy;
(vi) name of dispensing pharmacy;

(vii) name, strength, and quantity of drug;

(viii) signature of consultant pharmacist or licensed healthcare professional responsible for
the administration of drugs in a penal institution.

(D) The health care facility/penal institution shall send a copy of the inventory specified in
subparagraph (C) of this paragraph to:

(i) the pharmacy with the drugs returned; and
(ii) the Health and Human Services Commission.

(4) Dispensing/Receiving pharmacy responsibilities. If a pharmacy accepts the return of
unused drugs from a health care facility/penal institution, the following is applicable.

(A) A pharmacist employed by the pharmacy shall examine the drugs to ensure the integrity
of the drug product.

(B) The pharmacy shall reimburse or credit the entity that paid for the drug including the state
Medicaid program for an unused drug returned to the pharmacy. The pharmacy shall maintain a
record of the credit or reimbursement containing the following information:

(i) name and address of the facility or institution which returned the drugs;

(ii) date and amount of the credit or reimbursement was issued,

(iif) name of the person or entity to whom the credit or reimbursement was issued;
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(iv) date the prescription was dispensed;

(v) unique identification number assigned to the prescription by the pharmacy;
(vi) name, strength, and quantity of drug;

(vii) signature of the pharmacist responsible for issuing the credit.

(C) After the pharmacy has issued credit or reimbursement, the pharmacy may restock and
redispense the unused drugs returned under this section.

(5) Limitation on Liability.

(A) A pharmacy that returns unused drugs and a manufacturer that accepts the unused drugs
under 8562.1085, Occupations Code, and the employees of the pharmacy or manufacturer are
not liable for harm caused by the accepting, dispensing, or administering of drugs returned in
strict compliance with 8562.1085, Occupations Code, unless the harm is caused by:

(i) wilful or wanton acts of negligence;
(ii) conscious indifference or reckless disregard for the safety of others; or
(i) intentional conduct.

(B) This section does not limit, or in any way affect or diminish, the liability of a drug seller or
manufacturer under Chapter 82, Civil Practice and Remedies Code.

(C) This section does not apply if harm results from the failure to fully and completely comply
with the requirements of §562.1085, Occupations Code.

(D) This section does not apply to a pharmacy or manufacturer that fails to comply with the
insurance provisions of Chapter 84, Civil Practice and Remedies Code.

8291.9 Prescription Pick Up Locations

Except as provided in §291.155 of this title (relating to Limited Prescription Delivery Pharmacy
(Class H)), no person, firm, or business establishment may have, participate, in, or permit an
arrangement, branch, connection or affiliation whereby prescriptions are solicited, collected,
picked up, or advertised to be picked up, from or at any location other than a pharmacy which is
licensed and in good standing with the board. Provided, however, that nothing in this regulation
shall prohibit a pharmacist or pharmacy by means of its employee or by use of a common
carrier or the U.S. Mall, at the request of the patient, from picking up prescription orders or
delivering prescription drugs at the office or home of the prescriber, at the residence or place of
employment of the person for whom the prescription was issued, or at the hospital or medical
care facility in which the patient is receiving treatment.

§291.10 Pharmacy Balance Registration/Inspection
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(a) Definitions. The following words and terms, when used in this section, shall have the
following meanings, unless the context clearly indicates otherwise. Pharmacy balance--An
instrument for weighing including balances and scales.
(b) Registration.

(1) A pharmacy shall annually or biennially register each pharmacy balance. The fee for the
annual registration shall be $12.50 per pharmacy balance. The fee for the biennial registration
shall be $25.00 per pharmacy balance.

(2) The expiration date for pharmacy balance registrations shall coincide with the pharmacy
license expiration date.

(c) Inspection.
(1) The Board shall periodically inspect pharmacy balances to verify accuracy.
(2) If a pharmacy balance fails the accuracy inspection, the following is applicable.
(A) The pharmacy balance may not be used until it is repaired by an authorized repair person.
(B) A tag indicating that the pharmacy balance failed the inspection and may not be used
shall be placed on the pharmacy balance.
§291.11 Operation of a Pharmacy

(a) For the purposes of 8565.002(7) of the Texas Pharmacy Act, the following words and terms
shall be defined as follows.

(1) "Failure to engage in the business described in the application for a license" means the
holder of a pharmacy license has not commenced operating the pharmacy within six months of
the date of issuance of the license.

(2) "Ceased to engage in the business described in the application for a license" means the
holder of a pharmacy license, once it has been in operation, discontinues operating the
pharmacy for a period of 30 days or longer unless the pharmacy experiences a fire or disaster,
in which case the pharmacy must comply with 8291.3(f) of this title (relating to Notifications).

(b) For the purposes of this section, the term "operating the pharmacy" means the pharmacy
shall demonstrate observable pharmacy business activity on a regular, routine basis, including a
sufficient number of transactions of receiving, processing, or dispensing prescription drug orders
or medication drug orders.

(c) No person may operate a pharmacy in a personal residence.

§291.14 Pharmacy License Renewal

(a) Renewal requirements.
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(1) A license to operate a pharmacy expires on the last day of the assigned expiration month.

(2) Timely receipt of the completed application and renewal fee means the receipt in the
board's office of such application and renewal fee.

(3) The provision of the Act, 8561.005, shall apply if the completed application and a renewal
fee is not received on or before the last day of the assigned expiration month.

(4) An expired license may be renewed according to the following schedule:

(A) If the license has been expired for 90 days or less, the license may be renewed by paying
to the board a renewal fee that is equal to one and one-half times the required renewal fee as
specified in §291.6 of this title (relating to Pharmacy License Fees).

(B) If the license has been expired for more than 90 days but less than one year, the license
may be renewed by paying to the board a renewal fee that is equal to two times the required
renewal fee as specified in §291.6 of this title.

(C) If the license has been expired for one year or more, the license may not be renewed.
The pharmacy may apply for a new license as specified in §291.1 of this title (relating to
Pharmacy License Application).

(b) Additional renewal requirements for Class E pharmacies. In addition to the renewal
requirements in subsection (a) of this section, a Class E pharmacy shall have on file with the
Board an inspection report issued:

(1) not more than three years before the date the renewal application is received; and

(2) by the pharmacy licensing board in the state of the pharmacy's physical location except as
provided in §291.104 of this title (relating to Operational Standards).

§291.15 Storage of Drugs

All drugs shall be stored at the proper temperature and conditions as defined by the following
terms:

(1) Freezer--A place in which the temperature is maintained thermostatically between minus 25
degrees Celsius and minus 10 degrees Celsius (minus 13 degrees Fahrenheit and 14 degrees
Fahrenheit).

(2) Cold--Any temperature not exceeding 8 degrees Celsius (46 degrees Fahrenheit). A
refrigerator is a cold place in which the temperature is maintained thermostatically between 2
degrees Celsius and 8 degrees Celsius (36 degrees Fahrenheit and 46 degrees Fahrenheit).

(3) Cool--Any temperature between 8 degrees Celsius and 15 degrees Celsius (46 degrees
Fahrenheit and 59 degrees Fahrenheit). An article for which storage in a cool place is directed
may, alternatively, be stored and distributed in a refrigerator, unless otherwise specified by the
individual monograph.

(4) Room temperature--The temperature prevailing in a working area.
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(5) Controlled room temperature--A temperature maintained thermostatically between 15
degrees Celsius and 30 degrees Celsius (59 degrees Fahrenheit and 86 degrees Fahrenheit).

(6) Warm--Any temperature between 30 degrees Celsius and 40 degrees Celsius (86 degrees
Fahrenheit and 104 degrees Fahrenheit).

(7) Excessive heat--Any temperature above 40 degrees Celsius (104 degrees Fahrenheit).

(8) Protection from freezing--Where, in addition to the risk of breakage of the container,
freezing subjects a product to loss of strength or potency, or to destructive alteration of the
dosage form, the container label bears an appropriate instruction to protect the product from
freezing.

(9) Dry place--A place that does not exceed 40% average relative humidity at controlled room
temperature or the equivalent water vapor pressure at other temperatures.

§291.16 Samples

Unless otherwise specified, a pharmacy may not sell, purchase, trade or possess prescription
drug samples, unless the pharmacy meets all of the following conditions:

(1) the pharmacy is owned by a charitable organization described in the Internal Revenue
Code of 1986, or by a city, state or county government;

(2) the pharmacy is a part of a health care entity which provides health care primarily to
indigent or low income patients at no or reduced cost;

(3) the samples are for dispensing or provision at no charge to patients of such health care
entity; and

(4) the samples are possessed in compliance with the federal Prescription Drug Marketing Act
of 1987.
§291.17 Inventory Requirements
(a) General requirements.

(1) The pharmacist-in-charge shall be responsible for taking all required inventories, but may
delegate the performance of the inventory to another person(s).

(2) The inventory shall be maintained in a written, typewritten, or printed form. An inventory
taken by use of an oral recording device must be promptly transcribed.

(3) The inventory shall be kept in the pharmacy and shall be available for inspection for two
years.

(4) The inventory shall be filed separately from all other records.
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(5) The inventory shall be in a written, typewritten, or printed form and include all stocks of the
following drugs on hand on the date of the inventory (including any which are out-of-date):

(A) all controlled substances;
(B) all dosage forms containing nalbuphine (e.g., Nubain); and

(C) for any inventory taken after January 1, 2013, all dosage forms containing tramadol (e.g.,
Ultram).

(6) The inventory may be taken either as of the opening of business or as of the close of
business on the inventory date.

(7) The inventory record shall indicate whether the inventory is taken as of the opening of
business or as of the close of business on the inventory date. If the pharmacy is open 24 hours
a day, the opening of business shall be 12:01 a.m. and the close of business shall be 12
midnight. The inventory shall indicate that it is a record of drugs on-hand as of the opening or
closing of the business day.

(8) The person(s) taking the inventory shall make an exact count or measure of all substances
listed in Schedule II.

(9) The person(s) taking the inventory shall make an estimated count or measure of all
substances listed in Schedule 1ll, 1V, or V and dangerous drugs, unless the container holds
more than 1,000 tablets or capsules in which case, an exact count of the contents must be
made.

(10) The inventory of Schedule Il controlled substances shall be listed separately from the
inventory of Schedule Ill, IV, and V controlled substances which shall be listed separately from
the inventory of dangerous drugs.

(112) If the pharmacy maintains a perpetual inventory of any of the drugs required to be
inventoried, the perpetual inventory shall be reconciled on the date of the inventory.

(b) Initial inventory.

(1) A new Class A (Community) pharmacy, Class C (Institutional) pharmacy, or Class F (Free
Standing Emergency Medical Care Center) pharmacy shall take an inventory on the opening
day of business. Such inventory shall include all stocks (including any out-of-date drugs) of the
drugs specified in subsection (a)(5) of this section.

(2) In the event the Class A, C, or F pharmacy commences business with none of the drugs
specified in subsection (a)(5) of this section on hand, the pharmacy shall record this fact as the
initial inventory.

(3) The initial inventory shall serve as the pharmacy's inventory until the next May 1, or until
the pharmacy's regular general physical inventory date, at which time the Class A, C, or F
pharmacy shall take an annual inventory as specified in subsection (c) of this section. Such
inventory may be taken within four days of the specified inventory date and shall include all
stocks (including out-of-date drugs).
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(c) Annual inventory.

(1) A Class A, C, or F pharmacy shall take an inventory on May 1 of each year, or on the
pharmacy's regular general physical inventory date. Such inventory may be taken within four
days of the specified inventory date and shall include all stocks (including out-of-date drugs) of
the drugs specified in subsection (a)(5) of this section.

(2) A Class A, C, or F pharmacy applying for renewal of a pharmacy license shall include as a
part of the pharmacy license renewal application a statement attesting that an annual inventory
has been conducted, the date of the inventory, and the name of the person taking the inventory.

(3) The person(s) taking the annual inventory and the pharmacist-in-charge shall indicate the
time the inventory was taken (as specified in subsection (a)(7) of this section) and shall sign and
date the inventory with the date the inventory was taken. The signature of the pharmacist-in-
charge and the date of the inventory shall be notarized within three days after the day the
inventory is completed, excluding Saturdays, Sundays, and federal holidays.

(d) Change of ownership.

(1) A Class A, C, or F pharmacy that changes ownership shall take an inventory of all of the
following drugs on the date of the change of ownership. Such inventory shall include all stocks
(including any out-of-date drugs) of the drugs specified in subsection (a)(5) of this section.

(2) Such inventory shall constitute, for the purpose of this section, the closing inventory for the
seller and the initial inventory for the buyer.

(3) Transfer of any controlled substances listed in Schedule Il shall require the use of official
DEA order forms (Form 222C).

(4) The person(s) taking the annual inventory and the pharmacist-in-charge shall indicate the
time the inventory was taken (as specified in subsection (a)(7) of this section) and shall sign and
date the inventory with the date the inventory was taken. The signature of the pharmacist-in-
charge and the date of the inventory shall be notarized within three days after the day the
inventory is completed, excluding Saturdays, Sundays, and federal holidays.

(e) Closed pharmacies.

(1) The pharmacist-in-charge of a Class A, C, or F pharmacy that ceases to operate as a
pharmacy shall forward to the board, within 10 days of the cessation of operation, a statement
attesting that an inventory of the drugs specified in subsection (a)(5) of this section on hand has
been conducted, the date of closing, and a statement attesting the manner by which the
dangerous drugs and controlled substances possessed by such pharmacy were transferred or
disposed.

(2) The person(s) taking the annual inventory and the pharmacist-in-charge shall indicate the
time the inventory was taken (as specified in subsection (a)(7) of this section) and shall sign and
date the inventory with the date the inventory was taken. The signature of the pharmacist-in-
charge and the date of the inventory shall be notarized within three days after the day the
inventory is completed, excluding Saturdays, Sundays, and federal holidays.

(f) Additional requirements for Class C (Institutional) pharmacies.
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(1) Perpetual inventory.

(A) A Class C pharmacy shall maintain a perpetual inventory of all Schedule 1l controlled
substances.

(B) The perpetual inventory shall be reconciled on the date of the annual inventory.
(2) Annual inventory. The inventory of the institution shall be maintained in the pharmacy; if an
inventory is conducted in other departments within the institution, the inventory of the pharmacy

shall be listed separately, as follows:

(A) the inventory of drugs on hand in the pharmacy shall be listed separately from the
inventory of drugs on hand in the other areas of the institution; and

(B) the inventory of drugs on hand in all other departments shall be identified by department.
(g) Change of pharmacist-in-charge of a pharmacy.

(1) For an inventory taken after June 1, 2013, on the date of the change of change of the
pharmacist-in-charge of a Class A (Community), Class C (Institutional), or Class F (Free
Standing Emergency Medical Care Center) pharmacy, an inventory shall be taken. Such
inventory shall include all stocks (including any out-of-date drugs) of the drugs specified in
subsection (a)(5) of this section. For an inventory taken prior to June 1, 2013, on the date of
change of the pharmacist-in-charge of a Class A (Community), Class C (Institutional), or Class
F (Free Standing Emergency Medical Care Center) pharmacy, an inventory of the following
drugs shall be taken.

(A) all Schedule 1l controlled substances;

(B) all dosage forms containing pentazocine (e.g., Talwin);

(C) all dosage forms containing phentermine (e.g., Adipex-P, etc.);

(D) all dosage forms containing diazepam (e.g., Valium);

(E) all dosage forms containing phendimetrazine (e.g., Bontril, Prelu-2, etc.);

(F) all dosage forms containing codeine;

(G) all dosage forms containing hydrocodone (e.g., Tussionex, Tussend, Vicodin, etc.);
(H) all dosage forms containing alprazolam (e.g., Xanax);

(1) all dosage forms containing triazolam (e.g., Halcion);

(J) all dosage forms containing butorphanol (e.g., Stadol);

(K) all dosage forms containing nalbuphine (e.g., Nubain);

(L) all dosage forms containing carisoprodol (e.g., Soma); and
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(M) for any inventory taken after January 1, 2013, all dosage forms containing tramadol (e.g.,
Ultram).

(2) This inventory shall constitute, for the purpose of this section, the closing inventory of the
departing pharmacist-in-charge and the beginning inventory of the incoming pharmacist-in-
charge.

(3) If the departing and the incoming pharmacists-in-charge are unable to conduct the
inventory together, a closing inventory shall be conducted by the departing pharmacist-in-
charge and a new and separate beginning inventory shall be conducted by the incoming
pharmacist-in-charge.

(4) The incoming pharmacist-in-charge shall be responsible for notifying the board within 10
days in writing on a form provided by the board, that a change of pharmacist-in-charge has
occurred. The notification shall include the following:

(A) the name and license number of the departing pharmacist-in-charge;

(B) the name and license number of the incoming pharmacist-in-charge;

(C) the date the incoming pharmacist-in-charge became the pharmacist-in-charge; and
(D) a statement signed by the incoming pharmacist-in-charge attesting that:

(i) an inventory has been conducted by the departing and incoming pharmacists-in-charge; if
the inventory was not taken by both pharmacists, the statement shall provide an explanation;
and

(i) the incoming pharmacist-in-charge has read and understands the laws and rules relating
to this class of pharmacy.

§291.18 Time Limit for Filing a Complaint

For the purposes of the Act, 8556.055, the board determines that a "reasonable time" to be no
less than 10 days from the date of an inspection giving rise to a possible complaint; provided,
however, in situations presenting imminent danger to the public health and safety, the board
may obtain an injunction under the Act, 8566.051, to restrain or enjoin a person from continuing
to violate the Act or rules promulgated pursuant to the Act without waiting the 10-day period set
out in this section.

§291.19 Administrative Actions as a Result of a Compliance Inspection

As a result of a compliance inspection or compliance reinspection of a pharmacy wherein
violations of the Texas Pharmacy Act, Controlled Substances Act, Dangerous Drug Act, Texas

Food, Drug and Cosmetic Act, or rules adopted pursuant to such acts as observed:

(1) an agent of the board may issue a written report of areas of non-compliance that need
improvement;
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(2) an agent of the board may issue a written warning notice listing specific violations to which
the licensee shall respond in writing to the board by the date stated on the warning notice,
indicating that the violations listed in the warning notice have been corrected;

(3) an agent of the board may recommend the institution of disciplinary action against a
licensee if such agent determines that:

(A) previously cited violations are continuing to occur; or

(B) violations observed are of a nature that written notice of non-compliance or a written
warning notice would not be in the best interest of the public; or

(4) an agent of the board, upon determination that the violations observed are of a nature that
pose an imminent peril to the public health, safety, or welfare, may recommend to the director of
compliance, the institution of action by a district court in Travis County, Texas, to restrain or
enjoin a licensee from continuing the violation, in addition to recommending the institution of
disciplinary action against a licensee.

8291.22 Petition to Establish an Additional Class of Pharmacy

(a) Purpose. The purpose of this section is to specify the procedures to be followed in
petitioning the board to establish an additional class of pharmacy as authorized by 8560.053 of
the Texas Pharmacy Act (Chapters 551 - 566 and 568 - 569, Texas Occupations Code). In
reviewing petitions, the board will only consider petitions that provide pharmaceutical care
services which contribute to positive patient outcomes. The board will not consider any petition
intended only to provide a competitive advantage.

(b) Procedures for petitioning the board to establish an additional class of pharmacy. A person
who wishes the board to consider establishing an additional class of pharmacy shall submit to
the board a petition that contains at least the following information:

(1) name, address, telephone number, and pharmacist's license number of the pharmacist
responsible for submitting the petition;

(2) a detailed summary of the additional class of pharmacy which includes:

(A) a description of the type of pharmacy and the pharmaceutical care services provided to
the public;

(B) if a pharmacy of this type currently exists, the name, address, and license number of the
pharmacy;

(C) a full explanation of the reasons:

(i) the existing classifications of pharmacy licenses are not appropriate for this practice
setting; and

(i) that establishment of a new classification of pharmacy license is necessary to protect the
public health, safety, and welfare.
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(c) Review and approval or denial of the petition.

(1) On receipt of a petition to establish an additional class of pharmacy, board staff shall
initially review the petition for completeness and appropriateness. If the petition is incomplete or
inappropriate for board consideration for any reason, board staff shall return the petition with a
letter of explanation. Such review shall be completed within 30 working days of receipt of the
petition.

(2) Once board staff has determined that the petition is complete and appropriate, a task force
composed of board staff, at least one board member and, if deemed necessary, resource
personnel appointed by the board president, shall review the petition and make a written
recommendation to the board regarding approval. Such recommendation shall be presented to
the board at the next regularly scheduled meeting of the board that occurs at least three weeks
after completion of the review and written recommendation.

(3) A copy of the recommendation shall be provided to the petitioner and the board at least two
weeks prior to the board meeting.

(4) Both the petitioner and a representative of the task force shall be given equal time for
presentations to the board.

(5) Upon hearing the presentations, the board shall approve or deny the petition. If the board
approves the petition, the board shall direct staff to develop rules for the new class of pharmacy
or appoint a task force to work with the staff to assist in developing rules for the new class of
pharmacy. The board shall approve or deny any petition to establish an additional class of
pharmacy not later than the board meeting following the meeting at which the petition is heard.

8291.23 Pilot or Demonstration Research Projects for Innovative Applications in the
Practice of Pharmacy

(a) Purpose. The purpose of this section is to specify the procedures to be followed in applying
for approval of a pilot or demonstration research project for innovative applications in the
practice of pharmacy as authorized by 8554.011 of the Texas Pharmacy Act (Chapters 551- 566
and 568 - 569, Texas Occupations Code). In reviewing projects, the board will only consider
projects that expand pharmaceutical care services which contribute to positive patient
outcomes. The board will not consider any project intended only to provide a competitive
advantage.

(b) Scope of pilot or demonstration research projects and the board's approval of such projects.
(1) Pilot or demonstration research projects may not:
(A) expand the definition of the practice of pharmacy as provided in the Act; or
(B) include therapeutic substitution or substitution of medical devices used in patient care.

(2) The board's approval of pilot or demonstration research projects may include the granting
of an exception to the rules adopted under the Texas Pharmacy Act, but may not include an
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exception from any law relating to the practice of pharmacy. Such exception to the rules shall be
for a specified period of time and such period may not exceed 18 months.

(3) The board may extend the time an exception to a rule is granted as necessary for the board
to adopt an amendment or maodification of the rule.

(c) Procedures for applying for approval of pilot or demonstration research projects. A person
who wishes the board to consider approval of a pilot or demonstration research project shall
submit to the board a petition for approval which contains at least the following information:

(1) name, address, telephone number, and pharmacist's license number of the pharmacist
responsible for overseeing the project;

(2) specific location and, if a pharmacy, the pharmacy license number where the proposed pilot
or demonstration project will be conducted;

(3) a detailed summary of the proposed pilot or demonstration project which includes:
(A) the goals, hypothesis, and/or objectives of the proposed project;
(B) a full explanation of the project and how it will be conducted;

(C) the time frame for the project including the proposed start date and length of study. Such
time frame may not exceed 18 months;

(D) background information and/or literature review to support the proposal;

(E) the rule(s) that will have to be waived in order to complete the project and a request to
waive the rule(s);

(F) procedures to be used during the project to ensure that the public's health and safety are
not compromised as a result of the rule waiver.

(d) Review and approval or denial of the proposed projects.

(1) On receipt of a petition for approval of a pilot or demonstration research project, board staff
shall initially review the petition for completeness and appropriateness. If the petition is
incomplete or inappropriate for board consideration for any reason, staff shall return the petition
with a letter of explanation. Such review shall be completed within 30 working days of receipt of
the petition.

(2) Once board staff has determined that the petition is complete and appropriate, a task force
composed of board staff, at least one board member and, if deemed necessary, resource
personnel appointed by the board president, shall review the petition and make a written
recommendation to the board regarding approval. Such recommendation shall be presented to
the board at the next regularly scheduled meeting of the board that occurs at least three weeks
after completion of the review and written recommendation.

(3) A copy of the recommendation shall be provided to the petitioner and the board at least two
weeks prior to the board meeting.
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(4) Both the petitioner and a representative of the task force shall be given equal time for
presentations to the board.

(5) Upon hearing the presentations, the board shall either approve or deny the petition. If the
board approves the petition, the approval:

(A) shall be specific for that project and for a specific time period; and
(B) may include conditions or qualifications, if deemed appropriate by the board.

(6) The board or its representatives shall be allowed to inspect and review the project
documentation and site at any time during the review process and after the project is approved.

(e) Presentation of results to the board.

(1) The pharmacist responsible for overseeing the project shall forward to the board a
summary of the results of the project and conclusions drawn from the results within three
months after completion of the project.

(2) A task force composed of board staff, at least one board member and, if deemed
necessary, resource personnel appointed by the board president, shall review the results and
make written recommendations to the board regarding the results of the project.

(3) The board will receive the report of the task force at the next regularly scheduled meeting
of the board that occurs at least three weeks after the task force has completed its review and
issued written recommendations.

(4) A copy of the task force recommendation shall be provided to the petitioner and the board
at least two weeks prior to the board meeting.

(5) Both the petitioner and a representative of the task force shall be given equal time for
presentations to the board.

8291.24 Pharmacy Residency Programs

For the purposes of Subchapter T, Chapter 61, Education Code, the standards for pharmacy
residency programs shall be the standards required by the American Society of Health-System
Pharmacists' Commission on Credentialing. The pharmacy residency programs approved by the
Board shall be published periodically in the minutes of the Board.

§291.27 Confidentiality

(a) A pharmacist shall provide adequate security of prescription drug orders, medication orders,
and patient medication records to prevent indiscriminate or unauthorized access to confidential
health information. If prescription drug orders, requests for refill authorization, or other
confidential health information are not transmitted directly between a pharmacy and a physician
but are transmitted through a data communication device, confidential health information may
not be accessed or maintained by the operator of the data communication device unless
specifically authorized to obtain the confidential information by this section.
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(b) Confidential records are privileged and may be released only to:
(1) the patient or the patient's agent;

(2) a practitioner or another pharmacist if, in the pharmacist's professional judgement, the
release is necessary to protect the patient's health and well being;

(3) the board or to a person or another state or federal agency authorized by law to receive the
confidential record;

(4) a law enforcement agency engaged in investigation of a suspected violation of Chapter 481
or 483, Health and Safety Code, or the Comprehensive Drug Abuse Prevention and Control Act
of 1970 (21 U.S.C. Section 801 et seq.);

(5) a person employed by a state agency that licenses a practitioner, if the person is
performing the person's official duties; or

(6) an insurance carrier or other third party payor authorized by a patient to receive such
information.

(c) A pharmacy shall provide written polices and procedures to prohibit the unauthorized
disclosure of confidential records.

8291.28 Access to Confidential Records

(a) Access to confidential records. A pharmacy shall comply with the request of a patient or a
patient's agent to inspect or obtain a copy of the patient's confidential records maintained by the
pharmacy, as defined in §551.003(10) of the Act. A pharmacy shall comply with all relevant
state and federal laws regarding release of confidential records to third party requestors.

(b) Form of request. The pharmacy may require a patient or a patient's agent or any authorized
third party to make requests for confidential records in writing, provided such a requirement has
been communicated to the requestor.

(c) Timely action by pharmacy. The pharmacy must respond to a request for confidential
records in a timely manner.

(1) The pharmacy must respond to a request for confidential records no later than thirty days
after receipt of the request by providing a copy of the records or, with the consent of the
requestor, a summary or explanation of such information. If the pharmacy is unable to take such
action within thirty days of receiving the request, the pharmacy may extend the time for such
action by no more than thirty days, provided that:

(A) the pharmacy provides the requestor with a written statement of the reasons for the delay
and the date by which the pharmacy will respond to the request; and

(B) the pharmacy shall have only one such extension of time.

(2) The pharmacy must provide confidential records as requested by either:
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(A) mailing a copy of the records; or

(B) with the consent of the requestor arranging for a convenient time and place for the
individual to inspect or obtain a copy of the records.

(3) Access to confidential records may be expedited at the request of a patient or a patient's
agent if there is a medical emergency. The pharmacy must respond to a request for expedited
access to confidential records within 24 hours if the records are maintained at the pharmacy or
within 72 hours if the records are stored off-site. The pharmacy may charge a reasonable fee, in
addition to the fees outlined in subsection (d) of this section, of no more than $25.00 for
expediting a request for access to confidential records.

(d) Fees. The pharmacy may charge a reasonable, cost-based fee for providing a copy of
confidential records or a summary or explanation of such information.

(1) A reasonable fee shall be a charge of no more than $50.00 for the first twenty pages and
$0.50 per page for every page thereafter. A reasonable fee shall include only the cost of:

(A) copying, including the cost of supplies for and labor of copying;
(B) postage, when the individual has requested the records be mailed; and

(C) preparing an explanation or summary of the protected health information, if appropriate
and consented to by the patient or patient's agent.

(2) If an affidavit is requested certifying that the information is a true and correct copy of the
records, a reasonable fee of no more than $15.00 may be charged for executing the affidavit.

(3) If an affidavit or questionnaire accompanies the request, the pharmacy may charge a
reasonable fee of no more than $50.00 to complete the written response.

§291.29 Professional Responsibility of Pharmacists

(a) Pharmacist shall exercise sound professional judgment with respect to the accuracy and
authenticity of any prescription drug order dispensed. If the pharmacist questions the accuracy
or authenticity of a prescription drug order, the pharmacist shall verify the order with the
practitioner prior to dispensing.

(b) A pharmacist shall make every reasonable effort to ensure that any prescription drug order,
regardless of the means of transmission, has been issued for a legitimate medical purpose by a
practitioner in the course of medical practice. A pharmacist shall not dispense a prescription
drug if the pharmacist knows or should have known that the order for such drug was issued
without a valid pre-existing patient-practitioner relationship as defined by the Texas Medical
Board in 22 Texas Administrative Code (TAC) §190.8 (relating to Violation Guidelines) or
without a valid prescription drug order.

(1) A prescription drug order may not be dispensed or delivered by means of the Internet
unless pursuant to a valid prescription that was issued for a legitimate medical purpose in the
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course of medical practice by a practitioner, or practitioner covering for another practitioner, who
has conducted at least one in-person medical evaluation of the patient.

(2) A prescription drug order may not be dispensed or delivered if the pharmacist has reason
to suspect that the prescription drug order may have been authorized in the absence of a valid
patient-practitioner relationship, or otherwise in violation of the practitioner's standard of practice
to include that the practitioner:

(A) did not establish a diagnosis through the use of acceptable medical practices for the
treatment of patient's condition;

(B) prescribed prescription drugs that were not necessary for the patient due to a lack of a
valid medical need or the lack of a therapeutic purpose for the prescription drugs; or

(C) issued the prescriptions outside the usual course of medical practice.

(3) Notwithstanding the provisions of this subsection and as authorized by the Texas Medical
Board in 22 TAC 8§190.8, a pharmacist may dispense a prescription when a physician has not
established a professional relationship with a patient if the prescription is for medications for:

(A) sexually transmitted diseases for partners of the physician's established patient; or

(B) a patient's family members if the patient has an illness determined by the Centers for
Disease Control and Prevention, the World Health Organization, or the Governor's office to be
pandemic.

(c) If a pharmacist has reasons to suspect that a prescription was authorized solely based on
the results of a questionnaire and/or in the absence of a documented patient evaluation
including a physical examination, the pharmacist shall ascertain if that practitioner's standard of
practice allows that practitioner to authorize a prescription under such circumstances. Reasons
to suspect that a prescription may have been authorized in the absence of a valid patient-
practitioner relationship, or in violation of the practitioner's standard of practice, include:

(1) the number of prescriptions authorized on a daily basis by the practitioner;
(2) a disproportionate number of patients of the practitioner receive controlled substances;

(3) the manner in which the prescriptions are authorized by the practitioner or received by the
pharmacy;

(4) the geographical distance between the practitioner and the patient or between the
pharmacy and the patient;

(5) knowledge by the pharmacist that the prescription was issued solely based on answers to a
guestionnaire;

(6) knowledge by the pharmacist that the pharmacy he/she works for directly or indirectly
participates in or is otherwise associated with an Internet site that markets prescription drugs to
the public without requiring the patient to provide a valid prescription order from the patients
practitioner; or
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(7) knowledge by the pharmacist that the patient has exhibited doctor-shopping or pharmacy-
shopping tendencies.

(d) A pharmacist shall ensure that prescription drug orders for the treatment of chronic pain
have been issued in accordance with the guidelines set forth by the Texas Medical Board in 22
TAC 8170.3 (relating to Guidelines), prior to dispensing or delivering such prescriptions.

(e) A prescription drug order may not be dispensed or delivered if issued by a practitioner
practicing at a pain management clinic that is not in compliance with the rules of the Texas
Medical Board in 22 TAC 88195.1 - 195.4 (relating to Pain Management Clinics).
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