RULE ANALYSIS

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

Short Title: Records
Rule Numbers: §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, clarify and update the section to be
consistent with other sections of this title and DPS and DEA
laws/rules; require documentation of a consultation with a
prescriber regarding a prescription; add rules regarding auto-refill
programs; and update the rules regarding prescription transfers
including no longer allowing interns to transfer prescriptions,
specifying that the transfer must be confirmed by each pharmacist,
and holding both the transferring and receiving pharmacist
responsible for a dispensing error involving a transferred
prescription.

Background: Board staff presents these amendments to update the Class A
rules regarding the records of the pharmacy.

The Board reviewed and voted to propose the amendments during the February 5, 2013,
meeting. The proposed amendments were published in the March 8, 2013, issue of the
Texas Register at 38 TexReg 1643.
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(II) a pharmacist checks the accuracy of each
original or new prescription drug order.

(ii) the prescription is dispensed, labeled, and made
ready for delivery to the patient in compliance with Class A (Contmu-
nity) Pharmacy rules; and

(iii)  prior to delivery to the

(I) the automated-checking device confirms that
the correct drug and strength hagbeen labeled with the correct label for
the correct patient; and

(1) a pharmacist performs all other duties re-
quired to re that the prescription has been dispensed safely and
accurat€ly as prescribed.

(B) [€©)] Ifthe final check is accomplished as specified
in subparagraph (A) [(B)] of this paragraph, the following additional
requirements must be met.

(i) The pharmacy has conducted initial testing of the
automated checking device and has a continuous quality assurance pro-
gram which documents that the automated checking device accurately
confirms that the correct drug and strength has been labeled with the
correct label for the correct patient.

(i) The pharmacy documents an

(1) the name(s), initigls;or identification code(s)
of each pharmacist responsible for theefiecks outlined in subparagraph

(A)[B)](i) of this paragraph;

the name(s) initials, or identification code(s)
y(ies) of each pharmacist or pharmacy technician
any other portion of the dispensing process.

(iii) The pharmacy establishes mechanisms and pro-
cedures to test the accuracy of the automated checking device at least
monthly.

(4) [65)] Automated storage and distribution device, A
pharmacy may use an automated storage and distribution deyie€ to de-
liver a previously verified prescription to a patient grqfatient's agent
when the pharmacy is open or when the pharm 1s closed as speci-
fied in subsection (b)(3)(B)(iii) of this se

(A) the device isus€d to deliver refills of prescription
drug orders and shall not beused to deliver new prescriptions as defined
by §291.31(26) of thisTitle (relating to Definitions);

) the automated storage and distribution device may
sed to deliver a controlled substance;

not

(C) drugs stored in the automated storage and distribu-
tion device are stored at proper temperatures;

(D) the patient or patient's agent is given the option to
use the system,;

(E) the patient or patient's agent has acc
macist for questions regardlng the prescrlptlon at

(F)_Afte pharmacist-in-charge is responsible for the su-

pervision ¢ operation of the system;

(G) the automated storage and distribution device has
been tested by the pharmacy and found to dispense prescriptions accu-

rately. The pharmacy shall make the results of such testing available to
the board upon request;

(H) the automated storage and distribution device ay
be loaded with prev10usly verified prescrlptlons only by a

accessto the device from outside the prescription department. The de-
vice may not be located on an outside wall of the pharmacy and may

not be accessible from a drive-thru;

rized individuals;

(L) the automated age and distribution device has
adequate security system to ent unauthorized access and to main-
tain patient confidenti ; and

the automated storage and distribution device
digital image of the individual accessing the device to
“up a prescription and such record is maintained by the pharmacy
for two years.

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

Filed with the Office of the Secretary of State
2013.

TRD-201300857
Gay Dodson, R.Ph.
Executive Director/S tary

Texas State Board of Pharmacy

ssible date of adoption: April 7, 2013
Forfurther information, please call: (512) 305-8028

¢ ¢ ¢

ebruary 25,

22 TAC §291.34

The Texas State Board of Pharmacy proposes amendments to
§291.34 concerning Records. The amendments, if adopted,
clarify and update the section to be consistent with other
sections of this title and DPS and DEA laws/rules; require
documentation of a consultation with a prescriber regarding
a prescription; add rules regarding auto-refill programs; and
update the rules regarding prescription transfers including no
longer allowing interns to transfer prescriptions and specifying
that the transfer must be confirmed by each pharmacist.

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

Ms. Dodson has determined that, for each year of the first five-
year period the rule will be in effect, the public benefit anticipated
as a result of enforcing the rule will be to clarify and update the
Class A rules regarding the records of a pharmacy. There is no
fiscal impact for individuals, small or large businesses, or to other
entities which are required to comply with this section.
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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) 305-8008.Comments
must be received by 5:00 p.m., April 30, 2013.

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 au-
thorizing 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 these amendments: Texas Pharmacy
Act, Chapters 551 - 566 and 568 - 569, Texas Occupations Code.
§291.34.  Records.

(a) Maintenance of records.

(1) Every inventory or other record required to be kept un-
der the provisions of Subchapter B of this chapter (relating to [§2943+
of this title (relating to Definitions), §291.32 of this title (relating to
Personnel); §29133 of this title (relating to Operational Standards);
Wﬁ%&ﬂe&éaﬂﬂgmkeeefds}and%eﬂhﬁﬂﬂe&e
lating to Offieial Requirements); eontained in] Commu-
nity Pharmacy (Class A)) shall be:

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

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

(A) - (B) (No change.)
(b) Prescriptions.
(1) (No change.)

(2) Written prescription drug orders.

(A) Practitioner's signature.

(i) Dangerous drug prescriptions. Written [Exeept
as noted in elause (i) of this subparagraph; written] prescription drug
orders shall be:

(I) (No change.)

(1I) electronically signed by the practitioner us-
ing a system that [whieh] electronically replicates the practitioner's
manual signature on the written prescription, provided:

(-a-) - (-b-) (No change.)

(i)  Controlled substance prescriptions. Prescription
drug orders for Schedule 11, III, IV, or V controlled substances shall
be manually signed by the practitioner. Prescription drug orders for
Schedule II controlled substances shall be issued on an official pre-
scription form as required by the Texas Controlled Substances Act,

§481.075[; and be manually signed by the praetitioner|.

(iii)  Other provisions for a practitioner's signature.

(I) A practitioner may sign a prescription drug
order in the same manner as he would sign a check or legal document,
e.g., J.H. Smith or John H. Smith.

(1)  [6w] Rubber stamped or otherwise repro-
duced signatures may not be used except as authorized in clause (i) of
this subparagraph.

11I)  [69)] The prescription drug order may not
be signed by a practitioner's agent but may be prepared by an agent for
the signature of a practitioner. However, the prescribing practitioner is
responsible in case the prescription drug order does not conform in all
essential respects to the law and regulations.

(B) Prescription drug orders written by practitioners in
another state.

(i) (No change.)
(i) Controlled substance prescription drug orders.

(1) A pharmacist may dispense prescription drug
order for controlled substances in Schedule II issued by a practitioner
in another state provided:

(-a-) - (-b-) (No change.)

(-c-) the prescription drug order is not dis-
pensed after the end of the twenty-first [seventh] day after the date on
which the prescription is issued.

(IlI) A pharmacist may dispense prescription
drug orders for controlled substances in Schedule III, IV, or V issued
by a physician, dentist, veterinarian, or podiatrist in another state
provided:

(-a-) the prescrlptlon drug order is a [written;
oral; or telephonically or communicated preseription; as
allowed by the DEA] issued by a person practicing in another state
and licensed by another state as a physician, dentist, veterinarian, or
podiatrist, who has a current federal DEA registration number, and who
may legally prescribe Schedule III, IV, or V controlled substances in
such other state;

(-b-) - (-c-) (No change.)

(C) (No change.)

(D) Prescription drug orders carried out or signed by an
advanced practice nurse, physician assistant, or pharmacist.

(i) A pharmacist may dispense a prescription drug
order that [whieh] is:

(1) - () (No change.)
(i) (No change.)
(E) (No change.)
(3) (No change.)
(4) Electronic prescription drug orders. [Fer the purpese of

this subsection; preseription drug orders shall be considered the same
as verbal preseription drug erders:|

(A) Dangerous drugs.

(i) An electronic prescription drug order for a dan-
gerous drug may be transmitted by a practitioner or a practitioner's des-
ignated agent:

(1) [&)] directly to a pharmacy; or

(1I)  [GH)] through the use of a data communica-
tion device provided:
-a-)  [(B] the confidential prescription infor-
mation is not altered during transmission; and
(-b-) [@BH] confidential patient information is
not accessed or maintained by the operator of the data communication
device other than for legal purposes under federal and state law.

(ii)  [B)] A practitioner shall designate in writing
the name of each agent authorized by the practitioner to electronically
transmit prescriptions for the practitioner. The practitioner shall main-
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tain at the practitioner's usual place of business a list of the designated
agents. The practitioner shall provide a pharmacist with a copy of the
practitioner's written authorization for a specific agent on the pharma-
cist's request.

(B) [€©)] Controlled substances. A pharmacist may
only dispense an electronic prescription drug order for a Schedule
IL, 11, IV, or V controlled substance in compliance with the federal
and state laws and the rules of the Drug Enforcement Administration
outlined in Part 1300 of the Code of Federal Regulations and Texas
Department of Public Safety.

(C) [)] Prescriptions issued by a practitioner licensed
in the Dominion of Canada or the United States. A pharmacist may not
dispense an electronic prescription drug order for a dangerous drug or
controlled substance issued by a practitioner licensed in the Dominion
of Canada or the United Mexican States unless the practitioner is also
licensed in Texas.

(5) Facsimile (Faxed) Prescriptions.

(A) A pharmacist may dispense a prescription drug or-
der for a dangerous drug transmitted to the pharmacy by facsimile.

(B) A pharmacist may dispense a prescription drug or-
der for a controlled substance transmitted to the pharmacy by facsimile
provided the prescription is manually signed by the practitioner and
not electronically signed using a system that electronically replicates
the practitioner's manual signature on the prescription drug order.

(C) A pharmacist may not dispense a facsimile pre-
scription drug order for a dangerous drug or controlled substance

imaging system. If original prescription records are stored in a direct
imaging system, the following is applicable:

(i) the record of refills recorded on the original pre-
scription must also be stored in this system;

(ii)  the original prescription records must be main-
tained in numerical order and separated in three files as specified in
subparagraph (D) of this paragraph; and

(iii)  the pharmacy must provide immediate access to
equipment necessary to render the records easily readable.

(7) [€®)] Prescription drug order information.
(A) All original prescriptions shall bear:

(i) name of the patient, or if such drug is for an ani-
mal, the species of such animal and the name of the owner;

(i) address of the patient, provided, however, a pre-
scription for a dangerous drug is not required to bear the address of
the patient if such address is readily retrievable on another appropriate,
uniformly maintained pharmacy record, such as medication records;

(iii) name, address and telephone number of the
practitioner at the practitioner's usual place of business, legibly printed
or stamped and if for a controlled substance, the [address and] DEA
registration number of the practitioner;

(iv) name and strength of the drug prescribed;

(v) quantity prescribed numerically and if for a con-
trolled substance:[;]

issued by a practitioner licensed in the Dominion of Canada or the
United Mexican States unless the practitioner is also licensed in Texas.

(6) [€9)] Original prescription drug order records.

(A) Original prescriptions may be dispensed only in ac-
cordance with the prescriber's authorization as indicated on the original
prescription drug order including clarifications to the order given to the
pharmacist by the practitioner or the practitioner's agent and recorded
on the prescription.

(B) Original prescriptions shall be maintained by the
pharmacy in numerical order and remain legible for a period of two
years from the date of filling or the date of the last refill dispensed.

(C) If an original prescription drug order is changed,
such prescription order shall be invalid and of no further force and ef-
fect; if additional drugs are to be dispensed, a new prescription drug
order with a new and separate number is required. However, an orig-
inal prescription drug order for a dangerous drug may be changed in
accordance with paragraph (10) [(9)] of this subsection relating to ac-
celerated refills.

(D) Original prescriptions shall be maintained in three
separate files as follows:

(i) prescriptions for controlled substances listed in
Schedule II;

(ii) prescriptions for controlled substances listed in
Schedules II1I-V; and

(iii) prescriptions for dangerous drugs and nonpre-
scription drugs.

(E) Original prescription records other than prescrip-
tions for Schedule II controlled substances may be stored in a [en mi-
erofilm; microfiche; or other] system that [whieh] is capable of produc-
ing a direct image of the original prescription record, e.g., digitalized

(I) numerically, followed by the number written
as a word, if the prescription is written;

(II) numerically, if the prescription is electronic;

(11I) _ifthe prescription is communicated orally or
telephonically, as transcribed by the receiving pharmacist;

(vi) directions for use;

(vii) intended use for the drug unless the practitioner
determines the furnishing of this information is not in the best interest
of the patient; [and]

(viii)  date of issuance;[-]

(ix) if a faxed prescription:

(1) _astatement that indicates that the prescription
has been faxed (e.g., Faxed to); and

(11) if transmitted by a designated agent, the full
name of the designated agent;

(x) _if electronically transmitted:

(1) the date the prescription drug order was elec-
tronically transmitted to the pharmacy, if different from the date of is-
suance of the prescription; and

(1l) _if transmitted by a designated agent, the full
name of the designated agent; and

(xi) ifissued by an advanced practice nurse or physi-
cian assistant in accordance with Subtitle B, Chapter 157, Occupations
Code the:

(I) name, address, telephone number, and if the
prescription is for a controlled substance, the DEA number of the su-
pervising practitioner; and
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(1I) address and telephone number of the clinic
where the prescription drug order was carried out or signed.

shall bear:]

the speeies of such animal; and the name of the ewners}

i) address of the patient; provided; however; a
preseription for a dangerous drug is not required to bear the address of
the patient if such address is readily retrievable on another appropriate;

uniformly maintained pharmacy record; such as medication records;}

i) name; and if for a controlled substanee; the ad-
dress and DEA registration number of the praetitioner;]
the patient;]

[(viii)  date of issuance;]

[(ix) if a faxed prescription, a statement which indi-
. f6) telephone number of the preseribing praeti-
tioner;]

i) date the preseription drug order was electroni-
eally transmitted to the pharmaey; if different from the date of issuance

[(xii)  if transmitted by a designated agent, the full
name of the designated agent]

HE) Al original written preseriptions carried out or
signed by an advanced practice nurse or physician assistant in aceor-
p%eseﬂpﬁeﬂfsfefaeeﬁ%reﬁedsubs%&ne%%heDEAﬁumberef%he
supervising praetitioners]

i) name; original signatare; and if the preserip-
tion is for a controlled substance; the DEA number of the advanced
praetice nurse or physieian assistant;]
whieh the preseription drug order was ecarried out or signed;}

v} name; strength; and quantity of the drug;]

‘i) indications for use, if iate:]

[t date of issuanee; and]

(B) [(®)] At the time of dispensing, a pharmacist is

responsible for documenting the following information on either the

original hard copy [hard-eopy] prescription or in the pharmacy's data
processing system:

(i) unique identification number of the prescription
drug order;

(it) initials or identification code of the dispensing
pharmacist;

(iii) 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

(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.

(8)  [€7)] Refills.

(A) General information.

(i) Refills may be dispensed only in accordance with
the prescriber's authorization as indicated on the original prescription
drug order except as authorized in paragraph (10) [(9)] of this subsec-
tion relating to accelerated refills.

(i)  [B)] If there are no refill instructions on the
original prescription drug order (which shall be interpreted as no refills
authorized) or if all refills authorized on the original prescription drug
order have been dispensed, authorization from the prescribing practi-
tioner shall be obtained prior to dispensing any refills and documented
as specified in subsection (1) of this section.

(B) [€©)] Refills of prescription drug orders for danger-
ous drugs or nonprescription drugs.

(i) Prescription drug orders for dangerous drugs or
nonprescription drugs may not be refilled after one year from the date
of issuance of the original prescription drug order.

(ii) If one year has expired from the date of issuance
of an original prescription drug order for a dangerous drug or non-
prescription drug, authorization shall be obtained from the prescribing
practitioner prior to dispensing any additional quantities of the drug.

(C) [®)] Refills of prescription drug orders for Sched-
ules III-V controlled substances.

(i) Prescription drug orders for Schedules I1I-V con-
trolled substances may not be refilled more than five times or after six
months from the date of issuance of the original prescription drug or-
der, whichever occurs first.

(it) Ifaprescription drug order for a Schedule I11, IV,
or V controlled substance has been refilled a total of five times or if six
months have expired from the date of issuance of the original prescrip-
tion drug order, whichever occurs first, a new and separate prescription
drug order shall be obtained from the prescribing practitioner prior to
dispensing any additional quantities of controlled substances.

(D) [B)] Pharmacist unable to contact prescribing
practitioner. If a pharmacist is unable to contact the prescribing
practitioner after a reasonable effort, 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) failure to refill the prescription might result in an
interruption of a therapeutic regimen or create patient suffering;

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

38 TexReg 1646 March 8, 2013 Texas Register



(iii) the pharmacist informs the patient or the pa-
tient'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;

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

(v) the pharmacist maintains a record of the emer-
gency refill containing the information required to be maintained on a
prescription as specified in this subsection;

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

(vii)  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 that
[whieh] contains the essential information;

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

(III) the pharmacist, in his professional judg-
ment, determines that such a request for an emergency refill is
appropriate and meets the requirements of clause (i) of this subpara-
graph; and

(IV) the pharmacist complies with the require-
ments of clauses (ii) - (vi) of this subparagraph.

(E) [é®)] Natural or manmade disasters. If a natural
or manmade disaster has occurred that prohibits the pharmacist from
being able to contact the practitioner, 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 au-
thorization of the prescribing practitioner, provided:

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

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

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

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

(v) 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;

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

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

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

(ix)  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 that
[whieh] contains the essential information;

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

(III) the pharmacist, in his professional judg-
ment, determines that such a request for an emergency refill is
appropriate and meets the requirements of clause (i) of this subpara-
graph; and

(IV) the pharmacist complies with the require-
ments of clauses (ii) - (viii) of this subparagraph.

(F) Auto-Refill Programs. A pharmacy may use a pro-
gram that automatically refills prescriptions that have existing refills
available in order to improve patient compliance with and adherence
to prescribed medication therapy. The following is applicable in order
to enroll patients into an auto-refill program.

(i) Notice of the availability of an auto-refill pro-
gram shall be given to patients, and patients must affirmatively indi-
cate that they wish to enroll in such a program and the pharmacy shall
document such indication.

(ii) Patients shall have the option to withdraw from
such a program at any time.

(iii) Prescription refills for controlled substances
may not be dispensed by an auto-refill program.

(iv) As is required for all prescriptions, a drug regi-
men review shall be completed on all prescriptions filled as a result of
the auto-refill program. Special attention shall be noted for drug reg-
imen review warnings of duplication of therapy and all such conflicts
shall be resolved with the prescribing practitioner prior to refilling the
prescription.

(9) [€8)] Records Relating to Dispensing Errors.

HA) Eor purpeses of this subsection; a dispensing error
is defined as an action committed by a pharmaeist or other pharmaey
personnel that eauses the patient or patient's agent to take possession of
adi ] otion deue and an individual sul I di
for use.]

[(B)] If a dispensing error occurs, the following is ap-
plicable.

(A) [®] Original prescription drug orders:

(i)  [D] shall not be destroyed and must be main-
tained in accordance with subsection (a) of this section; and

(i)  [A@D] shall not be altered. Altering includes
placing a label or any other item over any of the information on the
prescription drug order (e.g., a dispensing tag or label that is affixed
to back of a prescription drug order must not be affixed on top of
another dispensing tag or label in such a manner as to obliterate the
information relating to the error).

(B) [@D)] Prescription drug order records maintained in
a data processing system:

(i) [D] shall not be deleted and must be maintained
in accordance with subsection (a) of this section;

(ii)  [(DH] may be changed only in compliance with
subsection (e)(2)(B) of this section; and
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iii)  [(HB] if the error involved incorrect data entry
into the pharmacy's data processing system, this record must be either
voided or cancelled in the data processing system, so that the incor-
rectly entered prescription drug order may not be dispensed, or the data
processing system must be capable of maintaining an audit trail show-
ing any changes made to the data in the system.

(10)  [9] Accelerated refills. In accordance with
§562.0545 of the Act, a pharmacist may dispense up to a 90-day supply
of a dangerous drug pursuant to a valid prescription that specifies
the dispensing of a lesser amount followed by periodic refills of that
amount if:

(A) thetotal quantity of dosage units dispensed does not
exceed the total quantity of dosage units authorized by the prescriber
on the original prescription, including refills;

(B) the patient consents to the dispensing of up to a
90-day supply and the physician has been notified electronically or by
telephone;

(C) the physician has not specified on the prescription
that dispensing the prescription in an initial amount followed by peri-
odic refills is medically necessary;

(D) the dangerous drug is not a psychotropic drug used
to treat mental or psychiatric conditions; and

(E) the patient is at least 18 years of age.
(c) Patient medication records.
(1) (No change.)

(2) The patient medication record system shall provide
for the immediate retrieval of information for the previous 12 months
that [whieh] is necessary for the dispensing pharmacist to conduct a
prospective drug regimen review at the time a prescription drug order
is presented for dispensing.

(3)-(5) (No change.)
(d) Prescription drug order records maintained in a manual

system.

(1) Original prescriptions shall be maintained in three files

as specified in subsection (b)(6)(D) [(b}5)Y)] of this section.
(2) Refills.

(A) Each time a prescription drug order is refilled, a
record of such refill shall be made:

(i) (No change.)

(i) on another appropriate, uniformly maintained,
readily retrievable record, such as medication records, that [whieh] in-
dicates by patient name the following information:

(1) - (VIl) (No change.)
(B) (No change.)

(3) Authorization of refills. Practitioner authorization for
additional refills of a prescription drug order shall be noted on the orig-
inal prescription, in addition to the documentation of dispensing the
refill as specified in subsection (1) of this section.

H4) Transfer of preseription drug order information- Feor
the purpose of refill or initial dispensing; the transfer of original pre-
seription drug erder information is permissible between pharmaeies;
subjeet to the folowing requirements:}

HA) the transfer of original preseription drug order in-
formation for controlled substances listed in Schedule I, IV, or V is
permissible between pharmacies on a one-time basis;}

[(B) the transfer of original prescription drug order
information for dangerous drugs is permissible between pharmacies
without limitation up to the number of originally authorized refills;}
drug order are maintained for a period of two years from the date of
last refill;]

HE) the pharmaeist or pharmaecist intern transferring the
preseription drug order information shall:}

f)  write the word “void" on the face of the invali-
(i) feee%deﬂthefeverseef%hemvahdatedp%—
seription drug order the following information:}
/() the name, address, and if a controlled sub-
stance, the DEA registration number of the pharmacy to which such
preseription drug order is transferred:}

fHD  the name of the pharmacist or pharmaeist
intern reeeiving the preseription drug order information;]

[(11l)  the name of the pharmacist or pharmacist
9 the date of the transfer;}
[(F) the pharmacist or pharmacist intern receiving the
transferred preseription drug erder information shall:}
i) write the word “transfer” on the face of the trans-
1) feeerdeﬂ%he&aﬂsfefredpfeseﬂpﬂeﬂdmger-
der the following information:}

) eriginal date of issuance and date of dispens-
ing or receipt; if different from date of issuanees}
date of last refill, if applicable;

[(1V) name, address, and if a controlled sub-
faaze ﬁameef%hepha%maelstefpha{m&elstm{em
transferring the prescription drug order information.]

f5) A pharmaeist or pharmaecist intern may not refuse
to transfer original preseription information to another pharmaeist
or pharmaecist intern whe is acting on behalf of a patient and whe is
making a request for this information as speeified in paragraph (4) of
this subsection.]

(4) [€6)] Each time a modification, change, or manipula-
tion is made to a record of dispensing, documentation of such change
shall be recorded on the back of the prescription or on another appro-
priate, uniformly maintained, readily retrievable record, such as med-
ication records. The documentation of any modification, change, or
manipulation to a record of dispensing shall include the identification
of the individual responsible for the alteration.
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(e) Prescription drug order records maintained in a data pro-
cessing system.

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

(A) Compliance with data processing system require-
ments. Ifa Class A [(community}] pharmacy's data processing system
is not in compliance with this subsection, the pharmacy must maintain
a manual recordkeeping system as specified in subsection (d) of this
section.

(B) Original prescriptions.  Original prescriptions
shall be maintained in three files as specified in subsection (b)(6)(D)
[¥5)YPD)] of this section.

(C) Requirements for backup systems.
(i) (No change.)

(i) Data processing systems shall have a workable
(electronic) data retention system that [whieh] can produce an audit
trail of drug usage for the preceding two years as specified in paragraph
(2)(H) of this subsection.

(D) Change or discontinuance of a data processing sys-
tem.

(i) Records of dispensing. A pharmacy that changes
or discontinues use of a data processing system must:

(I) (No change.)

(II) purge the records of dispensing to a printout
that [whieh] contains the same information required on the daily print-
out as specified in paragraph (2)(C) of this subsection. The informa-
tion on this hard copy [hard-eepy]| printout shall be sorted and printed
by prescription number and list each dispensing for this prescription
chronologically.

(ii)  Other records. A pharmacy that changes or dis-
continues use of a data processing system must:

(I) (No change.)

(II) purge the records to a printout that [whieh]
contains all of the information required on the original document.

(iii) (No change.)
(E) (No change.)
(2) Records of dispensing.
(A) (No change.)

(B) Each time a modification, change or manipulation
is made to a record of dispensing, documentation of such change shall
be recorded in the data processing system. The documentation of any
modification, change, or manipulation to a record of dispensing shall
include the identification of the individual responsible for the alter-
ation. Should the data processing system not be able to record a mod-
ification, change, or manipulation to a record of dispensing, the in-
formation should be clearly documented on the hard copy [hardeopy]
prescription.

(C) The data processing system shall have the capacity

to produce a daily hard copy [hard-eopy] printout of all original pre-
scriptions dispensed and refilled. This hard copy [hard-eepy] printout

shall contain the following information:

(i) - (viii) (No change.)

(ix) if not immediately retrievable via computer
[ERT] display, the following shall also be included on the hard copy

[hard-eopy] printout:
() - (V) (No change.)
(x) (No change.)

(D) The daily hard copy [hard-eepy] printout shall be
produced within 72 hours of the date on which the prescription drug

orders were dispensed and shall be maintained in a separate file at the
pharmacy. Records of controlled substances shall be readily retrievable
from records of noncontrolled substances.

(E) Each individual pharmacist who dispenses or refills
aprescription drug order shall verify that the data indicated on the daily
hard copy [hard-eepy] printout is correct, by dating and signing such
document in the same manner as signing a check or legal document
(e.g., J.H. Smith, or John H. Smith) within seven days from the date of
dispensing.

(F) Inlieu of the printout described in subparagraph (C)
of this paragraph, the pharmacy shall maintain a log book in which
each individual pharmacist using the data processing system shall sign
a statement each day, attesting to the fact that the information entered
into the data processing system that day has been reviewed by him or
her and is correct as entered. Such log book shall be maintained at the
pharmacy employing such a system for a period of two years after the
date of dispensing; provided, however, that the data processing sys-
tem can produce the hard copy [hard-eepy] printout on demand by an
authorized agent of the Texas State Board of Pharmacy. If no printer
is available on site, the hard copy [hard-eepy] printout shall be avail-
able within 72 hours with a certification by the individual providing the
printout, that [whieh] states that the printout is true and correct as of the
date of entry and such information has not been altered, amended, or
modified.

(G) (No change.)

(H) The data processing system shall be capable of pro-
ducing a hard copy [hard-eepy] printout of an audit trail for all dispens-
ings (original and refill) of any specified strength and dosage form of a
drug (by either brand or generic name or both) during a specified time
period.

(i) - (i) (No change.)
(I) (No change.)

(J) The data processing system shall provide on-line re-

trieval (via computer [ERT] display or hard copy [hard-eopy] printout)
of the information set out in subparagraph (C) of this paragraph of:

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

(K) In the event that a pharmacy that [whieh] uses a
data processing system experiences system downtime, the following
is applicable:

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

(3) Authorization of refills. Practitioner authorization for
additional refills of a prescription drug order shall be noted as follows:

(A) on the hard copy [hard-eepy] prescription drug or-
der;

(B) on the daily hard copy [hard-copy] printout; or
(C) via the computer [ERT] display.

H4) Transfer of preseription drug order information- Feor
the purpose of refill or initial dispensing, the transfer of original pre-
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iption drug order inf on is issible 1 | fes.
subjeet to the following requirements-]

HA) The transfer of original preseription drug order in-
formation for controlled substances listed in Schedule HI, IV, or V is
permissible between pharmacies on a one-time basis only. However;
pharmaecies electronieally sharing a real-time; on-line database may
transfer up to the maximum refills permitted by law and the preseriber's
autherization}

[(B) The transfer of original prescription drug order
information for dangerous drugs is permissible between pharmacies
without limitation up te the number of originally authorized refills}
pharmaecists and/or pharmacist interns orally by telephone or wia
faesimile or as authorized in paragraph (5) of this subsections A
transfer completed as authorized in paragraph (5) of this subsection
may be initiated by a pharmaey technician or pharmaey technician
trainee acting under the direet supervision of a pharmaeist}

D) Beth the eriginal and the transferred preseription
drug erders are maintained for a period of two years from the date of
last refill.]

HE) The pharmacist or pharmacist intern transferring
the prescription drug order information shall ensure the following oc-
curs:}
system; and}
validated prescription drug order in the data processing systen:]

) the name; address; and if a controlled sub-
stance; the DEA registration number of the pharmaey to which such
preseription is transferred:}

D the name of the pharmaeist or pharmaeist
intern reeetving the preseription drug order information;}

D the name of the pharmacist or pharmaeist

/1Y) the date of the transfer.}

[(F) The pharmacist or pharmacist intern receiving the
transferred preseription drug order information shall ensure the follow-
ing oceurs:}

Hi) the . Lindi the .
was a transfer; and]
scription drug order in the data processing system:]

/(D) original date of issuance and date of dispens-
ing or receipt, if different from date of issuance;]

D eriginal preseription number and the num-
ber of refills authorized on the original prescription drug order:]

D  number of valid refills remaining and the
date of last refill, if applicable;]

) name; address; and if a controlled sub-
smﬂe%,fheBEAfegis&a&eﬂﬂﬂmbereﬂhephafmaeyfmmwhiehsueh

faazes ﬂameef%hepharmaelsterpharmaelstmtem
transferring the preseription drug order information-}

[(G) Prescription drug orders may not be transferred by
non-electronic means during periods of downtime except on consul-
tation with and authorization by a prescribing practitioner; provided
however, during downtime, a hard copy of a prescription drug order
may be made available for informational purposes only, to the patient,
a pharmacist or pharmacist intern, and the prescription may be read to
a pharmacist or pharmacist intern by telephone.]

fH) The original preseription drug order shall be inval-
idated in the data proecessing system for purpeses of filling or refilling;
but shall be maintained in the data proeessing system for refill history
purposes-}

D  If the data processing system does not have the ea-
paeity to store all the information required in subparagraphs (B) and (B
of this paragraph; the pharmaeist is required to record this information
on the eriginal or transferred preseription drug erder}

&5 lihedatapfeeessmgsystemshaﬂhaveameehamsm

{5y Eleectronic transfer of preseription drug erder infor-
mation between pharmaeies: Pharmaeies eleetronically aeeessing
the same preseription drug order records may electronically transfer

HA) The original preseription is voided and the follow-
ing information is documented in the records of the transferring phar-
macy:}

/i) the name; address; and if a controlled substanee;
the DEA registration number of the pharmaey to which such preserip-
tion is transferred:}

i) the name of the pharmaeist or pharmaeist intern
iving the iption drug order inf ion: and]
f6i)  the date of the transferd
{B) Pharmaeies not owned by the same person may
electronically acecess the same preseription drug order records; pro-
vided the owner or chief exeeutive officer of each pharmaey signs an
agreement allowing aceess to such preseription drug order records-}
HE) An electronie transfer between pharmaecies may be
initiated by a pharmaey technician or pharmacy technician trainee aet-
ing under the direet supervision of a pharmaeist}

H6) A pharmaeist or pharmaeist intern may net refuse
to transfer original preseription information to another pharmaeist
or pharmaeist intern whe is acting en behalf of a patient and whe is
making a request for this information as speecified in paragraphs (4)
and (5) of this subsection.]

(f) Limitation to one type of recordkeeping system. When fil-
ing prescription drug order information a pharmacy may use only one
of the two systems described in subsection (d) or (e) of this section.

(g) Transfer of prescription drug order information. For the
purpose of initial or refill dispensing, the transfer of original prescrip-
tion drug order information is permissible between pharmacies, subject
to the following requirements.

(1) The transfer of original prescription drug order infor-
mation for controlled substances listed in Schedule III, IV, or V is per-
missible between pharmacies on a one-time basis only. However, phar-
macies electronically sharing a real-time, on-line database may transfer
up to the maximum refills permitted by law and the prescriber's autho-
rization.
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(2) The transfer of original prescription drug order infor-
mation for dangerous drugs is permissible between pharmacies without

(B) the receiving pharmacist repeats the verbal infor-
mation from the transferring pharmacist and the transferring pharma-

limitation up to the number of originally authorized refills.

(3) The transfer is communicated directly between phar-
macists orally by telephone or via facsimile or as authorized in para-

cist verbally confirms that the repeated information is correct.

(8) Pharmacies using a data processing system shall com-
ply with the following:

graph (8)(E) of this subsection. A transfer completed as authorized
in paragraph (8)(E) of this subsection may be initiated by a pharmacy
technician or pharmacy technician trainee acting under the direct su-
pervision of a pharmacist.

(4) Both the original and the transferred prescription drug

(A) Prescription drug orders may not be transferred by
non-electronic means during periods of downtime except on consul-
tation with and authorization by a prescribing practitioner; provided
however, during downtime, a hard copy of a prescription drug order
may be made available for informational purposes only, to the patient,

orders are maintained for a period of two years from the date of last

a pharmacist, and the prescription may be read to a pharmacist by tele-

refill.

(5) The pharmacist transferring the prescription drug order
information shall ensure the following occurs:

(A) write the word "void" on the face of the invalidated
prescription or the prescription is voided in the data processing system;
and

(B) the following information is recorded on the reverse
of the invalidated prescription drug order or stored with the invalidated
prescription drug order in the data processing system:

(i) the name, address, and if a controlled substance,
the DEA registration number of the pharmacy to which such prescrip-
tion is transferred;

(ii) the name of the pharmacist receiving the pre-
scription drug order information;

(iii) the name of the pharmacist transferring the pre-
scription drug order information; and

(iv) _the date of the transfer.

(6) The pharmacist receiving the transferred prescription
drug order information shall ensure the following occurs:

(A) write the word "transfer" on the face of the prescrip-
tion or the prescription record indicates the prescription was a transfer;
and

(B) the following information if recorded on the pre-
scription drug order or is stored with the prescription drug order in the
data processing system:

(i) original date of issuance and date of dispensing
or receipt, if different from date of issuance;

(ii) _original prescription number and the number of

phone.

(B) The original prescription drug order shall be inval-
idated in the data processing system for purposes of filling or refilling,
but shall be maintained in the data processing system for refill history
purposes.

(C) Ifthe data processing system does not have the ca-
pacity to store all the information required in paragraphs (5) and (6) of
this subsection, the pharmacist is required to record this information on
the original or transferred prescription drug order.

(D) The data processing system shall have a mechanism
to prohibit the transfer or refilling of controlled substance prescription
drug orders that have been previously transferred.

(E) Pharmacies electronically accessing the same pre-
scription drug order records may electronically transfer prescription
information if the following requirements are met.

(i) The original prescription is voided and the phar-
macies' data processing systems shall store all the information required
in paragraphs (5) and (6) of this subsection.

(ii) Pharmacies not owned by the same person may
electronically access the same prescription drug order records, pro-
vided the owner, chief executive officer, or designee of each pharmacy
signs an agreement allowing access to such prescription drug order
records.

(iii) _ An electronic transfer between pharmacies may
be initiated by a pharmacy technician or pharmacy technician trainee
acting under the direct supervision of a pharmacist.

(9) A pharmacist may not refuse to transfer original pre-
scription information to another pharmacist who is acting on behalf of
a patient and who is making a request for this information as specified
in this subsection.

refills authorized on the original prescription drug order;

(iii) number of valid refills remaining and the date
of last refill, if applicable;

(iv) name, address, and if a controlled substance, the
DEA registration number of the pharmacy from which such prescrip-
tion drug order information is transferred; and

(v) name of the pharmacist transferring the prescrip-
tion drug order information.

(7) Both the pharmacist transferring the prescription and
the pharmacist receiving the prescription must engage in confirmation
of the prescription information by such means as:

(A) the transferring pharmacist faxes the hard copy pre-
scription to the receiving pharmacist; or

(h)  [€g)] Distribution of controlled substances to another reg-
istrant. A pharmacy may distribute controlled substances to a practi-
tioner, another pharmacy, or other registrant, without being registered
to distribute, under the following conditions.

(1) The registrant to whom the controlled substance is to
be distributed is registered under the Controlled Substances Act to dis-
pense that controlled substance.

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

(3) If the distribution is for a Schedule III, IV, or V con-
trolled substance, a record shall be maintained that [whieh] indicates:

(A) the actual date of distribution;
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(B) the name, strength, and quantity of controlled sub-
stances distributed;

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

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

(4) If the distribution is for a Schedule II controlled sub-
stance, the following is applicable.

(A) The pharmacy, practitioner, or other registrant who
is receiving the controlled substances shall issue Copy 1 and Copy 2 of

a DEA order form (DEA 222) [(BEA 2226)] to the distributing phar-
macy.

(B) The distributing pharmacy shall:

(i) complete the area on the DEA order form (DEA
222) [(BEA 2226)] titled "To Be Filled in by Supplier";

(i) maintain Copy 1 of the DEA order form (DEA
222) [(BEA 222€)] at the pharmacy for two years; and

(iii)  forward Copy 2 of the DEA order form (DEA
222) [(BEA 2226)] to the Divisional Office of the Drug Enforcement
Administration.

(i) [@)] Other records. Other records to be maintained by a
pharmacy:

(1) a permanent log of the initials or identification codes
that [whieh] will identify each pharmacist, pharmacy technician, and
pharmacy technician trainee by name performing data entry of pre-
scription information (the initials or identification code shall be unique
to ensure that each individual can be identified, i.e., identical initials or
identification codes shall not be used);

(2) Copy 3 of DEA order form (DEA 222) that [(DEA
2226y whieh] has been properly dated, initialed, and filed, and all

copies of each unaccepted or defective order form and any attached
statements or other documents and/or for each order filled using the
DEA Controlled Substance Ordering System (CSOS) the original
signed order and all linked records for that order;

(3) ahard copy of the power of attorney to sign DEA 222
[BEA 2226)] order forms (if applicable);

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

(5) suppliers' credit memos for controlled substances and
dangerous drugs;

(6) a hard copy of inventories required by §291.17 of this
title (relating to Inventory Requirements);

(7) hard copy [hard-eopy] reports of surrender or destruc-
tion of controlled substances and/or dangerous drugs to an appropriate

state or federal agency;

(8) ahard copy of the Schedule V nonprescription register
book;

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

(10) a hard copy of any notification required by the Texas
Pharmacy Act or the sections in this chapter, including, but not limited
to, the following:

(A) reports of theft or significant loss of controlled sub-
stances to DEA, Department of Public Safety, and the board;

(B) notifications of a change in pharmacist-in-charge of
a pharmacy; and

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

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

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

(A) Prior to the initiation of central recordkeeping, the
pharmacy submits written notification by registered or certified mail
to the divisional director of the Drug Enforcement Administration as
required by Title 21, Code of Federal Regulations, §1304.04(a), and
submits a copy of this written notification to the Texas State Board of
Pharmacy. Unless the registrant is informed by the divisional direc-
tor of the Drug Enforcement Administration that permission to keep
central records is denied, the pharmacy may maintain central records
commencing 14 days after receipt of notification by the divisional di-
rector.

(B) The pharmacy maintains a copy of the notification
required in subparagraph (A) of this paragraph.

(C) The records to be maintained at the central record
location shall not include executed DEA order forms, prescription drug
orders, or controlled substance inventories, that [whieh] shall be main-
tained at the pharmacy.

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

(3) Access to records. If the records are kept on microfilm,
computer media, or in any form requiring special equipment to render
the records easily readable, the pharmacy shall provide access to such
equipment with the records.

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

(k)  [6)] Ownership of pharmacy records. For the purposes of
these sections, a pharmacy licensed under the Act is the only entity that
[whieh] may legally own and maintain prescription drug records.

() Documentation of consultation. When a pharmacist con-
sults a prescriber as described in this section, the pharmacist shall doc-
ument on the hard copy or in the pharmacy's data processing system
associated with the prescription such occurrences and shall include the
following information:

(1) date the prescriber was consulted,

(2) name of the person communicating the prescriber's in-
structions;

(3) any applicable information pertaining to the consulta-
tion; and

(4) initials or identification code of the pharmacist per-
forming the consultation clearly recorded for the purpose of identifying
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the pharmacist who performed the consultation if on the information
is recorded on the hard copy prescription.

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

Filed with the Office of the Secretary of State on February 25,

2013.

TRD-201300858

Gay Dodson, R.Ph.

Executive Director/Secretary

Texas State Board of Pharmacy

Earliest possible date of adoption: April 7, 2013
For further information, please call: (512) 305-8028

¢ ¢ ¢

CHAPTER 297. PHARMACY TECHNICI
AND PHARMACY TECHNICIAN T EES
22 TAC §297.8

The Texas State Board of Pharatacy proposes amendments to
§297.8 concerning Coniirding Education Requirements. The
amendments, if adoptéd, require the law portion of the contin-
uing educatiopnréquirements for pharmacy technicians to relate

are required to comply with this section.

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) 305-8008 Comments
must be received by 5:00 p.m., April 30, 20437

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

The statutes affected by these amendments: Texas Pharmacy
Act, Chapters 551 - 566 and 568 - 569, Texas Occupatiefis Code.

(a) (No change.)
(b) Pharmacy Technject

For renewals received after January 1, 2015, one [One]
¢cified in paragraph (2) of this subsection [subsection (a) of this

hou;

seection] shall be related to Texas pharmacy laws or rules [pharmaey
law).

(4) - (5) (No change.)

(6) Pharmacy technicians who are~certified by the Phar-
macy Technician Certification Board maintain this certification
shall be considered as having m e continuing education require-
ments of this section and not be subject to audit by the board
provided one hour ofetntinuing education is related to Texas phar-

This cy hereby certifies that the proposal has been reviewed
byTegal counsel and found to be within the agency's legal author-
ity to adopt.

Filed with the Office of the Secretary of State
2013.

TRD-201300859
Gay Dodson, R.Ph.
Executive Director/S

ebruary 25,

urther information, please call: (512) 305-8028
¢ ¢ ¢

PART 21. TEXAS STATE BO
EXAMINERS OF PSYCH

CHAPTER 463.
EXAMINATIO
22 TAC

taining an application for licensure fr e Board and remove
the dated reference to a non-existent fee for obtaining an ap-
plication packet from the Board by mail. The fee referenced
in paragraph (1) was-found in §473.5 but has been deleted.
The proposed ndment also clarifies the point from which the
90-day period begins to run during which an application file re-
mains-active. Lastly, the proposed amendment will clarify para-
graphs (3) and (4), so that they accurately reflect the application
review process.

Darrel D. Spinks, Executive Director, has determined that for the
first five-year period the proposed amendment will be in effect
there will be no fiscal implications for state or local government
as a result of enforcing or administering the amendment.

is no anticipated economic cost to p
comply with the rule as propos

ns who are required to

Comments on the propesed amendment may be submitted to
Brenda Skiff, Tex tate Board of Examiners of Psychologists,
333 Guada , Suite 2-450, Austin, Texas 78701, (512) 305-
7700 mail brenda@tsbep.state.tx.us within 30 days of publi-
cation of this proposal in the Texas Register.
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TITLE 22 EXAMINING BOARDS

PART 15 TEXAS STATE BOARD OF PHARMACY
CHAPTER 291 PHARMACIES

SUBCHAPTER B COMMUNITY PHARMACY (CLASS A)

§291.34 Records

XXX
(b) Prescriptions.
XXX
(8) A} Refills.
XXX

(F) Auto-Refill Programs. A pharmacy may use a program that automatically refills
prescriptions that have existing refills available in order to improve patient compliance
with and adherence to prescribed medication therapy. The following is applicable in
order to enroll patients into an auto-refill program.

(i) Notice of the availability of an auto-refill program shall be given to the patient or
patient’s agent, and the patient or patient’s agent must affirmatively indicate that
they wish to enroll in such a program and the pharmacy shall document such
indication.

(ii) The patient or patient’s agent shall have the option to withdraw from such a
program at any time.

(iii) Prescription refills for controlled substances may not be dispensed by an
auto-refill program.

(iv) As is required for all prescriptions, a drug regimen review shall be completed
on all prescriptions filled as a result of the auto-refill program. Special attention
shall be noted for drug regimen review warnings of duplication of therapy and all
such conflicts shall be resolved with the prescribing practitioner prior to refilling
the prescription.

January 16, 2013 1












NATIONAL ASSOCIATION OF
NACDS CHAIN DRUG STORES
April 26,2013

Allison Benz, R.Ph., M.S.

Director of Professional Services
Texas State Board of Pharmacy
333 Guadalupe Street, Suite 3-600
Austin, Texas 78701

Re: Proposed Rules Changes under 22 TAC §291.34
Dear Ms. Benz:

On behalf of the approximately 2,798 chain pharmacies operating in the state of
Texas, the National Association of Chain Drug Stores (“NACDS”) thanks the Texas
State Board of Pharmacy (“TSBP”) for the opportunity to submit comments on
proposed rules under 22 TAC §291.34 pertaining to community pharmacy records.
While we are generally supportive of the proposed rule changes, there are two
issues under the rules that we ask TSBP to further address:

Auto-Refill Programs

Under 22 TAC §291.34 (a)(8)(F), TSBP has proposed new language outlining the
parameters for auto-refill programs implemented and employed by community
pharmacies, including limitations on which medications can be dispensed in this
manner. TSBP has proposed to establish that no controlled substance prescription
be dispensed by an auto-refill program. Chain pharmacy strongly supports
appropriate monitoring and dispensing of controlled substances, especially given
the ongoing problems with prescription drug abuse in our country. However, we are
concerned that while well-intended, the proposed prohibition against dispensing
any controlled substance prescription by an auto-refill program would not be
warranted in all instances. For example, there are certain controlled substance
prescriptions commonly taken as maintenance medications by epileptics and
individuals with neuropathic pain that have a relatively low potential for abuse. In
these cases, it would not be inappropriate to dispense these prescriptions through
an auto-refill program. For this reason, we ask the Board to consider revising 22
TAC §291.34 (a)(8)(F) to allow pharmacists to exercise professional judgment with
respect to whether a certain controlled substance prescription would be
appropriately dispensed by an auto-refill program.

(8) [£A)] Refills.

(F) Auto-Refill Programs. A pharmacy may use a program that

automatically refills prescriptions that have existing refills available in
order to improve patient compliance with and adherence to
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prescribed medication therapy. The following is applicable in order to
enroll patients into an auto-refill program.

(iii) Prescription refills for controlled substances may net be
dispensed by an auto-refill program if a pharmacist
determines in his or her professional judgment, dispensing
a controlled substance prescription by an auto-refill
program would be appropriate in that circumstance.

Prescription Transfers

Under 22 TAC §291.34 (g), TSBP has proposed to renumber and revise
requirements for prescription transfers. Notably, the proposed rule would omit
provisions in current rules that now allow pharmacy interns to participate in
prescription transfers. As an alternative, we ask TSBP to instead consider the
approach taken by numerous other states, allowing interns under the supervision of
a pharmacist to participate in the prescription transfer process. To accomplish this,
we suggest the following changes to 22 TAC §291.34 (g):

(g) Transfer of prescription drug order information. For the purpose of initial
or refill dispensing, the transfer of original prescription drug order
information is permissible between pharmacies, subject to the following
requirements.

(3) The transfer is communicated direetlybetween pharmaecists

orally by telephone or via facsimile or as authorized in paragraph
(8)(E) of this subsection by one pharmacist to another pharmacist

or a pharmacist intern, or by a pharmacist intern under the
supervision of a pharmacist to another pharmacist. A transfer
completed as authorized in paragraph (8)(E) of this subsection may
be initiated by a pharmacy technician or pharmacy technician trainee
acting under the direct supervision of a pharmacist.

(5) The pharmacist or pharmacist intern transferring the
prescription drug order information shall ensure the following occurs:

(B) the following information is recorded on the reverse of the
invalidated prescription drug order or stored with the

invalidated prescription drug order in the data processing
system:

(ii) the name of the pharmacist or pharmacist intern receiving
the prescription drug order information;

(iii) the name of the pharmacist or pharmacist intern
transferring the prescription drug order information; and ...
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NACDS appreciates TSBP considering our input on this rulemaking. Please do not
hesitate to contact me with any questions or for further assistance. I can be reached
at: 817-442-1155 or mstaples@nacds.org.

Sincerely,

thmaa 5/219[(_5

Mary Staples
Regional Director, State Government Affairs


mailto:mstaples@nacds.org

[OINT COMMITTEE ON INTERNSHIP PROGRAMS

May 6, 2013

Allison Benz, RPh, MS

Texas State Board of Pharmacy
William P. Hobby Building

333 Guadalupe Street, Suite 3-600
Austin, TX 78701-3942

RE: Comments to Proposed Amendments to Rule 291.34 — Transfer by Interns
Dear Ms. Benz,

On behalf of the Joint Committee on Internship Programs, which represents the experiential programs
from the 7 Texas schools/colleges of pharmacy, we would appreciate the opportunity to comment on
the proposed amendment to rule 291.34 which would no longer allow interns to transfer prescriptions.

As part of the professional curriculum, great emphasis is placed on patient safety, and students are
trained on these processes in a simulated environment prior to experiential learning in practice sites.
Although simulation exercises are valuable learning tools for students, practical experience in actual
pharmacy practice settings is the optimal way to prepare the interns to practice pharmacy prior to
licensure.

JCIP understands that patient safety is of paramount concern, and we understand that errors can occur
if transfers are not done properly. Rather than preventing interns from gaining experience in handling
transfers, we would propose that procedures be developed that would provide adequate oversight for
interns handling the transfer of prescriptions. Specifically, we would like to propose that interns be
allowed to give transfers or receive transfers as long as a pharmacist preceptor is included in the
process. Ultimately, the pharmacist is responsible for the transfer, but allowing an intern to be included
in the process will allow him or her to gain valuable knowledge and experience in order to practice
safely and responsibly as a pharmacist in the future.

Thank you for your consideration of our request. Please do not hesitate to contact us with any questions
or concerns.

Respectfully,
Joint Committee on Internship Programs

Texas A&M Health Science Center Irma Rangel College of Pharmacy
Anna H. Brozick, Pharm.D., M.M., Director of Introductory Pharmacy Practice Experiences
David Matthews, PharmD, Director of Advanced Pharmacy Practice Experiences
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Texas Southern University College of Pharmacy and Health Sciences
Flora G. Estes, Pharm.D., Assistant Dean, Practice Programs

Texas Tech University Health Sciences Center School of Pharmacy
Craig Cox, PharmD, BCPS, Vice-Chair of Experiential Programs

The University of Texas at Austin College of Pharmacy
Jennifer L. Ridings-Myhra, BS, Assistant Dean for Experiential & Professional Affairs
Mclntyre, William J., Pharm.D., Associate Dean for Clinical Programs

University of Houston College of Pharmacy
Nancy Ordonez, PharmD, BCPS, Assistant Dean for Experiential Programs
Paige Pitman, PharmD, MBA, Director, Institutional Based Advanced Pharmacy Practice Experiences

University of the Incarnate Word Feik School of Pharmacy
Jeffrey Copeland, BS, ThM, PharmD, Assistant Dean, Experiential Programs
Nicole Farrell, Pharm. D., Introductory Pharmacy Practice Experiences Coordinator

University of North Texas Health Science Center College of Pharmacy
Lisa Killam-Worrall, PharmD, BCPS, Associate Professor, Director of Experiential Education


http://www.utexas.edu/pharmacy/divisions/practice/faculty/mcintyre.html
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