Published to promote voluntary compliance of pharmacy and drug law.

The passage of HB279 brought many positive changes to
the practice of pharmacy in Montana:

4 Electronictransmission of prescriptionsdirectly frompre-
scriber to pharmacy is now possible (8.40.416).

4 Inan emergency, a pharmacy may transfer up to a seven-
day supply of a non-controlled substance to a second phar-
macy for dispensing without voiding the original pre-
scription.

¢ Pharmacies accessing a common electronic database are
no longer required to transfer prescriptions between them-
selves for dispensing purposes pursuant to changes in
8.40.408A. Note that phar macies sharing a common elec-
tronic database must have the ability to allow their pa-
tients to “ opt out” of sharing their prescription informa-
tion with other pharmacies. It is of interest that Califor-
nia, one of the earliest states to require an “ opt out” is
now in the process of requiring a more stringent “ opt in,”
inwhich a patient must request that prescription information
be shared among other pharmacies accessing the database.

These and other rule changes can be found at:
www.discoveringmontana.com/dli/bsd/license/bsd_boards/.

New law bookswill be sent to all Montana pharmacies|ater
this spring. Pharmacists wishing to have a personal copy can
download them from the above Web site or contact the Board

office at 406/841-2356.

8.40.416 Transmission of Prescriptions by

Electronic Means

(4) Prescriptions may be transmitted electronically directly
from an authorized prescriber or his’her authorized agent
to the pharmacy of the patient’s choice without interven-
tion by athird party, providing the following requirements
are met:

(a) Both prescriber and pharmacist must have a secure (en-
crypted or encoded) system for electronic transmission
from computer to computer;

(b) Thereceiving electronic device shall belocated within
the pharmacy department to ensure security and confi
dentiality;

(c) An electronically transmitted prescription shall con
tain all information required by state and federal law,

including the date and time of transmission, the
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prescriber’s telephone number for verbal confirmation
and the name of the prescriber’s agent transmitting the
order, if other than the prescriber.

(d) The prescriber’s electronic signature or other secure
(encrypted or encoded) method of validation shall be
provided with the electronically transmitted order.
Faxed prescription orders shall contain the identifying
number of the sending fax machine.

(e) A printed, non-fading copy of an electronically tran
scribed prescription will be maintained in the pharmacy
for a period of two years.

(f) The prescription shall be marked “electronically trans
mitted prescription.”

(g) The electronic transmission shall maintain patient con
fidentiality.

(h) An €electronically transmitted prescription shall be
transmitted only to the pharmacy of the patient’s choice.

(i) Thepharmacist isresponsiblefor assuring the validity
of the electronically transmitted prescription.

(5) Two or more pharmacies sharing common electronic files
to maintain dispensing information are not required to trans-
fer prescription information between these pharmacies,
providing al common electronic files maintain complete
and accurate records of each prescription and refill dis-
pensed, and the total number of refills authorized is not
exceeded.

(& Any pharmacy sharing a common electronic file for
prescription records post thefollowing noticein readily
reedable form in a congpicuous place within the pharmecy:

This pharmacy maintains its prescription information in
a secure electronic file that is shared by the following
pharmacies. (list names of pharmacies which share the
prescription information). If refills are authorized, your
prescriptions may be refilled at any of the above loca-
tions. If you do not want your prescriptions to be main-
tainedin thisway, please notify the pharmacist at thetime
of filling.

(b) Pharmacies sharing common electronic files will have
policies and procedures in place for handling these
exceptions.
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8.40.408A Transfer of Prescriptions

(1) unchanged

(2) unchanged

(3) Pharmacies accessing a common electronic file or data-
base used to maintain required dispensing information are
not required to transfer prescription drug orders or infor-
mation for dispensing purposes between or among phar-
macies participating in the common prescription file pro-
vided, however, that any such common file shall contain
complete records of each prescription drug order and refill
dispensed and further, that a hard copy record of each pre-
scription drug order transferred or accessed for purposes
of refilling shall be generated and maintained at the phar-
macy refilling the prescription drug order or to which the
prescription drug order is transferred.

(&) Any pharmacy which establishes an electronic file for
prescription records, which is shared with or accessible
to other pharmacies, shall post in a place conspicuous
to and readily readable by prescription drug consumers
anotice in substantialy the following form:

Noticeto Consumers

This pharmacy maintains its prescription information
in an electronic filewhich is shared by or accessibleto the
following pharmacies: (list names of pharmacies which
share the prescription information). By offering this ser-
vice, your prescriptions may also be refilled at the above
locations. If for any reason you do not want your prescrip-
tionsto be maintained thisway, please notify the pharma-
cist-in-charge.

(b) Whenever a consumer objects to prescription records be-
ing made accessible to other pharmacies through the use
of electronic prescription files, it is the duty of the phar-
macy to assure that the consumer’s records are not shared
with or made accessible to another pharmacy except as
providedin (1), (2), and (4) of thisrule. The pharmacist to
whom the consumer communicated the objection shall ask
the consumer to sign aform, which reads substantialy as
follows: “I hereby notify (name of pharmacy) that my pre-
scription drug records may not be made accessible to other
pharmacies through a common or shared electronic file.”
The pharmacist shall date and co-sign the form and shall
deliver a copy to the patient. The original shall be main-
tained by the pharmacy for three years from the date of the
last filling or refilling of any prescription in the name of
the consumer.

(4) In an emergency, a pharmacy may transfer origina pre-
scription drug order information for a non-controlled sub-
stance to a second pharmacy for the purpose of dispensing
up to seven days supply without voiding the original pre-
scription drug order.

(3) and (4) remain the same but is renumbered (5) and (6).

Collaborative practice was a prominent feature of HB279
and is now allowed in roughly 36 states. Its availability will
enable Montana pharmacists and prescribers to provide better
and more coordinated care for their patients. Note that the re-

quirements of item (1) will be satisfied in institutions having a

pharmacy and therapeutics committee when the patient signs

treatment consent forms upon admission.

New Rule I Collaborative Practice
Agreement Requirements
(2) Priortoinitially engaging in collaborative practice, aphar-
macist must provide the Board with an executed written
and electronic copy of the collaborative practice agreement.
(2) The collaborative practice agreement must include:
(@) the identification and signature of individual
practitioner(s) or afacility’s chief of staff or their des-
ignee authorized to prescribe drugs and responsible for
the delegation of drug therapy management;
(b) the identification and signature of individual
pharmacist(s) authorized to dispense drugs and engage
in drug therapy management;
(c) the types of drug therapy management decisions that
the pharmacist is allowed to make which may include;
(i) aspecific description of the types of diseases and
drugs involved, and the type of drug therapy man-
agement allowed in each case, and

(i) a specific description of the procedures and meth-
ods, decision criteria, and plan the pharmacist isto
follow.

(d) adetailed description of the procedures and patient
activities the pharmacist is to follow in the course of
the protocol, including the method for documenting
decisions made and a plan or mechanism for commu
nication, feedback, and reporting to the practitioner
concerning specific decisions made. Documentation
shall be recorded within 24 hours following each in
tervention and may be recorded on the patient medica
tion record, patient medical chart, or a separate log
book. Documentation of drug therapy management
must be kept as part of the patient’s permanent record
and shall be considered confidential information;

(e) amethod by which adverse events shall be reported to

the practitioner;

(f) a method for the practitioner to monitor clinical out-
comes and intercede when necessary;

(g) aprovision that allowsthe practitioner to override pro-
tocol agreements when necessary;

(h) aprovision that allows either party to cancel the agree-
ment by written notification;

(i) the effective date of the protocol. The duration of each
protocol shall not exceed one year;

(j) the annual date by which review, renewal, and revision,
if necessary, will be accomplished;

(k) the addresses where records of collaborative practice
are maintained; and

(1) the process for obtaining the patient’s written consent
to the collaborative practice agreement.

(3) Patient records shall be maintained by the pharmacist for a
minimum of seven years and may be maintained in an au-
tomated system pursuant to ARM 8.40.503(3).

HB279 Allowed for Registration of

Pharmacy Technicians

Technicians presently working within the state must now
be registered in order to continue to practice, or they will risk
acitation. Instructions and forms can be found on the Board's

Web site.

Continued on page 5



Continued from page 4

* |n addition, technician duties were added and clarified.
Technicians may briefly act as agents in charge of the phar-
macy in the temporary absence of a pharmacist, but no judg-
mental tasks are allowed.

* A store-specific variance in pharmacist/technician ratio
may now be obtained with Board approval, but only if the
increased ratio allows new clinical duties to be performed by
the pharmacist.

8.40.1304 Tasks and Functions of

Pharmacy Technician — New Additions

¢ answer the telephone, properly identify themselves as a
technician, accept verbal ordersfor refill prescriptionsfrom
medical practitioners or their designated agents and issue
refill requests to the prescriber;

¢ apharmacy technician may act as agent in charge of the
pharmacy to assure itsintegrity when aregistered pharma-
cistis not physically present, but may not perform any du-
ties, which require the exercise of the pharmacist’s inde-
pendent professional judgment. The technician may not
be left in charge for more than 30 minutes.

8.40.1308 Ratio of Pharmacy Technicians to

Supervising Pharmacists
(4) All registered pharmacists in good standing in the state of

Montanamay supervise morethan oneregistered pharmacy

technician provided, in their professional judgment:

(a) arequest for a ratio other than those previously de-
fined must first be approved by the Board,;

(b) the policy and procedures of the certified pharmacy
must allow for safe and accurate filling and labeling of
prescriptions;

(c) the policy and procedures shall be reviewed annually.
All affected supervising pharmacists and pharmacy tech-
nicians must be familiar with the contents and any
changes made must be reported to the Board,;

(d) acopy of the policy and procedures must be available
for inspection by the Board compliance officer.

Pharmacists may now administer vaccines to persons 18
years of age or older, pursuant to an established protocol.

New Rule Ill Administration of Vaccines by

Pharmacists

(1) A pharmacist may administer vaccinesto persons 18 years
of age or older provided that:

(a) the pharmacist has successfully completed an accred-
ited course of training provided by the Centers for Dis-
ease (CDC) Control, the American Council on
Pharmaceutica Education, or other authority approved by
the Board,

(b) the pharmacist holds a current basic cardiopulmonary
resuscitation certification issued by the American Heart
Association, the American Red Cross or other recog-
nized provider;

(c) the vaccines are administered in accordance with an es-
tablished protocol that includes emergency measures; and

(d) the pharmacist has a current copy of the Centers for
Disease Control reference * Epidemiology and Preven-
tion of Vaccine-Preventable Diseases.

(2) The pharmacist must give the appropriate vaccine infor-
mation statement to the patient or the patient’slegal repre-
sentative with each dose of vaccine covered by these forms
and counsel the patient accordingly.

(3) The pharmacist must maintain written policies and proce-
dures for disposal of used or contaminated supplies.

(4) The pharmacist must report any adverse events to the pri-
mary care provider identified by the patient and to the Cen-
ters for Disease Control.

(5) A pharmacist administering any vaccine shall maintain the
following information in the patient’s medical records for
aperiod of at least three years:

(a) the name, address, allergies, and date of birth of the
patient;

(b) the date of administration;

(c) the name, manufacturer, dose, lot number, and expira-
tion date of the vaccine;

(d) the vaccine information statement provided;

(e) the site and route of administration;

(f) the name and address of the patient’s primary health
care provider;

(g) the date on which the vaccination information was re-
ported to the patient’s primary health care provider
under the provisions of the national vaccine injury
compensation program;

(h) the name of the administering pharmacist; and

(i) any adverse events encountered.

(6) The authority of a pharmacist to administer immunizations
may not be delegated.

(7) The pharmacist must provide a certified true copy of the
certificate to the Board for endorsement on their pharma-
cist license.

Public Hearings

The Board will hold public hearings on mandatory phar-
macist meal/rest break regulations (below) this spring, aswell
as the acceptance of continuing medical education for con-
tinuing education credit. New institutional regulationsare near-
ing hearing stage as well, and will be on the Board Web site
shortly. Your comments are encouraged.

Pharmacist Meal/Rest Breaks

(Proposed Rule)

In any pharmacy staffed by a single pharmacist, the phar-
macist shall take ameal/rest break for aperiod of up to 30
minutes per shift without closing the pharmacy and remov-
ing support personnel, provided the pharmacist reasonably
believesthat the security of prescriptiondrugswill be main-
tained in the pharmacist’s absence.

2. Thetime of closure and re-opening will be conspicuously
posted in clear view of patients approaching the prescrip-
tion area and will be consistently scheduled.

3. Inthe pharmacist’s absence a sign indicating that no phar-
macist is on duty will be conspicuously displayed in clear
view of patients approaching the prescription area.

4. Thepharmacist will remain onthe premisesif the prescrip-
tion arealisto remain open, and be available for emergencies.

5. When authorized by the pharmacist, only registered tech-
nicians directly involved in the process of filling prescrip-
tions may remain in the prescription department to perform
non-discretionary duties as delineated by the pharmacist.

Continued on page 6
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6. Upon returning, the pharmacist will review any work per-
formed in the pharmacist’s absence.

7. In the pharmacist’s absence there shall be no dispensing
of new prescriptions that the pharmacist has checked and
that are waiting to be picked up, nor shall counseling be
provided.

8. At the discretion of the pharmacist, previously checked
medication refills may be handed to patientsor their agents
by registered technicians in the pharmacist’s absence, and
the technicians must offer the patient counseling by the
pharmacist. If the patient desires counseling, the patient
may wait for the pharmacist to return or may leave atele-
phone number for the pharmacist to call upon returning.

9. Telephoned new prescriptionswill not be accepted by sup-
port personnel in the pharmacist’s absence.

10. New hard copy prescriptions may be accepted and pro-
cessed by registered technicians in the pharmacist’s ab-
sence. These prescriptions may not be dispensed until the
pharmacist has performed drug utilization review and com-
pleted the final check.

11. If two or more pharmacists are on duty the pharmacists
will stagger their breaks so that the prescription depart-
ment is not left without a pharmacist on duty.

12. The pharmacist-in-charge shall develop written policies
and procedures for operation of the prescription depart-
ment in the temporary absence of the pharmacist.

Responsibilities of a Pharmacist-in-Charge.
You havejust been asked to sign on as pharmacist-in-charge
of the pharmacy where you work. Congratulations! You will
have the undying gratitude of your employer and the possibil-
ity of a small raise, with no real additional responsibilities.
How hard can it be, right? If you answered in the affirmative,
begrateful thisisnot the Gong Show! Aspharmacist-in-charge,
you are legally responsible for the operation of the pharmacy
and must make certain that pharmacy activities are conducted
in accordance with the law. You will be held accountable if
the controlled substance count is off, if your technician over-
steps his’her authority or if prescriptions areillegally filled or
refilled within your pharmacy. Being pharmacist-in-charge
demands more of you than merely a signature on a piece of

paper. It isan important position. Make certain that you under-
stand the breadth of your responsihilities before you accept it.

Counseling Aeas

Areyou in compliance? July 1, 2003, will mark an impor-
tant step forward in pharmacy practice in Montana. A private
counsgling areawill berequired in all pharmacies. The counsel-
ing area does not have to be a separate room, but it must
offer visual and auditory privacy. Whether it istwo or three
soundproof wallsor simply afew sheets of plywood, it will
not be possible to obtain a new pharmacy license, or re-
new one, without it.

Most pharmacists take their counseling responsibilities se-
riously. They talk with their patients about what medications
are used for, how to take them, precautions, adverse reactions,
and storage considerations. Even though we have given pa-
tients a chance to ask questions, they may not feel free to ask
them if the next patient is standing nearby. Unanswered ques-
tions can lead to incorrect use or noncompliance.

Many Montana phar macies, even some that have been
recently remodeled, have woefully inadequate counseling
areas. The patients trusting their prescriptions to these
pharmaciesaretheultimatelosers. The Board encourages
you toremedy theseinadequatesituationsnow, rather than
waiting until the last minute. Your patients should expect
private, effective counseling. Beginning July 1, 2003, the
Board will expect that as well.

Next Board Meeting

The MontanaBoard of Pharmacy will hold its next meet-
ing May 1-2 in Great Falls in conjunction with the Mon-
tana Pharmacists Association convention May 3-5, 2002,
at the Best Western Heritage Inn. You are invited to join us.
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