


SB 138
SPONSOR STATEMENT

"AnActannulling aregulation relating to use o fcollaborativepractice authorityby a
pharmacistunder writtenprotocols approved bypersons licensed toprescribe drugs;
prohibiting the Boardo fPharmacyfrom adopting a similarrcgidadon in the future; and
providing for an effective date. "

The Federal Food anJ Drug Administration has die obligation and audiority to research prescriptive
medicines. As a result, officials require die use of potentially dangerous drugs to be prescribed and
supervised by a qualified medical professional. Over approximately the past decade, some medical
professionals who are not licensed medical doctors have been empowered to write prcscripdons for
some classes of prcscripdon drugs.

Across the country, states have allowed in statute for collaboradvc agreements that permit medical
professionals, to whom we have given "prescripdve audiority", the freedom to have formal
agreements widi pharmacists who may then prescribe some classes of medicines under the specific
authority and supervision of the authorized medical professional. These agreements have facilitated
die delivery of medicines to Alaskan citizens, particularly in rural Alaska.

Last year die Alaska Pharmacy Board issued new regulations that allow for "collaborative
agreements"” that allow virtually no relationship between a specific doctor and a specific patient.
Governor Knowles signed these regulations over the strong objection of die State Medical Board
and die Alaska State Medical Association. Currently, some doctors are entering in "collaborative
agreements" wherein the pharmacist issues potentially dangerous drugs to patients and customers
diat have no connection to that doctor or necessarily any doctor. The only relationship is diat
die pharmacist faxes or emails, every three months, a list of the customers who receive the drugs.
This destroys the value of the F.D .A.’s work in classifying some drugs as dangerous enough
to require a specific doctor’s prescription. Because of the potentially unsafe dispensing of
prescription drugs and the lack of appropriate medical supervision, SB 138 aims to annul die
regulations diat allow collaborative practice agreements and to prevent further agreements from
being forged.



A lada State Medical Association

4107 Laurel Street « Anchorage, Alaska 99508 « (907) 562-0304 « (907) 561-2063 (fax)

April 11,2003

Honorable Fred Dyson
State of Alaska

Senate
Chair, Senate Health, Education and Social Services

State Capitol, Room 121
Juneau, AK 99801

Re: SB 138 - Collaborative Practice Authority by a Pharmacist; Annul 12 AAC 52.240

Dear Senator Dyson:

The Alaska State Medical Association (ASMA) represents Alaska’s patients and the physicians
who care for them. Thank you for the opportunity to testify on SB 138.

ASM A supports the passage of SB 138. SB 138 annuls a regulation, 12 AAC 52. 240, which
allows a pharmacist to either initiate or modify a drug therapy as long as a collaborative
agreement and written protocol is entered into with a practitioner who has the authority to
prescribe drugs. Those statutorily authorized practitioners are physicians, dentists, physician
assistants, and nurse practitioners. 12 AAC 52.240 was adopted by the Board of Pharmacy and

covers any drug able to be prescribed.

ASMA provided written testimony in opposition to the adoption of this regulation (see attached
written comments dated December 13, 2000). ASM A continues to oppose these regulations for

among the following reasons:

1 The Board of Pharmacy dots not have sufficient statutory authority to adopt such a
regulation and to reach beyond its regulatory scope to other regulated professions

(e.g. physicians);

2. A physician would jeopardize her/his license by entering into such an agreement with
a pharmacist. A physician cannot delegate duties to a person not appropriately
licensed to perform those duties;

3. Under such arrangements, it is possible for a patient to never see a physician, but yet
receive a prescription drug; and

4., 12 AAC 52.240 does not enhance the already good standard of care in Alaska.



ASM A is very concerned about the potential for harm to patients. The level of concern is such
that ASM A’s Board of Trustees has been directed by its policy making body, the House of
Delegates, to explore legal as well as other available remedies, such as SB 138. Circumstances
may exist involving an ongoing patient/physician relationship when such arrangements might
work. However, such circumstances must be provided for in laws enacted by the Legislature and

not by inappropriate regulatory fiat.

Attached is a document that outlines legal considerations, policy considerations, and conclusions,
which elaborate on this issue.

Sincerely,
/
By: Jeanne Bonar, MD
President

For: Alaska State Medical Association



Legal Consideration

AS 08.80.030 does not give the Pharmacy Board the authority to adopt these specific
regulations. It is a catchall provision that empowers it to adopt a regulation for which it

has statutory authority to adopt.

AS 08.80.480 (27) defines the practice of pharmacy as the ability to dispense a
"prescription drug order".

"Prescription drug order" is defined under AS 08.80.480 (31) as the lawful order
of a “practitioner” for a drug or device for a specific patient.

- "Practitioner” is defined in AS 08.80.480(28) as an individual currently licensed
to prescribe and administer drugs in the course of professional practice,
(physician, ANP, dentist, PA)

- Pharmacists can only dispense with a collaborative agreement drawn tightly
enough so that it is really a "drug order" with very specific conditions for filling
and re-filling. It is legally questionable whether a collaborative agreement could
be drawn with enough specificity to become a prescriptive drug order.

In AS 08.64.107 the Legislature has set up the framework for physicians to engage in
collaborative activities with other health care providers. The categories of other health
care providers covered are PA's and intensive care paramedics. The State Medical Board
has adopted extensive regulations concerning the physician's relationship with those
categories of health care providers. The Legislature has set up categories for collaborative
arrangements, but they did not include pharmacists.

12 AAC 40.967 (8), a regulation pertaining to unprofessional conduct, makes it an act of
"unprofessional conduct" for a physician to delegate a professional practice responsibility
that requires a license to another without that authority. So, a physician cannot enter into
a collaborative arrangement with a pharmacist unless it meets the criteria for a "drug
order" without facing the possible administrative action that could resuit in fines, license

suspension, or license revocation.

It appears that the only exceptions the SMB could make are those provided for in the
statutes. Specifically, AS 08.164.107, which sets up collaborative arrangements only for

PAs and intensive care paramedics.



Policy and Other Considerations

The SMB has no part in determining a collaborative arrangement reaches the specificity
and level of a "drug order".

12 AAC 40.990 (25) describes “health care professional”. There is a long laundry list but
“pharmacist” is not found on that list. This is a regulation adopted by the SMB. So, a
physician is not in a good position to enter into a collaborative agreement with a
professional that the SMB has not termed a health care provider.

Important questions are not answered nor provided for in the regulations.

Is there a physician/patient relationship created when a pharmacist prescribes
under a collaboration agreement? (When does it start? When does it end?)

- Is there vicarious liability that attaches to the physician? (Does the physician’s
professional liability insurance provide coverage?)

- Is it good medicine for such a patient to perhaps never be seen by a physician?
- How do such relationships affect what constitutes the standard of care?
- How is informed consent provided for?

Conclusions

e« Pharmacy Board has insufficient statutory authority to adopt such a regulation and to
reach beyond its regulatory scope to other regulated professions (e.g. physicians).

A physician jeopardizes his/her license by entering into such an agreement with a
pharmacist.

e A potentially harmful situation is created when it is possible for a patient never to see
a physician, but receive prescription drugs.

e Circumstances exist that might provide for such arrangements to work well, when an
ongoing patient/physician relationship exists.



Alaska State Medical Assodation

4107 Laurel Street = Anchorage, Alaska 99508 « (907) 562-0304 «(907) 561-2063 (fax)

December 13,2000

Honorable Deborah B. Sedwick

Sta.e of Alaska

Department of Community and
Economic Development

PO Box 110806
Juneau, Alaska 99811-0806 Transmitted by Fax: 907-465-2974

Attention: Kurt West

RE: Written Comments on Proposed Board of Pharmacy Regulations Noticed October 16, 2000

Dear Commissioner Sedwick:

The Alaska State Medical Association (ASMA) represents Alaska’s patients and the physicians who
care for them. The purpose of this letter is to comment on the regulations proposed by the Board of
Pharmacy noticed on 10/16/00. ASM A will limit its commentary to proposed section 12AAC

52.240 and 12AAC 52.250.

In general, itis ASM A’s opinion that insufficient statutory authority exists to adopt 12AAC 52.240
and 12AAC 52.250. Additionally, these proposed sections would also change the regulation of the
practice of medicine by allowing a physician to delegate a duty. The Board of Pharmacy does not

have the jurisdiction to do so.

The statutory authority for both of these sections as listed in the proposed regulation is AS
08.80.030 and AS 08.80.480. AS 08.80.030 gives the general authority to the Board of Pharmacy.
Presumably, the cite relied upon is the general authority to adopt regulations at AS 08.80.030(b)(4).
This section does not address collaborative arrangements with any practitioner authorized under AS

08 to prescribe drugs.

AS 08.80.480 is the “Definition” section of the Pharmacy Act. There is no provision that refers to
collaborative arrangements with any practitioner authorized under AS 08 to prescribe drugs.
Because the statutory authority listed is for the entire section, one can only surmise as to which
subsection is being relied on. Presumably, that subsection is AS 08.80.480 (27), which defines the
term “practice of pharmacy.” Again, nothing in this subsection pertains to collaborative
arrangements with any practitioner authorized under AS 08 to prescribe drugs. One can only guess
that the collaborative arrangements would fall under the general rubric of a “prescription drug
order.” ASM A asserts that this is an inappropriate and illegal expansion of the law’s intent by
regulatory fiat.



Honorable Deborah B. Sedwick
December 13,2000
Page 2

Given this absence of direct statutory authority, ASM A asserts that such a change as proposed can
only be enacted by the passing of a new law by the Legislature which specifically authorizes such
collaborative arrangements. Furthermore, any such law would need to change the practice acts for
all practitioners authorized to prescribe drugs under AS 08 to allow such a delegation as is proposed
under 12AAC 52.240. Additionally, it would also have to be either drug specific; or provide for a
determination as to which drugs would be allowed to be prescribed and dispensed in this manner be
made by all of the regulatory boards for the practitioners authorized to dispense. The Pharmacy
Board needs the official consultation from other boards such as the State Medical Board. 7 he
criteria for the protocols and the collaborative arrangement would also need to be developed in more

detail than that found in 12AAC 52.240.

Proposed 12AAC 52.240 (b) (5) indicates that any protocol must include a list of the types of
patients eligible to receive drugs under a collaborative arrangement. This criterion is broad enough
to allow persons to receive drugs who are not patients of the collaborating practitioner. Two
important issues are raised by this situation. First, it’s possible for a person to receive a prescription
without being seen by a physician. This is not good patient care. Second, such a situation would
provide for problematic liability issues. Issues of vicarious liability are raised for the collaborating
physician. Such issues can lead to professional liability insurance coverage issues for physicians
and most likely would lead to increased professional liability premiums. The negative impact of

both circumstances is obvious.

Again, ASM A recommends that the proposed regulations subject of this letter not be adopted
because:

1 insufficient statutory authority exists;

2. the regulatory “reach” to other licensed professions (e.g., physicians) is beyond
the authority of the Pharmacy Board; and

3. such major changes in the scope of practice for pharmacists and the delegation
of practice responsibility (prescribing drugs) is more appropriately in the domain
of the Legislature.
We suggest you seek legislation in order to make the major changes that you propose. Such a major
change in scope of practice should not be accomplished by a regulatory fiat based on questionable,
if not, non-existent statutory authority.

Sincerely,

au>fa * —
By: Peter Lawrason, MD, President
For: Alaska State Medical Association

NANV4



STATE OF ALASKA
DEPARTMENT OF COMMUNITY AND ECONOMIC DEVELOPMENT

DIVISION OF OCCUPATIONAL LICENSING

BOARD OF PHARMACY
P.O. BOX 110806, JUNEAU, ALASKA 99811-0806

(907) 465-2589
E-mail: license@dced.state.ak.us

PHARMACIST COLLABORATIVE PRACTICE APPLICATION

Instructions: Complete this application form and submit, along with the written protocol, to the above address for approval
by the board. For hospitals with protocols approved by the hospital pharmacy and therapeutics committee, an “umbrella
protocol" that meets all of the requirements of 12 AAC 52.240(b) may be accepted by the board.

Title of Protocol:

Principal Pharmacist:

License#

Name
For protocols involving multiple pharmacists, list participating pharmacists and license numbers, or identify by description

those participating (ie; all pharmacists employed by XYZ Pharmacy):

Practice Site:
License #

Pharmacy Name

Street Address
TelephoneNumber:

City/State/Zip Code

Principal Authorizing Prescriber:

Type of License:

License#

Name

For protocols involving multiple prescribing practitioners, list participating practitioners and license numbers, or identify by
description those participating (ie; all staff physicians at XYZ Hospital):

Practice Site:

Street Address
Telephone Number:

City/State/Zip Code

CONTINUED ON REVERSE SIDi
08-4410 (New 1/02)


mailto:license@dced.state.ak.us

Required in accordance with 12 AAC 52.240(b)

YES NO
(1) Does the protocol contain an agreement in which practitioners authorized to prescribe
legend drugs in this s’ate authorize pharmacists licensed in this state to administer or
dispense in accordance with that Written ProtoCOI?........ccooiiiiiiiii e Q G
(2) Does the protocol contain a st dement identifying the practitioners authorized to prescribe
and the pharmacists who are party t0o the agreement?.........ccoociii e G G
(3) Is atime period for the protocol specified? (May not exceed tWO YEArS).......cccevvvvvrieeriiiieeeisniiieeessnieeens G G

(4) Does the protocol include the types of collaborative authority decisions that 9 pharmacists
are authorized to make, including
(A) types of diseases, drugs, or drug categories involved and the type of collaborative
authority authorized IN @aCh CASE?.. ... G G
(B) Procedures, decision criteria, or plans the pharmacists are to follow when making
therapeutic decisions, particularly when modification or initiation of drug

LU =T =T ) AN S 10 1Y L0 1 V2= T SR PPSRN G G
(5) Does the protocol include the activities that pharmacists are to follow in the course of
exercising collaborative authority, including documentation of decisions made, and a
plan for communication and feedback to the authorizing practitioners concerning the
L oJ=Todi{oae =T o (o] 0 K3 0 0 = o 1= G G
(6) Does the protocol contain a list of the specific types of patients eligible to receive services
under the Written ProtOCOI?........ueiii i
(7)  Does the protocol include a plan for the authorizing practitioners to review the decisions
made by the pharmacist at least once every three MonNthS?........ccooooii i G G
(8) Does the protocol include a plan for providing the authorizing practitioners with each
patient record created under the Written ProtoCOI? ........ccciieiiiiiiei i G G
(9) Are the authorizing practitioners in active practice, and is the prescriptive authority within
the scope Of the PracCtitioNErs' PraCtiCE?.....ciiuiiie ettt rae e e s et e e e e e srtreee s essaaeaeanne G Q
(10) Does the protocol specify and require completion of additional training, if required for the
procedures authorized under the ProtoCOI?.........ouii i e e G G

Also please note:

¢ Documentation related to the written protocol must be maintained for at least two years.

» The written protocol may be terminated upon written notice by the authorizing practitioners orpharmacists. The
pharmacists shall notify the board in writing within 30 days after a written protocol is terminated.

« Any modification to the written protocol must be approved by the board as required by this section for a newwritten

protocol.

Signature of Principal Pharmacist Signature of Principal Prescriber

Date Date

CONTINUED ON NEXT PAG
08-4410 (New 1/02)



COLLABORATIVE PRACTICE REGULATIONS

12 AAC 52.240. PHARMACIST COLLABORATIVE PRACTICE AUTHORITY, (a) A pharmacist planning to
exercise collaborative practice authority in the pharmacist's practice by initiating or modifying drug therapy in accordance
with a written protocol established and approved for the pharmacist’'s practice by a practitioner authorized to prescribe
drugs under AS 08 must submit the completed written protocol to the board and be approved by the board before

implementation.
(b) A written protocol must include

(1) an agreement in which practitioners authorized to prescribe legend drugs in this state authorize
pharmacists licensed in this state to administer or dispense in accordance with that written protocol;

(2) a statement identifying the practitioners authorized to prescribe and the pharmacists who are party to the
agreement;
(3) the time period during which the written protocol will be in effect, not to exceed two years;

(4) the types of collaborative authority decisions that the pharmacists are authorized to make, including
(A) types of diseases, drugs, or drug categories involved and the type of collaborative authority
authorized in each case;
(B) procedures, decision criteria, or plans the pharmacists are to follow when making therapeutic
decisions, particularly when modification or initiation of drug therapy is involved;

(5) activities the pharmacists are to follow in the course of exercising collaborative authority, including
documentation of decisions made, and a plan for communication and feedback to the authorizing practitioners concerning
specific decisions made;

(6) a list of the specific types of patients eligible to receive services under the written protocol;

(7) a plan for the authorizing practitioners to review the decisions made by the pharmacists at least once every

three months; and
(8) a plan for providing the authorizing practitioners with each patient re ord created under the written

protocol.
(c) To enter into a written protocol under this section, practitioners authorized to prescribe must be in active
practice, and the authority granted must be within the scope of the practitioners’ practice.

(d) Unless the board is satisfied that the pharmacist has been adequately trained in the procedures outlined in the
written protocol, the board will specify and require completion of additional training that covers those procedures before
issuing approval of the protocol.

(e) Documentation related to the written protocol must be maintained for at least two years.

() The written protocol may be terminated upon written notice by the authorizing practitioners or pharmacists. The
pharmacists shall notify the board in writing within 30 days after a written protocol is terminated.

() Any modification to the written protocol must be approved by the board as required bythis section for a new

written protocol.

12 AAC 52.995. DEFINITIONS
(c) In AS 08.80.030(b)(7), "monitoring cf drug therapy" means a review of the drug therapy regimen of patients

pharmacist for the purpose of evaluating and rendering advice to the prescribing practitioner regarding adjustment of the
regimen. “Monitoring of drug therapy" includes

(1) collecting and reviewing records of patient drug use histories;
(20 measuring and reviewing rouiine patient vital signs, including pulse, temperature, blood pressure, and

respiration; and
(3) ordering and evaluating the results of laboratory tests relating to drug therapy, including blood chemistries
and cell counts, drug levels in blood, urine, tissue, or other body fluids, and culture and sensitivity tests that are performed

in accordance with a written protocol approved under 12 AAC 52.240.

08-4410a (New 1/02)

by a
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STATE OF ALASKA
DEPARTMENT OF COMMUNITY AND ECONOMIC DEVELOPMENT
DIVISION OF OCCUPATIONAL LICENSING

STATE MEDICAL BOARD
MINUTES OF MEETING

OCTOBER 26-27,2000

By authority of AS 03.01.070(2) and in compliance with the provisions of AS 44.62, a scheduled meeting of the
Alaska State Medical Board was held on Thursday and Friday, October 26 and 27, 2000, in room 336 of the

Frontier Building, Anchorage, Alaska.
Thursday, October 26,2000
fliped Sick Al
The meeting was called to order by chair Dr. Sarah A. Isto at 9:20 am.

Present for roll call were:
Dr. Sarah Isto Dr. Keith Brownsberger

Dr. Donald Olson Sheila Means
Dr. Irvin A. Kothrock

Board staff members Joanie Stude, Leslie AbeL and Colin Matthews were also present Visitors PA-C Jim
Wojdchowski and PA-C Ed HaH were also in attendance.

AGENDA REVIEW

Dr. Isto noted that additional documents were distributed to board members to be added to the agenda. The
board has been asked by the Division to add to the agenda a review of the renewal forms to be used this year and
the new fee schedule. Catherine Reardon will join the meeting for this discussion.

NEW AGENDA ITEM Review of Renewal Forma and New Fee* S

Dr. Brownsberger initially moved to approve the renewal forms and fees as presented.

[Dr. Cotten joined the meeting at 9:37 am.]

Director Catherine Reardon and Program Coordinator Barbara Gabicrjoined tire meeting via telephone and
discussed with the board the question of confidentiality of renewal forms. 216

The board discussed the language in three parts of the renewal forms on page 2 and proposed changes. Board
members were particularly concerned with the wording of the "Confidentiality” paragraph,

MOTION Upon a motion by BROWNSBERGER, seconded by MEANS, amended by MEANS, and carried

without objection, it was
RESOLVED to adopt the renewal forms with the following changes on poge 2:
under "Confidentiality,” last sentence should read: "A request for confidentiality may or
may notb? granted.” In question 2, insert "Alaska" before "State Medical Board." In
question 7, remove the word "active" from in front of "investigation." B2



MOTION Upon amotion by LIVSEY, seconded by MEANS and carried without objection, it was
RESOLVED thatin accordance with AS 44.63.310(c)(2), the State Medical Board go into
Executive Session for the purpose of discussing die matter of Glen W. Straatsma, MIX
20

Off the record at 9:20 am; on the record at9:45 am.

Mr. 'fiemessen noted that Dr Straatsma self-reported to the medical board; he suggested that a portion of the fine
be suspended and tied directly to the fact that Dr. Straatsma came forward of his own volition. The board agreed

with Mr. Tiemessen's view. V7

MOTION Upon a motion by BROWNSBERGER, seconded by UVS12Y, amended by COTTEN and

BROWNSBERGER, and carried without objection, it was
RESOLVED to restore Dr. Straatsma's license to active status with a memorandum of

agreement with restrictions as specified by Ms. Fried [Stiaabsma's counselor], a
requirement to abstain from alcohol, requirements for continuing treatment, quarterly
reports to the board, to be of five years' duration, end to include a $10,000 civil fine with
$5,000 suspended. The restoration of the license to be contingent upon the full execution
of the memorandum of agreement 425

Mr. Matthews advised that he would draft die MOA and circulate it to the board members to Insure diat all
elements have been included.

Off the record at 9:55 am; on the record at 10:01 am.

AGENDA ITEM Regulations Project: fcollaboration Relationship Between Physicians and
Pharmacists

Mark Bohrer, n Board of Pharmacy member, met with die board to discuss a proposed regulation from that
board. Dr. Pclcr Nakamurajoined the meeting via telephone and Dr. Colleen Murphy was presentin person.
Mr. Bohrer explained the Board of Pharmacy's intentions in introducing this regulation. He detailed the types of
work that rould be done by the pharmacist; he noted that the proposed regulations do fall within the scope of

practice for pharmacists.

Dr. Brownsberger expressed his concerns about the proposed regulation including the responsibility of the
physician to supervise the pharmacist. He indicated that he felt this was the practice of med cine, 1le Mt this
would put another individual between die physician and the patient that would hinder the provision of medical

caro from die physician. 6xX0
[Tape ™ Side B]

Drs. Cotton and Isto also expressed their concerns about pharmacists performing some of the tasks that were
mentioned. Dr. Isto felt that the tasks described were far removed from the practice of pharmacy that has been

the norm.

Mr. Bohrer stated that many states arc already doing this and the process has been successful. He emphasized
that any task authorized would be performed under the authority of a licensed practitioner.

The board asked Dr. Nakamura to speak on these issues. Dr. Nakamura, Director, Division of Public Health,

agreed that ho did not really see a need for the proposed pharmacy regulations for the types of medications ond

screenings that were being discussed. lie agreed this could potentially fragment the total carc of the individual.
197

Dr. Nakamura addressed separately the issue of pharmacists dispensing emergency contraception. Fc spoke ar a
public health professional, as a pediatrician, and as an expert in public health. His comments follow:
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Public health is focused on the prevention or amelioration of negative health consequences. This is in significant
contrast to medical care thatIs focused on the treatment of adverse health conditions. Those in public health have
a special interest in emergency contraception, Some of the adverse medical and social consequences thnt ore
prevented or ameliorated through the vigorous and innovative promotion of the KC service. He slated that4l
percent of the live births in Alaska are products of unintended pregnancies. The actual rate of unintended
pregnancies is not known but the estimate isin the area of 60 percent

A limited lisf of the many negative, social and medical consequences that would be prevented through the
increased n\ dJnbility of emergency contraception includes: unintended pregnancies resulting from rape (Alaska
has the highest rate of sexual assault In the U.S.); increased rate of adverse outcomes of pregnancy related to
unintended pregnancies includes later prenatal care, lower birth rates, higher substance abuse rales, and infants
with increased risks of being victims of abuse and neglect tire numbers of abortions will be significantly reduced.
This is a critical pointfor many-thc numbers of unintended pregnancies characterized by medical complications,
psychological adversities, and social and economic unpreparcdncss will be reduced. Some projects have

estimated that abortions can be reduced by 50 percent with increased availability of emergency contraception.
212

Dr. Nakamura requested the board's support in increasing the availability of emergency contraception services.
Some of the measures that could be supported would be to consider legislation that would increase availability of
EC through medical insurance, support the exploration of methods for increasing the availability of EC including
advanced distribution of prescriptions from allied health professionals, Increasing advertising of services,
providers, and clients. In this case, this would give pharmacists the abi'ity to respond to the very urgent reed for
llila service. Reality has demonstraled that unless some of these services arc immediately available and

accessible, they do not get accessed. 29

In Dr. Nakamura's opinion, if this ability is granted to pharmacists, one requirement should bo that they do make
an Immediate referral to the practicing physician. These patients should be referred for screening for sexually
transmitted diseases and for psych oiogical support As a public health professional and as a pediatrician, he
believes if die board could extend this authority for emergency contraception, it would support public hcallh in

Alaska. 275

Leaving emergency contraception aside, Me. Means feels that the proposed regulations from tho Hoard of

Pharmacy would add to the complexity and confusion of the consumer. 30

Dr. Murphy distributed to the board n state Department of Epidemiology bulletin on unintended pregnancy. She
clarified that emergency contraception medications arc not to be confused with the abortion pill, RU-486. She
also reinforced that other stales arc doing this collaboration successfully. She emphasized that the prescriptive

.uuhnritv lies with the physician, tho pharmacist is dispensing the medication under a very detailed agreement
] s

Ms. Livsey spoke in favor of a more limited regulation permitting access to emergency contraception. She
disagrees with the other board members; this is a voluntary relationship that physicians may choose to enter or
not The physician is the decision-maker in the relationship. There is nothing in the proposed regulation that
pharmacists will be autonomously prescribing. The physician controls the communication and feedback, She
supports the pharmacy regulation and also supports the emergency contraception collaboration.

Dr. Brownsberger and Cotten spoke against the board of pharmacy regulations. Dr. Cotten was particularly
concerned about the fragmentation of caij.

[T*pc6j Side A]

Dr. Isto believes thatif the physician chooses to delegate Hie authority for a pharmacist to dispense emergency
contraception, it would fall under 12 AAC 40.967 (8) that requires the licensee to insure that the person to whom
the delegation is granted is properly educated and trained to perform. She does not support the delegation for

other medicatlons or procedures.
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MOTION Upon amotion by ROTHROCK, seconded by BROWNSBERGER, and carried by a vote of six Yea
votes (Rothrock, Means, Cotten, Brownsberger, Isto, and Olson) to one Nay vote (Livsey), it was
RESOLVED that, acknowledging that emergency contraception is a separate issue, the
board does not support the board of pharmacy's proposed regulation as outlined In the
draft 040

Ms. Abel confirmed wito the board that It was her understanding that the medical board would support a very
narrowly defined collaborative relationship between a physician and a pharmacist for Ere purpose of emergency

contraception. The board agreed with that

Dr. Isto reiterated that she would prefer the board of pharmacy draft a very narrowly defined regulation. Sho
specified that this would be for medications that require emergency use that could not be easily or reliably

obtained In other ways. She noted that emergency contraception is not the only medication that meets that
n«

criterion.

Dr. Murphy proposed that the board consider a requirement for a quality assurance component to any

collaborative plan. She also offered to return to the board in a year with statistics to show the board how the

program Is working. 144

Dr. Murphy asked Ifshe was authorized to proceed, and Ms. Abel read the regulation 12 AAC 40.967(8) that
states that it would beunprofessional conduct to delegate a task to a person who is not properly educated and
trained to perform the task. Therefore, if the person were properly educated and trained to perform the task, It
would not be considered unprofessional conduct 167

Dr. Isto reiterated that Dr. Murphy must make sure the person is qualified to do th';task she Is delegating.

AGENDA ITEM Reports, Investigations, MOAs 197

In the Matter of Ronald Brockman, DO 218

MOTION Upon amotion by LIVSEY, seconded by BROWNSBERGER, and carried without objection, it was
RESOLVED that Inaccordance with AS 44.63.310(c)(2), the Stale Medical Board go into
Executive Session for the purpose of discussing the matter of Ronald Brockman, D224

Included In the executive session were board staff Matthews, Abel, Lukcr, and Stude. Also present was Matt
Peterson, attorney for Dr. Brockman.

Off the record at 11:27. am; on the record at 11:39 am.

MOTION Upon a motion by BROWNSBERGER, seconded by ROTHROCK, and carried with six Yen votes
(Isto, Means, Livsey, Brownsberger, Rothrock, and Cotten) and one abstaining member (Olson), it

was
RESOLVED to accept the memorandum of agreement with Ronald Brockman, DO,

Off the record at 11:40 am; on the record at 11:54 am.

AGENDA ITEM Regulations Review 21

The board reviewed and discussed the physician assistant regulation being proposed by the Alaska Academy of
Physician Assistants. Tom Wilson spoke to the board about the regulation and the assessment form. He spoke
about the need for the regulation change and clarified that the assessments would be facc-to-facc and could be
done ateither the phy6idftn or physician assistant's location. The location of the assessment will be included In
the assessmentform. The board specified that 10 percent of the PAs will be audited. Dr. Isto suggested drat the
random audit be done in the off year from renewals, Ms. Abel advised the board could require the audit of

n
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The board expressed its thanks to Mi. Knuth and Or. Worrall for meeting with them to discuss thefio
issues.
The board recessed at 4:55 pm. 450
[Tape5, SideA)
FRIDAY,JANUARY 19,2001 -W ouOvV

The meeting was called to order at 9:10 am by chair Dr. Sarah Isto. Present were:

Board Members: Martha T. Cotten, MD Irvin A. Rothrock, MD
Keith M. Brownsberger, MD Sarah A. Isto, MD

Staff Members: JoanieStudo Colin Matthews
Leslie Abel

Visitors: Ed Hall Tom Wilson

Board members Sheila Means and Constance Livsey were absent

AGENDA ITEM 10  Requestfor Board Opinion from Colleen Murphy, MD

The board reviewed the regulations proposed by the Board of Pharmacy. It was noted these arc still in
the regulations process. Mr. Matthews advised he was at the Board of Pharmacy meeting, and he informed tho
board of the discussion at that meeting. He noted the pharmacists want to do education programs for physicians
but that he pointed out to the pharmacists that if they feel a prescription is inappropriate, they should contact the
physician involved. (073

It was noted that Ms. Livsey arrived at tire meeting.
A call was placed to Dr. Murphy. She did not answer buta message was left for her.

The board members reviewed the draft letter to Dr. Murphy and the protocol Dr. Murphy provided to
the board for consideration.

MOTION Upon a motion by COTTEN, seconded by BROWNSBERGER, and carded without

objection, it was
RESOLVED tofinalize the draftjcttcr_ta_Dj.Murphy.and.send.itjy her. 097

AGENDA ITEM I Memorandum of Agreement 108

A new memorandum of agreement was distributed to the board members at the beginning of the
meeting.

Ms. Means arrived at the meeting.

MOTION Upon a motion by LIVSEY, seconded by BROWNSBERGER, and carried without
objection, it was
RESOLVED to go into executive session in accordance with AS 44.62.310(c)(2) for
tire purpﬁsze of discussing the matter of Raymond D. Hopson, MD.

Off the record at 9:19 am; returned on the record at 9:30 am,

MOTION Upon a motion by LIVSEY, seconded by BROWNSBERGER, and carried without

objection, it was
RESOLVED to approve the memorandum of agreement with Dr. Hopson as

written. 119

AGENDA ITEM 9 Reports 129
Pag*10
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Ur. Murphy called in to the meeting. Dr. Isto advised her that the board had addressed her issue and
would bo sending a letter to her immediately, 66

The board briefly discussed the pharmacy board's process for the collaborative plans. The medical board
docs not want to draft any specific regulations to address this process, nor do they want to review every plan that
is written. If there is n complaint that is received by the medical board, the board will ask to see the plan, but
unless that happens, Ihey do not want to see the plans. It was the position of the board members that 111s the
pharmacy board's responsibility to insure the regulations are followed. Dr. Isto suggested a form letter that
directs any inquiring physician to the appropriate regulation (the unprofessional conduct language).

. —— mprs;$ttrit] -

Returning to toe matter of die courtesy license regulations, Dr. Isto summarized that toe plan Is to repeal
the entire courtesy license regulations and redraft The courtesy license is a special purpose license that is limited
in scope and duration. The board discussed the examples offered by staff. If physicians come to Alaska on a
regular or recurring basis, they should obtain a full, unrestricted license. There arc other situations where
physicians come up only once or twice a year, not always the same physicians, like the Shrincrs’ physicians. 037

Approved by the board for the courtesy license are:

1 Physicians who come to toe state for (he purpose of a specialty clinic where there is no fee or
remuneration paid by the patients for the service (e.g., the Shriners’ physicians).
2 Out-of-sbtc sports team physicians who accompany their team to the state for the duration of the team's

presence in Alaska for tho sporting activity and whose practice is restricted to care of the team and
support staff personnel associated with the event

3 Physicians who arc formally contracted by state offices to conduct specialty clinics for the durntion of the
clinics.
4 Physicians who come to the state in response to a disaster, other than a federally declared natural

disaster, for a duration not to exceed ninety (90) days. "Disaster” to be defined in toe regulation with the
assistance of Mart Anderson, EMS office.

5 Physicians who come to the state accompanying their employer/patient who may be licensed under this
regulation for toe duration of toe travel only and practice restricted to that patient only.

The board determined that the minimum qualifications for such courtesy licenses will include:

1 Active liccnso In good standing (no disciplinary sanctions or restrictions) in state of residence, not under
invcsligation.

Board certification in an ABMS board specialty

Submit application and fees

Description of proposed practice including location, duration, patient population to be seen. elc.

FSMB Board Action Data Bank clearance report

a b~ wN

The staff will write toe application documents to parallel other applications. The board agreed that a
definition of "courtesy license" should be written to toe regulation including language that clearly states (he
exclusions: for toe use of locum tonens coverage or to provide a physician to a community that does not have
medical coverage. It must be clearly 6tated that this category of Bcensc is not a temporary license nor is it for
employment try-outs. Itis a limited purpose license for very specific circumstances. The board also wishes to
include a definition for "disaster” in the regulation. Matt Anderson, RMS Training Coordinator, joined toe
meeting and advised ho will assist in creating a definition of "disaster” for this regulation. The board would like

the staff to bring this matter back to the April board meeting with proposed language. 279
MOTION Upon a motion by COTTEN, seconded by LIVSEY, and carried without objection, it was
RESOLVED to direct staff to draft courtesy license regulations as discussed and
have a draft available for the meeting to April. 237

It noted that Dr. Rothrock was not present tor the vote.

Pagtlt
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A led@ State Medical Assodiation

4107 Laurel Street =« Anchorage, Alaska 99508 « (907) 562-0304 - (907) 561 -2063 (fax)

April 11,2003

Honorable Fred Dyson
State of Alaska

Senate
Chair, Senate Health, Education and Social Services

State Capitol, Room 121
Juneau, AK 99801

Re: SB 138 - Collaborative Practice Authority by a Pharmacist; Annul 12 AAC 52.240

Dear Senator Dyson:

The Alaska State Medical Association (ASMA) represents Alaska’s patients and the physicians
who care for them. Thank you for the opportunity to testify on SB 138.

ASM A supports the passage of SB 138. SB 138 annuls a regulation, 12 AAC 52. 240, which
allows a pharmacist to either initiate or modify a drug therapy as long as a collaborative
agreement and written protocol is entered into with a practitioner who has the authority to
prescribe drugs. Those statutorily authorized practitioners are physicians, dentists, physician
assistants, and nurse practitioners. 12 AAC 52.240 was adoptt) by the Board of Pharmacy and

covers any drug able to be prescribed.

ASM A provided written testimony in opposition to the adoption of this regulation (see attached
written comments dated December 13, 2000). ASM A continues to oppose these regulations for

among the following reasons:

1 The Board of Pharmacy docs not have sufficient statutory authority to adopt such a
regulation and to reach beyond its regulatory scope to other regulated professions

(e.g. physicians);

2. A physician would jeopardize her/his license by entering into such an agreement with
a pharmacist. A physician cannot delegate duties to a person not appropriately
licensed to perform those duties;

3. Under such arrangements, it is possible for a patient to never see a physician, but yet
receive a prescription drug; and

4, 12 AAC 52.240 docs not enhance the already good standard of care in Alaska.



ASM A is very concerned about the potential for harm to patients. The level of concern is such
that ASM A’s Board of Trustees has been directed by its policy making body, the House of
Delegates, to explore legal as well as other available remedies, such as SB 138. Circumstances
may exist involving an ongoing patient/physician relationship when such arrangements might
work. However, such circumstances must be provided for in laws enacted by the Legislature and

not by inappropriate regulatory fiat.

Attached is a document that outlines legal considerations, policy considerations, and conclusions,
which elaborate on this issue.

Sincerely,

By: Jeanne Bonar, MD
President

For: Alaska State Medical Association
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9621 Arlene Drive
Anchorage, AK 99502-1636
907-561-0005
Fax: 907-563-9140

11 April, 2003

Honorable Con Bundc Transmitted by Fax;
State of Alaska 907-465-3871
Senate

Chair, Senate Labor and Commerce Committee
Juneau, AK 99801

RE: SB 138 - Collaborative Practice Authority by a Pharmacist; Annul 12 AAC 52240

Dear Honorable Bundc:

The Alaska Society of Anesthesiologists supports the passage of SB 138. SB 138 annuls
a regulation which allows a pharmacists to either initiate or modify a drug therapy as long
as a collaborative agreement and a written protocol is entered into with a practitioner who
has. the authority to prescribe drugs. Those statutorily authorized practitioners are
physicians, dentists, physician assistants, and nurse practitioners. 12 AAC 52.240 was

adopted by the Board of Pharmacy and covers any drug.

These regulations need to be annulled because the Board of Pharmacy exceeded its
authority to act in a manner affecting other regulated professions. The regulation that
they passed fails to support the current standard o f good patient carc. The regulation
allows a patient to receive prescription mediations without ever seeing a physician.

We are very concerned about the risks of substantial harm that this regulation represents
to the patients of Alaska. Absent a physician caring for these patients with full
knowledge of their medical history, co-morbidities, allergies, and family medical
histories, the risks associated with the medical decisions associated with prescribing and
altering therapies are great. The current regulation imposed on the practices of medicine
by the Pharmacy Board fails to address those risks.

lurge you to aggressively support SB 138. .

Rinrrfilv

President, Alaska Society of Anesthesiologists

CC: Senator Fred Dyson —Fax 907-465-4587
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Honorable Fred Dyson

State Senate

Alaska State Capitol, Room 121
Juneau, AK 99801

Re. SB 138
Dear Senator Dyson,

As President of the Anchorage Medical Society, | am writing on behalfof the organization in
support of SB 138.

If one overlooks the luck o fstatutory authority under which the Pharmacy Board operated and the
fact that they have usurped the authority ofthe State Medical Board, the most significant feature
o f the existing regulation concerns patient treatment and the standard of medical care in Alaska.
Unless this regulation is reversed by passage of SB 138 the potential to eliminate patient-
physician consultation and direct patient examination and evaluation will be recognized. The
seamless oversight of the patient’s entire medical history and condition by a trained professional
is essential to the delivery of the highest level of medical care. Pharmacists, although important
members of the treatment team, have not received the necessary education and training to make
the decisions needed to direct patient care. Maintaining Alaska’s existing high quality of medical
care should be the goal of all health care professionals and the primary reason to pass SB 138.

Other issues regarding the availability of specific medications or the rules governing the role of

pharmacists within the hospital environment can and should be addressed. These issues should
be presented to the Legislature for full review and consideration rather than mandated by any

regulatory board.
Thank you for your time and consideration in this matter.

Sincerely,

Michael D. Manuel, M.D.
President, Anchorage Medical Society



Alaska Physicians & Surgeons, Inc.
412C Laurel Street, Suite 206
Anchorage, Alaska 99508
Phone: 907-561-7705 Fax: 907-561-7704
E-mail: akphvs@alaska.net
Website: www.apsdoctors.org
4

April 9, 2003

Honorable Fred Dyson
State of Alaska Senate
State Capitol - Room 121
Juneau, Alaska 99801

Dear Senator Dyson:

Alaska Physicians & Surgeons is in favor of annulling Regulation 12AAC 52.240,
adopted by the Board of Pharmacy primarily from a patient care issue. The regulation
has done nothing to enhance the current good standard of care provided to patients by
the Alaska medical community. It specifically creates a situation where a patient may
receive any type of medication without seeing a physician or a medical care provider
licensed to prescribe. This could result in patient harm.

Secondly, itis difficult to understand where the statutory authority to adopt this regulation
came from.

Alaska Physicians & Surgeons is very supportive of Senate Bill 138, and is concerned
for patient safety until this is passed.

Sincerely,

Michael Norman, MD
Presic'ant/Chairman of Board
Alaska Physicians & Surgeons


mailto:akphvs@alaska.net
http://www.apsdoctors.org

MICHAEL B. ARMSTRONG, M.D.
Diplomats American Board of Infernal Medicine
Subspeclaldty of Rheumatology

2841 DeBarr Rd., Sulfe 44
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Hospital & Nursing Home Association
Werehelpingpeople careforpeople!

April 15, 2003

Senator Fred Dyson

Alaska State Legislature

State Capitol Building, Room 121
Juneau AK 99801-1182

Dear Senator Dyson:

lam writing in relation to Senate Bill No. 138, annulling a regulation relating to the use of

protocols.

Our hospitals have been using protocols for years. Use of protocols allows a more efficient and
effective operation within the hospital as physicians and pharmacists alike know what is
expected of them. Any changes in this area of medical practices will cause problems on both

pharmacy and physician employees.
I am asking you to hold SB 138 until the medical association and pharmacy board have time to

get together and cooperatively reach agreement on this Lsue. As so often happens, we try to fix
one “problem” only to create others. | believe this is a true case of the “rotten apple” syndrome.

ASHNHA is an organization of hospitals and nursing homes, As such we lobby for the
combined interests of our members. Holding SB 138 is in the best interest of our members.

Sincerely yours,

Laraine L. Derr
President/CEO

426 Main Street, Juneau, Alaska 99801
Phone: 907-586-1790 » Fax: 907-463-3573 = Web: ashnha.com



NATIONAL ASSOCIATION OF
CHAIN DRUG STORES

April 15, 2003

The Honorable Fred Dyson

Honorable Members of the Senate Health, Education and Social Services Committee
Alaska State Senate

State Capitol, Room 121

Juneau, AK 99801-1182

RE: Senate Bill 138 - Collaborative Practice Authority Repeal
Dear Chair Dyson and Members of the Committee,

On behalf of the Alaska members of the National Association of Chain Drug Stores, |
would like to voice my strong opposition to the repeal of the Board of Pharmacy
Regulation that allows pharmacists and prescribers to voluntarily enter into written
collaborative arrangements that directly benefit the citizens of Alaska. NACDS members
in A'aska include Costco, Kmart, Safeway (Can’'s) and Wal-Mart and operate just over
half of the 83 community pharmacies located in Alaska. In addition, they employ over

413 North Lee Street 5,300 full and part-time employees and pay over $4.6 million in taxes to the state.

P.O. Box 1417-D49

I am suqgrrised that in a State such as Alaska, with boroughs and villages spread out

across the state that legislation would be introduced that could severely limit access to

22313-1430 state residents in remote and rural areas. Collaborative agreements enacted in states
across the country allow prescibers and pharmacists to better manage a patient’s care and
ensure healthy outcomes. These are all done through written protocols and are generally
patient specific. States that allow some form of collaborative practice agreements
include: Arizona, Arkansas, California, Connecticut, Florida, Georgia, Hawaii, Idaho,
Indiana, lowa, Kansas, Kentucky, Louisiana, Maryland, Michisan, Minnesota,
Mississippi, Montana, Nebraska, Nevada, New Mexico, North Carolina, North Dakota,
Ohio, Oregon, Pennsylvania, Rhode Island, South Dakota, Tennessee, Texas, Utah,
Vermont, Virginia, Washington and Wyoming.

Alexandria, Virginia

Chain community pharmacies do not believe that pharmacists should be given
prescribing authority independent of physicians. However, in specific instances,
consultation with a pharmacist is a safe, convenient, and more cost-effective way of
addressing a drug therapy problem. Consider these examples:

Example 1: A patient taking penicillin comes in or calls a pharmacy reporting he
has hives. Under a written agreement, a pharmacist may be authorized to change
his medication to alleviate the allergic reaction.

Example 2: A patient complains of ringing in her ears and is taking anti-

549-3001 . L . .
(708) inflammatory medication. The pharmacist could, under the written agreement,

Fax (703) 836-4869

www.nacds.org
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lower the dosage instructions for the patient to try and eliminate the side effect
while still achieving the desired results.

Example 3: A patient on blood pressure medication complains of dizziness and
fainting. Under a written agreement, a pharmacist could adjust the dosage of his
medication to improve blood pressure and alleviate the unwanted effects of the

medication.

Under the terms of collaborate practice agreements, the pharmacist would make the
patient’s physician aware of any change in drug therapy.

Collaborative practice agreements improve patient care in a variety of ways. Studies
have shown that up to one-half of all patients do not completely comply with their
prescription drug therapy. Pharmacy services administered by pharmacists in chain and
independent pharmacies have been proven to improve compliance and prevent
unnecessary hospitalizations caused by drug misuse. Collaborative practice agreements
are another mechanism to increase the opportunities for pharmacists to contribute their

expertise to drug therapies.

Collaborative practice agreements increase patient accessibility to necessary services and
also strengthen the pharmacist-physician relationship, ensuring that patients receive the
most appropriate and comprehensive drug therapy.

Community pharmacists ARE NOT seeking independent prescribing authority.
Collaborative practice agreements would only allow pharmacists to modify, continue or
discontinue a patient’s prescription drug therapy under written protocol after a

physician’s diagnosis.

Community pharmacists ARE NOT seeking to require physicians to participate in
collaborative practice agreements. In order to function more efficiently in a marketplace
rules by capitation, physicians may seek to share some of their traditional responsibilities
with their professional colleagues. Collaborative practice agreements will allow
physicians and pharmacist to voluntarily engage in these arrangements.

Community pharmacists ARE NOT seeking to require patients to engage in any
relationship with which they are uncomfortable. If patients do not want pharmacists
modifying their drug therapy or wish to maintain their relationship with pharmacists who
are not covered by an arrangement, they are under no obligation to participate in a
collaborative practice agreement.

These agreements, that through legislation you are proposing to “outlaw”, allow for the
voluntary participation of the physician, the patient and the pharmacist. For any
pharmacist, physician or patient not comfortable with an agreement, they can simply



choose to not participate. For those that see the benefit of working in collaboration
together, this gives them the opportuneto pursue a working relationship of this nature.

In the State of Washington, the medical community has been working collaboratively
with the pharmacy community for over 20 years. The agreements in Washington exist in
both the retail and the institutional setting. Physicians, pharmacists and patients are
pleased with the positive health outcomes in which these agreements have resulted. In
the retail setting pharmacists are able to administer vaccinations, participate in asthma,
diabetes and heart disease state management programs, as well as initiating smoking
cessation programs. All these are done through written protocols between a licensed

physician and a licensed pharmacist.

| strongly encourage you to not undo what has been done, and not prohibit this practice in
the State of Alaska.

Sincerely,

Lis Merten

Regional Director, Stale Government Affairs
924 Capitol Way South, Suite 216

Olympia, WA 98501

(360) 236-1246

Imerten@nacds.org

cc: Senator Lyda Green
Senator Gary Wilken
Senator Betty Davis
Senator Gretchen Guess
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3200 Providence Drive Td 907.562 2211
P.O. Box 196604
Anchorage, Alaska

March 22, 2003 99519-6604

The Honorable Fred Dyson
Alaska State Senate

State Capitol, Room 121
Juneau, Alaska 99801-1182

RE: Senate Bill 138 - Collaborative Practice Authority Repeal

Dear Senator Dyson:

On behalfof the Alaska Pharmacists’ Association 1am writing to urge you to withdraw Senate Bill 138
which would annul the State Board of Pharmacy Collaborative Practice Regulation (section 12 AAC
52,240). This regulation defines the standards and scope ofpractice guidelines for pharmacists who
wish to work collaboratively with physicians in caring for patients, specifically by managing drug

therapy once a diagnosis is made.

Collaborative practice agreements are voluntary on the part ofaphysician and include protocols
developedjointly by the physician/s and pharmacist/s.

Collaborative practice between pharmacists and physicians is not a new concept. Collaborative Drug
Therapy Management is addressed in legislation of 39 slates, 33 with statutes or regulations, 7 via
Medical Practice Acts or other rulings. Thirty-eight include institutions and 29 include community

pharmacies.

Collaborative practice services are o fgreat benefit to patients and physicians:

In community pharmacy settings and clinics, collaborative practice arrangements have resulted in a
number of positive affects on patent outcomes, as demonstrated in several clinical studies. Patients
managed by pharmacists in an anticoagulation clinic had fewer emergency room visits, fewer
hospitalizations and showed a total cost savings of S1,621 per patient.~ Community pharmacists
conducting an asthma management clinic decreased hospitalizations by 77% and emergency room visits
by 78%.~ Pharmacists providing asthma management services to two employers decreased cost,
improved care and improved work absence rates» Pharmacists providing flu and pneumonia
immunizations increased vaccination rates in high risk patients by 74%, with resultant cost savings from
reductions in complications due to the infections. In addition to improvement in outcomes and cost
savings, collaborative practice can quicken needed doses or drug adjustments, increase patients’
adherence to therapeutic plans, reduce adverse drug reactions through early detection and improve access

to the healthcare system.

In hospitals, physicians and pharmacists have been involved in collaborative practice agreementsfor
more than 30years in the areas of pain, anticoagulant, antibiotic and parenteral nutrition management
and drug dosing in kidney impairment, to name a few. Pharmacists improve care of patients and leverage

physicians numerous times daily in any one hospital.

Many of the services provided under the collaborative practice umbrella have developed due to the
expertise of the pharmacist in those areas, recognition of that expertise by physicians, and their desire to
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employ the most efficient approach to managing the therapy. Annulling this regulation does not mean
going hack to the status quo (in hospitals) prior to itspassage. An annulment may mean total
elimination ofthese services.

Annulling the regulation will also result in more telephone calls to physicians who have hospitalized
patients, burdening already stretched pharmacists and physicians. Pharmacists would otherwise be
screening orders written by physicians for the same service. In many cases pharmacists would have
reason to call a physician with an alternative recommendation, need for clarification, etc., or write a note
resulting in a delay of optimal therapy. More than 90% of these communications result in a change by
the physician. Why impose unnecessary burden by eliminating collaborative practice agreements?

Innovation and creativity is required to improve carefor patients with chronic conditions. Society is
aging. Older adults require more medications and have more chronic diseases that complicate their use
of medications. Frailties can interfere with taKing medications. Medication use is growing (6.9% of
healthcare expenditures in 1995 to 9% in 2000, S121.8 billion). Use of alternative therapies that can
influence traditional medications is widespread. Medication costs are increasing. Pharmacists arc the
3 largest healthcare provider group (RN 2.2 million, MD 598,000, RPh 200,000) and are at a point of
easy access to the system. Pharmacists are responsiblefor contributingjointly to improve care end
control costs to th epatient, community and state. We can do this most effectively through

collaborative practice.

The return on investment in pharmaceutical care services is greatfrom the standpoints ofdrug costs
and outcomes. The collaborative practice regulation may provide a foundation for future governmental
reimbursement for such services. Financial support will allow pharmacists to more effectively serve as

members of the healthcare team.
In Collaborative Practice, pharmacist activities may include:

e Assisting physicians in improving medication management and continuity of care (regular
communication)

e Providing, initiating, modifying, continuing, discontinuing, and monitoring a patient’s drug
therapy

e Ordering, performing and interpreting medication-related lab tests

e Assessing patient response to therapy

e Counseling and educating a patient regarding medications

e Administering certain medications such as vaccines

Thefollowing examples illustrate (he process and some benefits:

Warfarin Dosing Clinic: Warfarin is a medication used to prevent life-threatening blood clots. Dosing is
very dependent on patient factors, diet and other medications. If dosed too low, the patient may
experience a clot resulting in hospitalization or death; if too high, bleeding may occur and can be fatal.
Lab tests must be checked regularly and doses adjusted frequently according to the protocol. A physician
refers a patient to the pharmacist at the clinic and the dosing, lab checks and patient education are done
by the pharmacist. There is regular reporting of a patient's status to the physician and documentation of
patient visits in a medical record. Physicians arc consulted for circumstances outlined in the protocol or
when situations occur that are outside the protocol. Patients are not always compliant with appointments
for their lab tests - a tight tracking mechanism ensures they are called with a reminder. Warfarin dosing
clinics have provided a degree of oversight not usually attainable by physician offices and have
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decreased the adverse events associated with over or under dosing. Pharmacists are excellent providers
of this service ,sa result oflheir training in pharmacology, diet-drug interactions and drug-drug
interactions. Visits to these clinics are less costly to the patient and provide regular contact with a patient
on a high-risk drug. Oftentimes, other medical problems are noted during the visit and the patient is

referred to the physician.

Aminoglycoside Dosing: Aminoglycosides are antibiotics used for serious infections, most often in the
hospital. Successful treatment of an infection and avoidance of toxic drug effects depends on proper
blood levels of the drugs. Physicians will write an order for a pharmacist to dose the antibiotic. The
pharmacist orders the lab tests required for dosing and safe use. according to the Pharmacy and
Therapeutics Committee guidelines, until the physician discontinues the medication. Special analytical
calculations are sometimes required to determine the correct dosage. This service optimizes drug levels
earlier, potentially speeding recovery, avoids toxicity and decreases the number of blood tests a patient
must undergo, thereby decreasing cost of care.

In recent discussion between pharmacists and physicians regarding the Collaborative Practice
Regulations, several concerns have been raised.

1 Pharmacists will be able to provide, initiate or discontinue medications autonomously: Per a
collaborative practice agreement, the physician is requesting that a medication be initiated or
discontinued according to the protocol. In the case of a clinic or community pharmacy, the protocol
would be created by a physician and a pharmacist or group of pharmacists employed by the pharmacy.
In the case of a hospital, the Pharmacy and Therapeutics Committee represents the medical staff and is
the usual approval body for protocols applicable to inpatients. Protocols define type of patient,
disease state, drug or drug category involved, what authority is authorized in each case and the steps
to follow when making decisions. Some protocols may contain a decision algorithm to identify need.

2. The State Board of Pharmacy does not have the right to dictate physician delegation of prescribing:
The regulation applies to pharmacists entering into agreements with physicians.

3. Physicians will not be aware of the patient's status: Protocols arc required to identify the methods of
documentation and communication with the physician. Decisions must be evaluated by the
physician/s at least once every 3 months. In many cases, this occurs much more frequently; in the

hospital, daily.

4. Pharmacists aren't qualified for drug therapy management: Pharmacists are the only healthcare
professionals whose training primarily focuses on medication use. All pharmacists have had a
minimum of 3 years of pharmacy education after 2 years of general college. Some previous grads and
all current grads receive a clinical doctorate degree, Pharm.D., after a minimum of 4 years of

pharmacy education, including:

Didactic coursework in disease slates and evidence based therapeutics

Basic physical assessment

Experiential training in carc planning (patient-specific drug choice, outcome goals, monitoring
plans, dose adjustment, drug-drug and drug-disease interaction management) and collaboration
with other disciplines

How to educate regarding medications

Philosophy of direct responsibility to the patient
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Pharmacists may also have completed general or specialty residencies or have received certification:
National Institute for Standards in Pharmacist Crcdentialing (Asthma, DM, Anticoagulation, Lipid, etc.);
Board of Pharmaceutical Specialties, (Pharmacotherapy, Nutrition, Oncology, Psychiatry)

Collaborative Practice Protocols must specify whether completion of additional training is required.

5. Pharmacists will compete with physicians for patients: Collaborative practice is not independent
practice. Pharmacists wish tojoin in the restructuring of healthcare via a team approach using
knowledge and skills that are complimentary to those of other disciplines.5

Please consider these points and the potential contribution ofpharmacists in helping resolve our
burgeoning healthcare problems. Surely this will lead you to a different point of view on the State
Board of Pharmacy Collaborative Practice Regulation.

Sincerely Yours,

Elaine Reale, Pharm.D., Clinical Manager
Providence Alaska Medical Center
Member, Alaska Pharmacists’ Association

Attachment

1Comparison of an anticoagulation clinic with usual medical care. Anticoagulation control, patient
outcomes and health care costs. Chiquette E, etal. Arch Int Med 199S;15S:1641 -7.

~Developing and marketing a community pharmacy-based asthma management program. Rupp MT,
et.al. J Amer Pharm Assoc; 1997 Nov-Dec;37(6):694-9.

~The Ashville Project. Pharm Times. Romaine Pierson Pub. Westbury:NY. Oct 1998.

~Community pharmacists as immunization advocates: a pharmacoepidemiologic experiment. Int J Pharm
Pract Grabenstcin JD. 1993;2:5-10.

~Quality Chasm Report, 2001 Institute of Medicine



m
Collaborative Drug Therapy Management

What is Collaborative Drug Therapy Management (CDTM)?
Pharmacists and physicians voluntarily enter into an agreement to jointly manage a patient’s drug therapy via a
predetermined protocol. Pharmacist activities may include:
e Assisting physicians in improving medication management and continuity of care (regular communication)
e Providing, initiating, modifying, continuing, discontinuing, and monitoring a patient's drug therapy
e Ordering, performing and interpreting medication-related lab tests
e Assessing patient response to therapy
e Counseling and educating a patient regarding medications
e Administering certain medications such as vaccines
Benefits
e Improves drug therapy outcomes
e Reduces delays in modifying dnig regimens
< Increases patient adherence to therapeutic plans
* Reduces adverse drugs reactions through early detection
e Reduces emergency department visits
e Improved access to the healthcare system

How are pharmacists prepared to do CDTM? Why pharmacists?
« The only healthcare professionals whose training primarily focuses on medication use.
e Clinical doctorate degree, Pharm.D., after a minimum of 4 years of pharmacy education including:
-Didactic courscwork in disease states and evidence based therapeutics
-Basic physical assessment
-Experiential training in care planning (patient-specific drug choice, outcome goals, monitoring
plans, dose adjustment, drug-drug and drug-disease interaction management) and collaboration
with other disciplines
-How to educate regarding medications
-Philosophy of direct responsibility to the patient
< General and specialty residencies - intensive experience in clinical application and collaboration
e Certification - National Institute for Standards in Pharmacist Credentialing (Asthma, DM, Anticoag, Lipid, etc.);
Board of Pharmaceutical Specialties, (Pharmacotherapy, Nutrition, Oncology, Psych)
e  3r largest healthcare provider group: (RN 2.2 million, MD 598,000, RPh 200,000); Point of easy access to system

Why is legislation necessary?
- Define scope of practice at State level
e  Establish standards of practice
e Foundation for reimbursement to support sendee provision

National Statistics on CDTM
e 39 states have some form of CDTM (33 with statutes or regulations, 7 via Med Practice Acts or other rulings)
e 34 states include hospitals in addition to other types of facilities
e 29 states include communily pharmacies
e 67% of 376 integrated health systems have pharmacists who routinely participate in ambulatory clinics for chronic

diseases (ASHP 2001 sun'ey)

Increasing Need for Medication-Related Services and Pharmacist Involvement
e Aging ofsociety - Older adults require more medications and have '"re chronic diseases complicating their use
of medications. Frailties can interfere with taking medications.
e Medication use is growing: 1995 6.9% of healthcare expenditures to 9% in 2000 ($121.8 billion)
e Use ofalternative therapies that can influence traditional medications is widespread
e Medication costs arc increasing
e Shortages of other healthcare personnel

Supporting Concepts from National Medical Leadership
2001 Institute ofMedicine Quality Chasm Report: The healthcare system must be restructured incorporating a team

approach utilizing the combined efforts of a variety of healthcare providers with overlapping knowledge and skills;
ilmprove care for patients with chronic conditions via innovation and creativity. American College of Physicians and
American Society o fInternal Medicine in 2002: Endorsed the evidence based value of pharmacist contributions in hospital
settings and recommended more rigorously investigating the value of pharmaceutical care services in the community.
“Interdisciplinary carc requires common values, a common vision and an intuitive understanding of teamwork.”

(Mex Kay) Inherent in teamwork is trust. )
HMAMW/ 22 hremay/dfdoRadAtemGllsbRat Qtlire
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VAE AL AR

P.O BOX 709; Craig, AK 99921

(907) 826-5750/Fax: 826-5752

Honorable Senator Fred Dyson
Alaska State Senate

4 April 2003
Dear Senator Dyson,

I have just read over Pharmacy Board Regulation 12 AAC 52.240 relating to pharmacist
collaborative practice authority. | would like to list some considerations to this regulation
which come to my mind:

* This particular "type" of practice is currently being used extensively in the rural areas of
Alaska by the Native health facilities. Health aids are initiating treatments and dispensing
prescription medications to their patients based on a "flow chart" system used by Native
health. Whether good or bad, the situation necessitates this practice. | have worked in
pharmacies in 16 different rural areas in our state and know that this is a common practice.
It seems to work relatively well based on the protocols.

* My wife and | have worked in Medical Missions in three different locations. There were
always treatment protocols in place in all 3 ofthese places, similiar to "collaborative
practice agreements”. They seemed to increase the level of timely patient care and reduce
overall expenses at these mission hospitals.

* We have worked in other states inthe U.S. as pharmacists and this type of practice
seems to be the standard of care for other locations in the U.S.

* We currently work in a rural, remote part of Alaska here on Prince of Wales Island - in
southeast Alaska. We, as pharmacists, are often the most available health care personnel to
the public. Folks have access to us when other medical providers are not immediately
available. There are many small communities in Alaska which arc similiar to our situation.

* We have heard that the issue of emergency contraception is part of the reason for this
practice now being an issue. It seems to me that other standing protocols between health
professionals for these other disease states are much more important and should be
considered as being retained before contemplating a discontinuation o f the entire
colloborativc practice. Pharmacists (ourselves included) feel that there is a place for the
continuation of collaborative practice agreements between physcicians and pharmacists.
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Hope this is of help. Thank you for your service to the State in the Alaska Senate. | will be
praying for you as you address the difficult decisions unique to your position.

Sincerely, n

Bill Altland, Registered Pharmacist



April 15, 2003

The Honorable Fred Dyson
Alaska State Senate

State Capitol, Room 121
Juneau, AK 99801-1182

RE: Senate Bill 138 - Collaborative Practice Authority Repeal

Dear Chair Dyson,

0On behalfof Costco Wholesale and our Pharmacy locations in Alaska, 1would like to voice my strong
opposition to the repeal of the Board of Pharmacy Regulation that allows pharmacists and prescribes to
voluntarily enter into written collaborative arrangements that directly benefit the citizens of Alaska.

lam surprised that in a State such as Alaska, with boroughs and villages spread out across the state that
legislation would be introduced that could severely limit access to state residents in remote and rural areas.
Collaborative agreements enacted in states across the country allow prescibers and pharmacists to better
manage a patient’s care and ensure healthy outcomes. These are all done through written protocols and are
general ly patient specific. States that allow some form of collaborative practice agreements include:
Arizona, Arkansas, California, Connecticut, Florida, Georgia, Hawaii, ldaho, Indiana, lowa, Kansas,
Kentucky, Louisiana, Maryland, Michigan, Minnesota, Mississippi, Montana, Nebraska, Nevada, New
Mexico, Norti. Carolina, North Dakota, Ohio, Oregon, Pennsylvania, Rhode Island, South Dakota,
Tennessee, Tex.."., Utah, Vermont, Virginia, Washington and Wyoming.

Costco Pharmacy ioes not believe that pharmacists should be given prescribing authority independent of
physicians. Howev T, in specific instances, consultation with a pharmacist isa safe, convenient, and more
cost-effective way o addressing a drug therapy problem. Consider these examples:

Example 1: A patient taking penicillin comes inor calls a pharmacy reporting he has hives. Under
a written agteement, a pharmacist may be authorized to change his medication to alleviate the

allergic reaction.

Example 2: A patient complains of ringing in her ears and is taking anti-inflammatory medication.
The pharmacist could, under the written agreement, lower the dosage instructions for the patient to
try and eliminate the side effect while still achieving the desired results.

Example 3: A patient on blood pressure medication complains of dizziness and fainting. Under a
written agreement, a pharmacist could adjust the dosage of his medication to improve blood
pressure and alleviate the unwanted effects of the medication.

Under the terms of collaborate practice agreements, the pharmacist would make the patient’s physician
aware of any change indrug therapy.

Collaborative practice agreements improve patient care in a variety of ways. Studies have shown that up to
one-half of all patients do not completely comply with their prescription drug therapy. Pharmacy services



administered by pharmacists inchain and independent pharmacies have been proven to improve
compliance and prevent unnecessary hospitalizations caused by drug misuse. Collaborative practice
agreements are another mechanism to increase the opportunities for pharmacists to contribute their

expertise to drug therapies.

Collaborative practice agreements increase patient accessibility to necessary services and also strengthen
the pharmacist-physician relationship, ensuring that patients receive the most appropriate and

comprehensive drug therapy.

Costco pharmacists ARE NOT seeking independent prescribing authority. Collaborative practice
agreements would only al low pharmacists to modify, continue or discontinue a patient’s prescription drug

therapy under written protocol after a physician’s diagnosis.

Costco pharmacists ARE NOT seeking to require physicians to participate in collaborative practice
agreements. In order to function more efficiently in a marketplace rules by capitation, physicians may seek
to share some of their traditional responsibilities with their professional colleagues. Collaborative practice
agreements will allow physicians and pharmacist to voluntarily engage in these arrangements.

Costco pharmacists ARE NOT seeking to require patients to engage in any relationship with which they
are uncomfortable. Ifpatients do not want pharmacists modifying their drug "herapy or wish to maintain
their relationship with pharmacists who are not covered by an arrangement, they are under no obligation to

participate ina collaborative practice agreement.

These agreements, that through legislation, you are proposing to “outlaw™,allow for the voluntary
participation of the physician, the patient and the pharmacist. For any pharmacist, physician or patient not
comfortable with an agreement, they can simply choose to not participate. For those that see the benefit of
working in collaboration together, this gives them the opportunity to pursue a working relationship of this

nature.

Inour home State of Washington, the medical community has been working collaboratively with the
pharmacy community for over 20 years. The agreements inWashington exist in both the retail and Ve
institutional setting. Physicians, pharmacists and patients are pleased with the positive health outcomes in
which these agreements have resulted. In the retail setting pharmacists are able to administer vaccinations,
participate in asthma, diabetes and heart disease state management programs, as well as initiating smoking
cessation programs. All these are done through written protocols between a licensed physician and a

licensed pharmacist.

I strongly encourage you to not undo what has been done, and not prohibit this practice in the State of
Alaska.

Michael Mastromonica, R.Ph.
Assistant GMM , Pharmacy
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April 7, 2003

Senator Fred Dyson
State Capitol—'Room 121
Juneau, AK 99801-1182

Re: SB 138, Collaborative Practice

Dear Senator Dyson:

Our organization, the Academy of Managed Care Pharmacy (AMCP), rarely takes
positions, on state legislative proposals. We feel compelled to do so in this instance
because of our opposition to Senate Bill 138. SB 13S would annul an already
existing regulation permitting collaborative practice agreements between pharmacists
and prescribers, whereby pharmacists may initiate or modify drug therapy “in
accordance with a written protocol established and approved...by a practitioner
authorized to prescribe drugs.” If enacted, SB 138 would seriously incapacitate our
pharmacist members in their ability to provide appropriate drug therapy management
within the State of Alaska, and we believe that would be to the detriment of the

citizens of your state.

The Academy of Managed Care Pharmacy is a professional association of
pharmacists and associates who serve patients and the public by the promotion of
wellness and rational drug therapy through the application of managed care
principles. The Academy has more than 4,800 members nationally who provide
comprehensive coverage and service to the more than 200 million Americans served

by managed care.

AMCP strongly supports the concept of collaborative practice agreements— which
are currently allowed in 34 states, including Alaska—whereby a pharmacist can
initiate, modify, or continue drug therapy in accordance with written guidelines or
protocols previously established and approved by a practitioner authorized to
prescribe medications. The purpose of a collaborative practice agreement is to
improve the general public health by extending higher quality health care services to
more patients than is currently available.

Examples of the specific services pharmacists can provide under a collaborative
practice agreement include:
e Monitoring and evaluating the patient’s response to therapy and providing
recommendations regarding necessary changes
e Managing and monitoring drug therapy in patients receiving treatment for
cancer or chronic conditions such as asthma and diabetes
e Consulting with patients and their families on proper use of medications
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e Conducting wellness and disease prevention programs to improve public
health

e Overseeing medication use in a variety of settings: home care settings,
hospitals, ambulatory care, nursing homes and other long-term care facilities,
clinics, and intensive care units.

Collaborative practice agreements are particularly useful in areas where health care
services are widely dispersed, because they afford patients access to pharmacists,
when other health care professionals may not be as easily accessible.

Working closely and collaborativcly with physicians, the pharmacist can serve as a
trusted counselor to help streamline drug therapies prescribed by a number of
specialists and match effective therapies with a patient’s unique needs. The
pharmacist can also play a vital role in follow-up care, by monitoring patient response
and advising physicians on changes in dosage, medicine, or delivery method. By
incorporating the pharmaceutical care process into the patient’s health care plan, the
health care team assumes responsibility for ensuring that positive therapeutic and
quality of life outcomes are achieved.

We strongly urge you to withdraw SB 138 from consideration.

Sincerely,

William Hermelin
Director of Government Relations and General Counsel

Enclosures:

Where We Stand: Collaborative Practice Agreements

Where We Stand: Compensationfor Pharmaceutical Care Services
Concepts in Managed Care Pharmacy: Pharmaceutical Care

CC:
Senate Labor and Commerce Committee: Senators Bunde, Seekins, Stevens, Davis,

French
Senate Judiciary Committee: Senators Seekins, Ogan, Therriault, Ellis, French
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April 1,2003

The Honorable Fred Dyson
Alaska State Senate

State Capitol, Room 121
Juneau, Alaska 99801-1182

Dear Senator Dyson:

lam writing to you today to ask you to reconsider your intention to repeal Alaska"s pharmacist/physician collaborative practice
act, (12AAC 52.240).

Collaborative practice acts are particularly effective in rural and frontier states like Alaska, where access to health care services
can be severely limited. Collaborative practice acts, including Alaska’s, do not al low pharmacists to prescribe drugs. A
pharmacist’s actions are at all times determined by the contract developed and signed with the authorized prescriber. A
pharmacist acting outside this contraet is subject to disciplinary action by the Alaska State Board of Pharmacy.

The American Association of Colleges of Pharmacy (AACP) isamember of the Alliance for Pharmaceutical Care (APC). This
coalition of pharmacy organizations annually hosts a large exhibit during the National Conference of State Legislators annual
meeting. The exhibit isa well-attended event that demonstrates the clinical capabilities of today"s pharmacist. State legislators
see first hand why collaborative practice laws are important mechanisms that improve patient health outcomes. A recent study
in Minnesota concludes, “The results of this study suggest that decisions made by pharmaceutical care practitioners, working in
collaboration with physicians and other care givers to provide drug therapy management services, are clinically credible...."1
The Alliance would certainly welcome the opportunity to demonstrate to you the value of pharmaceutical care services should

you attend the NCSL meeting this year in San Francisco.

Since there isnot a school of pharmacy in Alaska, Icannot invite you to visitand see the in-depth knowledge pharmacy
students are instilled with regarding pharmaceuticals and their impact on humans. The pharmacist as a clinical health care
professional isgaining increased recognition throughout our nation®s health care delivery system. The power, number, and
increased use of pharmaceuticals make it imperative that physicians and other authorized prescribes have ready access to a

pharmacist. Collaborative practice acts make this a reality.

Should you need additional information or wish to discuss our request, please do not hesitate to give me a call. You can also
lind additional information regarding the Alliance for Pharmaceutical Care and collaborative practice through the website of

Director of GovernmenLAffairs

1426 Prince Street =Alexandria, Virginia 22314-2841 «=(703) 739-2330 <=Fax (703) 836-8982 =www.aacn.oru

(setts, B, et al. Quality Assessment of a Collaborative Approach for Decreasing Drug-Related Morbidity and Achieving
Therapeutic Goals. Archives of Internal Medicine 2002.


http://www.aacn.oru

Anchorage Pioneers' Home I.lancy 0. Davis 907 583-7880 p.03

ROBERT ALBERTSON

CS, CGP, FASCP
Chief Pharmacist

Wf(]\/l&
Ph: (007) 343-7294
Fax. (907) 343-7270
Stategﬁlasl(? . 923 WV I tth Avenue
Adhinistration *_ ¢ .ASj AK 99501

March 27,2003

RE: SB 138, Collaborative Practice Authority Repeal

Dear Senator Dyson,

I must ask you to reconsider your bill SB 138. This bill will undermine the cooperation
and collaboration that physicians and pliarmacists have practiced for decades.
Pharmacists have worked with physicians, nurses, and patients to provide smooth
integration ofcare, to decrease over all healthcare costs, and improve patient outcomes.

The Board ofPharmacy regulations concerning collaborative practice were issued on the
request of the profession and other health care professionals to helpformalize and
regulate a standard o fpractice that has been practiced in hospitals and community

setting for years. It diocs not issue prescriptive authority to pharmacists.

Pharmacists are extensively qualified, due to our length and depth o f training, to
implement a physician directed protocol. As laid out in the collaborative practice
regulations, these interventions are shown to improve patient care. Many studies have
shown that by improving patient health through collaborative practice -type protocols,
the overall health dollars spent is drastically reduced. In addition these types of
interventions help free the already limited time of busy physicians.

To repeal this regulation will not bring the profession ofpharmacy back to the time just
prior to the enactment of these regulations, but will undo the last 30 years o f
pharmaceutical advancement in community and hospital practice.

It is in the interest of patient’s well being that | implore you to withdraw this bill,

SB 138.

Sincerely,

pharmacist
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-4 6DTEF. ' memorandum tec. *10MN A
TO: V 7lu,TGeneral Medical Staffof PAMC NnNoron
FROM: Peter B. Adams, M.D. /31X [t

ChiefofStaff. Providence Alaska Medical Cent?' L ~

4<FDATE:~""La'rch 11,2003

RE: Pharmacy Collaborative Practice Act & Complkice at PAMC

At the February Medical Executive Committee meeting, t'r. Bundtzen, Chair of the
Pharmacy & Therapeutics (P&T) Committee, informed tho members that in 2002 the
Board of Pharmacy enacted Collaborative Practice regulatior Collaborative Practice is
an agreement between a physician and pharmacist(s) that ;:>rmits the pharmacist(s) to
manage specific drug therapies in accordance with a written protocol. These protocols
must meet specific requirements. While the language of the ugislation is geared toward
retail pharmacy practice, the board did decide that hospital:: needed to submit protocols
that had been approved by the organization’s Pharmacy ai:d Therapeutics committee.
Any physician on a hospital's medical staff could activate th:se protocols by writing an
order for a specific patient. An example would be a request for pharmacy to dose a

specific aminoglycoside by protocol.

Jim Moran, Director of PAMC Pharmacy, requested tba the Medical Executive
Committee allow Dr. Bundtzen, as the P&T Committee Chair, to sign a protocol
representing the Medical Staffs ability to participate in tollaborative practice with
pharmacists at PAMC. A discussion ensued regarding corcans of the Alaska State
Medical Association related to inclusion of physician prescri' ling authority delegation in
the regulation. Members agreed that Dr. Bundtzen sign the protocol so that Providence
Pharmacy may be in compliance with the law until the is* les in question are worked

through. \ N W aited - M i 4 i

MdM-] \ pg/<z«i7?l INir
At the February 13, 2003 State Board of Pharmacy meeting ihe following woFding was  vi
approved for submission as an addition to the current regilation:  "Nothing in this D\~ ivr

section (regarding collaborative practice) shall be constm:d to prohibit pharmacists
practicing in an institutional facility from participating in drug therapy protocols and
guidelines approved by the Pharmacy and Therapeutics Conrii rtittee or other medical staff
governing bodies of the institution. Records will be maintain*: d and available to the board
upon request." This exempts hospitals whose protocols are approved by their P&T
Committee from submitting protocols to the Pharmacy Boan 1for approval. Should this
addition proceed successfully through legislative channels in lThe next year, protocols for
hospitals will not require State Board of Pharmacy approval if they already have been

approved by P&T.

Providence Department of Pharmaceutical Care Services is row in full compliance with
the regulation, allowing our current and preexisting praoices of collaboration with

physicians’ in-patient care to continue.



FW: Threat to Coumadin Clinic /3 A

Subject: FVV: Threat to Coumadin Clinic
Date: Mon, 14 Apr 2003 12:54:05 -0800

From: "Snyder, Jean" gsnyderl@provak.org>
To: "Senator_Fred Dyson@legis.state.ak.us", <Senator_Fred _Dyson@legis.state.ak.us>

>

> have been made aware today o f S B 138 th at w ould repeal the provision in
> the current statutes th a't allow s for collaborative relationships between

> phsicians and pharmacist th at permits th e pharmacist to initiate or m odify
> drugs in accordance w ith a w ritten protocol approved by the pharmacy b oard
> and th e person w ith th e prescr riptive authority. Please reconsider. 1 f

> th is b il passes our coumadin c linic w o u ld disappear w hich is a

> tremendous service to our p atients It w o uld also prevent emergency

> contracewption re s ulting in an increase in unwanted pregmnancies and the

> resultant abortions .

>

> Thanks.

Jean Snyder MD
This message is intended for the sole use of the individual to whom it is

addressed, and may contain information that is privileged, confidential and
exempt from disclosure under applicable law. If you are not the addressee
you are hereby notified that you may not use, copy, disclose, or distribute
to anyone the message or any information contained in the message. If you
have received this message in error, please immediately advise the sender by

reply email and delete this message.
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Subject: SB 138
Date: Mon, 7 Apr 2003 17:29:51 -0800

From: "Schwartz, John" <jschwart@provak.org>
To: "Senator_Fred_Dyson@legis.state.ak.us"" <Senator_Fred_Dyson@ legis.state.ak.us>

Dear Senator Dyson,
I am writing to urge you to stop further consideration of SB 138

relating to collaborative agreements between pharmacists and physicians. |
have been in the practice of medicine in Alaska for 23 years and I am board
certified in internal medicine, family medicine and geriatric medicine and
am currently a faculty member of the Alaska Family Medicine Residency that
trains family physicians for practice 1in Alaska. Our patients are cared for
by over 30 physicians and mid-level practicioners and we are busy with the
job of caring for an increasing number of older Alaskans who are unable to
be seen by the private community due to the access 1issues caused by a
failing medicare program. We have had a collaborative relationship with the
pharmacists at Providence Hospital to manage patients on a blood thinner
called coumadin that has worked very well over the last couple of years.
This program has increased the safety for our patients in taking a
potentially dangerous but beneficial medicine and is a good example of what
could not take place in the future if your bill is adopted. I would be
happy to discuss this issue with you or testify at a committe meeting.
Thanks for your attention. Sincerely yours, John H. Schwartz M. D.

This message is intended for the sole use of the individual to whom. It is
addressed, and may contain information that is privileged, confidential and
exempt from disclosure under applicable law. If you are not the addressee
you are hereby notified that you may not use, copy, disclose, or distribute
to anyone the message or any information contained in the message. If you
have received this message in error, please immediately advise the sender by

reply email and delete this message.
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Physician opinion opposed tboSB 138

Infl

Subject: Physician opinion opposed to SB 138
Date: Tue, 8 Apr 2003 13:39:56 -0800
From: "Janssen, Andrew" <ajanssen@provak.org>
To: "'Senator_Fred_Dyson@legis.state.ak.us™" <Senator_Fred_Dyson@legis.state.ak.us>
CC: "Janssen, Andrew" <ajanssen@provak.org>

Dear Senator Dyson:

I am writing regarding Senate Bill 138 that would repeal the current statues
that allow for collaborative relationships between physicians and
pharmacisits. As a family practice resident in Anchorage 1 have many
elderly patients who cannot easily afford health care and need as much

"team"™ assistance as possible. Medical research has shown that Coumadin
Clinics, as we have at the residency, provide substantially better care to
many elderly patients who need coumadin to prevent strokes. This is a great

relationship between physicians and pharmacists.

I strongly urge you not to pursue SB 138 as it would compromise the care
many physicians provide to their patients.

Thank you for your time and effort.

Respectfully,

Andrew Janssen, MD
This message 1is intended for the sole use of the individual to whom it is

addressed, and may contain information that 1is privileged, confidential and
exempt from disclosure under applicable law. If you are not the addressee
you are hereby notified that you may not use, copy, disclose, or distribute
to anyone the message or any information contained in the message. If you
have received this message in error, please immediately advise the sender by
reply email and delete this message.
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Thursday, April 03, 2003 6;32 P M Nancy 0. Davis 907 563-7860

The Honorab'e Senator Fred Dyson

Alaska State Senate
State Capitol, Room 121
Juneau. AK 99801-1132

March 27, 2003

RE: SB 138, Collaborative Practice Authority Repeal

Dear Senator Dyson,

I must ask you to reconsider your bill SB 138. This bill will undermine the cooperation

and collaboration that physicians and pliarmacists have practiced for decades.
Pharmacists have worked with physicians, nurses, and patients to provide smooth
integration of care, to decrease over all healthcare costs, and improve patient outcomes.

The Board of Pharmacy regulations concerning collaborative practice were issued on the
request of the profession and other health care professionals to helpformalize anil
regulate a standar-1 ofpractice that has been practiced in hospitals and community
setting for years. It does not issue prescriptive authority to pharmacists.

Pharmacists are extensively qualified, due to our length and depth o f training, to
implement a physician directed protocol. As laid out in the collaborative practice
regulations, these interventions are shown to .improve patient care. Many studies have
shown tliat by improving patient health through collaborative practice -type protocols,
the overall health dollars spent is drastically reduced. In addition these types of
interventions help free the already limited time of busy physicians.

To ropoal this regulation will notbring the profession of pharmacy back 1O tho time just
prior to the enactment of these regulations, but will undo the last 30 years of
pharmaceutical advancement in community and hospital practice.

It is in the interest of patient’s well being that | implore you to withdraw this bill,
SB 138.

I<Ci)o ~ /hel 79
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The Honorable Fred Dyson
Alaska State Senate
State Capitol, Room 121
Juneau, AK 99801-1182

RE: Senate Bill 138 - Collaborative Practice Authority Repeal

Dear Senator Dyson,

Imust ask you to reconsider your bill SB 138. This bill you have introduced is a
legislative bill which will undermine cooperation and collaboration that physicians and
pharmacist have practiced for decades.
We, as pharmacists, have worked with physicians, nurses, patients, and other health
care providers to provide
e smooth integration of patient care,
e to decrease cost, and
e improve patient outcomes.
e Increase patient understanding of how drugs are tools in health care and how that
proper relationship leads to better outcomes
* The Board of pharmacy regulations was issued on the request of the profession and other
health care professionals to

» help formalize and regulate a standard of practice that have been practiced in
hospitals and community settings for years,

e it does not issue prescriptive authority as other providers have been granted by
the state over the past years,

e though we feel that we are ultimately qualified because of our back ground, length,
and depth of training we are asking only to implement agreed on, in advanced,
physcian orders to better patient care.

» to recognize formally, collaborative agreements with other health care providers
that have already existed for years.

* to help coordinate care to have more consistant outcomes

e thus reduce costs and improve patient outcomes

« by taking care of maintenance and pre-authorized changes,

e freeing up the limited time of other busy providers.

e we can take a turn around in order changes normally now of4 hours to 2 weeks, to
if collaborative care is available, as little as 10-20 minutes.

e saving time, dollars, and improving patient outcomes.

The Republican platform is and has been to have less government interference, to
increase efficiencies by letting business do its job better, this bill will run counter to that
mandate. It will actually bring chaos to the delivery of health care by slowing down
communication. The legislature has many pressing issues this year to resolve, to take time for
this issue, violates fundamental party platforms. Allow the legislative body to spend more time
on real issues, to efficiently run state government, that is the legislature's mandate. Let the
boards that represent the state regulate the profession., that is their mandate. Please withdraw

SB 138.

Sincerely Yours,

Gerald KW Brown, president

Alaska Pharmacist Association

PO Box 70196

Fairbanks, Alaska 99707
gkwbrown@alaska.com

907-452-1 514(W) 907-452-1 91 7(Fax work)
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT IN ANCHORAGE

ALASKA STATE MEDICAL
ASSOCIATION, an Alaska
Corporation,

Plaintiff,

VS.
Case No. 3AN-02 Cl

THE STATE OF ALASKA,
Department of Community and
Economic Development, Division of
Occupational Licensing, Board of

Pharmacy,

Defendants.

COIHTLAINT FOR PERMANENT INJUNCTION
Plaintiff complains against the defendant as follows:
1. Plaintiffis an Alaska Corporation in. good standing, which has paid all taxes and filed
all reports which are due and is in all respects qualified to prosecute this action.
Plaintiffs membership consists oflicensed physicians, resident physicians and medical
students in the State of Alaska currently engaging in the practice of medicine.

2. Defendant Board of Pharmacy (“the Board™) is a Board statutorily created pursuait

to AS 08.80.010 et. seq.

COMPLAINTFORPERMANENT INJUNCTION
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3. The Phanmacy Board has adopted a regulation, 12 AAC 52.240 (“the regulation™)
wliich purports to allow pharmacists to enter into a collaborative practice agreement the
terras o fwhich allow the pharmacist to initiate ormodify drug therapy in accordance with
awritten protocol, make therapeutic decisions and engage in other medicalL., dental and/or
nursing activities. The regulation also allows the Board to determine whether or not the
pharmacist has been adequately trained in the procedures outlined in the protocols.

4. The Board has acted outside the scope of its statutory authority by adopting this
regulation and is therefore in violation of AS 44.62.020 and .030.

5. Plaintiff is entitled pursuant to AS 44.62.300 to bring this action for a judicial
declaration that the regulation is invalid.

6. Theregulationviolates AS 08.80.261(9) which prohibits apharmacistfrom dispensing
a controlled substance without a specific prescription.

7. Theregulationviolates AS 08.80.295(a) by allowing apharmacist to prescribe without
a specific prescription.

8. The regulation violates AS 08.80.480(21) (27) (30) and (31) by allowing pharmacists
to operate beyond the statutorily prescribed boundaries of the practice of pharmacy and
engage in llie activities which are reserved by statute to practitioners authorized to
prescribe and administer drugs in the course of their professional practice.

9. Tie regulation invades the statutorily granted authority of the Medical Board to

prescribe regulations governing die responsibilities of supervising physicians (AS

COMPLAINT FOR PERMANENT INJUNCTION
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08.64.107 (4)) as well as the statutorily granted authority of the Medical, Dental and
Nursing Boards to regulate the practice ofmedicine, dentistry and musing (AS 08.64.100,
08.36. 075 and 08.68.160.)

10. The regulation violates AS 08.64.170, 08.36.100 and 08.68.160 by granting
pharmacists the right to engage in practices that are only authorized to be performed by
persons licensed under AS 08.64, 08.36 and 08.68.

11. Theregulationviolates AS08.64.380(6)(A), 08.36.360 and 08.68.410(8) by allowing
pharmacists to practice medicine, dentistry and/or nursing without a license.

12. The regulation violates 12 AAC 40.967(8) which makes it unprofessional conduct
for aphysician to delegate responsibilities thatrequire alicense or permitunder AS 08.64
to persons who do notpossess the appropriate education, training, or licensure to perform
the responsibilities.

13. The regulation allows the Board to determine the training and competence of those
who are making decisions concerning the initiation or modification of drug therapy,
making therapeutic decisions, monitoring patients and engaging in other medical, dental
and/or nursing activities. These determinations are beyond the scope of the Board’s

authority, beyond the competence ofits members and invade the province ofthe Medical,

Dental and Nursing Boards.

COMPLAINT FOR PERMANENT INJUNCTION
ALASKA STATC MEDICAL ASSN V. SOA
CASENO. 3AN-02- CJIVIL 3



14. The Board has actually approved numerous protocols pursuant to this regulation, all

ofwhich violate the statutes and regulations cited above. Each ofthese protocols poses

apotential threat to the health and safety of medical patients in the State of Alaska.
A. Exhibit A is an agreement which allows pharmacists employed by the
SEARHC Clinic Juneau Pharmacy to initiate warfarin therapy, gather appropriate
subjective data, adjust dosage following guidelines set up for physicians, deviate
from those protocols if the pharmacist decides the clinical situation warrants,
assess vital signs and interpret medical histories.
B. Exhibit B is an agreement which allows pharmacists employed by the
Providence Alaska Medical Center pharmacy to manage anticoagulant therapy
including patient assessment of signs and symptoms of acute medical problems
and/or complications including bleeding, drugintolerance, and thrombotic events;
change dosages; prescribe by phone; and document their assessments in the
patient’s medical chart.
C. Exhibit C is an agreement which allows pharmacists employed by the
Providence Alaska Medical Center pharmacy to dose or adjust doses o fnumerous
medications; assess patients’ response to these doses; therapeutically exchange
medications; monitor patients’ blood levels; determine if dosages are safe and
therapeutically optimal; assess renal function, EKG, electrolytes and other lab

tests; determine what lab tests arc appropriate; write doses for specific

COMPLAINT FORPERMANENT INJUNCTION
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medications not specified in usual protocols; write orders in the patient’s medical
charts; assess the patient’s status and therapeutic progress; develop action plans;
and manage patient therapy solely by the pharmacist at the request o fa physician.
D. Exhibit D is an agreement which allows pharmacists employed by the Fred
Meyer Pharmacy in Anchorage to dispense emergency contraceptive pills after
assessing the need for the pills; make judgments concerning whether or not the
patient conld be pregnant or have contacted a sexually transmitted disease; and
counsel the patient on medical options.
WHEREFORE, plaintiffrequests the following relief form the Court:
1. Declare 12 AAC 52.240 null and void and order it struck from the Alaska
Administrative Code.
2. Permanently enjoin the Division of Occupational Licensing and/or the Pharmacy
Board from enforcing the regulation and/or adopting any further protocols pursuant to
that regulation.
3. Declare any protocol established and approved by the Division of Occupational
Licensing .nd/or the Pharmacy Board pursuant to 12 AAC 52.240 be null and void.
4. Order the Division of Occupational Licensing and/or the Pharmacy Board to notify

any person or entity which is a party to any protocol established and approved pursuant

to 12 AAC 52.240 that the protocol is null and void.

5. Award the plaintiffits costs and attorney’s fees.

COMPLAINT FOR PERMANENT INJUNCTION
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6. Grant the plaintiff such other and further relief as may be appropriate.

DATED at Anchorage, Alaska this day of December, 2002.

BISS & HOLMES
Attorneys for Plaintiff

By:

Roger F. Holmes
ABA N0.7011060
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