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ACTI ON NARRATI VE

TAPE 01-1, SIDE A
Number 001

CHAIR LESIL MGQUIRE called the Joint Commttee on Adm nistrative
Regul ation Review to order at 9:37 a.m Represent ati ves
McGQuire, James, and Hayes were present at the call to order.
Senator Lincoln arrived as the neeting was in progress.
Representative @uess was also in attendance. Chair MCQuire
invited Ms. Cook to begin her review.

REVI EW OF COW TTEE PONERS

Nunmber 0057

TAMARA COCK, Director, Legal and Research Services, Legislative
Affairs Agency, Alaska State Legislature, began by saying that
the Joint Commttee on Admnistrative Regulation Review (ARR) is
a permanent interim conmttee of the legislature that has been
established in statute. The general powers of ARR is set out in
AS 24. 20. 460. She explained that the commttee was forned to
review the adoption of regulations by the executive branch and
consider them in ternms of whether or not those regulations

acconplish legislative intent. Ms. Cook noted that paragraph
(4) AS 24.20.460 provides the commttee the authority to
consi der proposed regul ations. The commttee is not limted to

review of regulations that are adopted and filed. The comittee
can get involved earlier in [the regulation-nmaking/ adoption]
process.
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Nunber 0187

M5. COOK enphasi zed the inportance of the Suprene Court's ruling
in 1980, which restricted the power of ARR with respect to sone

of the statutory provisions. Those statutes have never been
anended or repealed subsequent to that ruling. Ms. Cook
expl ai ned:

Essentially, the Admnistrative Regulation Review
Comm ttee, by statute, has the authority to recommend

to the full legislature that they consider the
annulment of a regulation by resolution. ...the
mechani sm whereby the legislature can exercise the
| egi sl ative vet o of a regul ati on was hel d
unconstitutional in the case State v. AL.I.V.E
Vol unt ary. So, it doesn't do either the conmttee or
t he | egi sl ature any good to subm t such a
recommendation now, to the full |Iegislature. In
addition, the sane case, | think, nmakes it fairly

clear that the power of suspension that appears in the
statutes for the [Admnistrative] Regulation Review
Commttee at [AS] 24.20.445 is not going to be upheld
by a court, if you attenpted to exercise it. Now,
that provision essentially ... purports to give the
commttee the power to suspend the effectiveness of a
regulation that it has objections to. And it seens to
me, quite clear, that the conmttee cannot act to that

| evel. Essentially, the court, in State v. A L.I.V.E
held that if the legislature wishes to take an action
that has binding legal effect ... on others, a third

party's, that it nust act by wusing the enactnent
procedures that are set out in the state constitution.
That is, it nust pass a |aw There nust be three
readi ngs, there nmust be a required vote separately by
each house. The subject nust be reflected in the bill

and above all, a piece of legislation is, of course,
subject to veto by the governor, subject to being
overridden by the |egislature. So, it is those

provi sions that our court held define the scope of the
power of the legislature to effect the rights of third
parties (indisc.). So, | think it is inportant to
bear in mnd that while the committee cannot mnake a
recommendation that the legislature effectively use
its legislative veto authority through the use of a
resol ution, there is nothing that prevents the
| egi slature from doing what it has always done and
that is enacting | aws.
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MS. COOK conti nued:

A regulation is essentially a legislative power that
is exercised by the executive branch of governnent
pursuant to a delegation by the legislature itself.
The legislature can always w thdraw a del egation

to a certain extent. So, one of the things that

the commttee can certainly do in response to concerns
about a regulation is to look at the wunderlying
| egi slation and consider nodifying the legislation in
a way that neets the concerns of the commttee. The
commttee has the right to introduce legislation

through the Rules conmttee. So, that ... course of
action is always available to the legislature and to
the commttee to pursue and remains, probably, its
nost pot ent t ool . That and, I woul d  say,

participation in the regulation process at the
proposal stage is potent.

Nunber 0454
M5. COX sai d:

The other thing that | would I|ike to draw the
attention of sone of the nmenbers of this commttee to
is the fact that not every regulation, a fair nunber
of them now, ... is adopted under the Adm nistrative
Procedure Act [APA]. There are a great nmany
regul ations in areas, where the legislature has itself
made the policy determnation that they were going to

give a particular agency or, in the case of the
railroad, a public corporation the ability to adopt
regul ations wthout conplying with the APA Now,

obviously, they conply with some sorts of due process
requi renents attached, but they're not necessarily
Adm ni strative Procedure Act regulations. And, |
think a | ot of people do not understand this. There's
nothing that prevents this conmttee from getting

involved in those sorts of regulations as well, even
t hough they're not subject to the sanme kind of process
that you see. Now, ... the APA actually has a

provision that says that proposed regulations are
going to be delivered to the committee for its review
Some of the other provisions where you see a statute
that says an agency nmay adopt regulations it does not
have to follow the APA, it also goes on to say that
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those regul ations shall be submtted to the commttee
for its review In many cases, there's such ... an
i ndependent statenment, but not in all. Nevert hel ess,
| think it's quite clear that this commttee could
consider regulations from sources where the adopting
agency is not required to conply with the APA And
so, that was a point that | thought |I ought to nake.

M5. COOK offered to answer questions fromthe conmttee.
Nurmber 0584

CHAIR MGU RE rel ated her belief that there is actually a |lot of
m sconcepti on about what ARR can and cannot do. She noted that
the commttee packet includes M. Cook's overview of the
committee' s power.

REPRESENTATI VE JAMES commented that ARR has, in the past, been
successful in negotiating [changes] with the agency during the
witing of the regulations. She enphasized that this commttee
can nmake a difference w thout introducing |egislation.

Department of Law s Revi ew of Regul ati ons

Number 0713

DEBORAH  BEHR, Assi st ant Attorney Ceneral, Legislation &
Regul ati ons Section, Civil Division(Juneau), Departnent of Law
(DAL), infornmed the commttee that she is the person who signs-
off on all the aforenentioned APA regul ations. Ms. Behr noted
that Steve Waver, also in the Legislation & Regulations
Secti on, is available to answer regulatory questions on
particul ar projects. She noted that the conmmttee packet should
include the current "Adm nistrative Drafting Manual for
Regul ations. " "All state agencies that are required to conply

with the APA nust neet this,” she said. This manual, which can
al so be found on the Departnent of Law s hone page, highlights
all the different steps in the regulatory process. She offered
to give the commttee or its staff a separate briefing on the
manual . The commttee packet should also contain a docunent
| abel ed, "Exhibit 1," which is the Al aska Adm nistrative Code
(AAC) contacts for the executive branch. She explained that the
governor adopted an Adm nistrative Oder, which requires that
each departnent have an admnistrative [regulatory] contact.
She identified this contact person as "one stop shopping" for
that particular departnent and al though this person may not know
all the details, he/she will know how to obtain them
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Nunmber 0878

M5. BEHR turned to two recent statutory provisions. She first
addressed the statutory provision requiring that admnistrative
regul ati ons be posted on the online public notices [site]. She

directed the conmttee to the document entitled, "Exhibit 2."
The online public notice system is running and all the state
agencies are using it. She pointed out that the site has a copy
of the notice for the regulations, which specifies when and

where the hearings are. Furthernore, if regulations have been
adopted, it provides a summary of those regul ations. Ms. Behr
then addressed the statutory provision regarding e-mail to
| egislators and the need for legislators to receive e-mail as
fast as possible. She related her understanding that this is
being inplenented by all agencies that have to do APA
regul ati ons. She said that she has heard that has been quite
successful .

Nunmber 0966

M5. BEHR announced that she would now focus on a pared down
presentation regarding how DOL reviews regulations. She again
offered to provide the commttee or its staff with a separate
briefing on this mtter. Ms. Behr directed the committee's
attention to a document entitled, "Exhibit 3," which is a
checklist that DOL uses to review regul ations. She enphasi zed

that DOL's statutory duties to review APA regulations is a |egal

review not a policy review This review is a two-|evel review
in which an agency attorney is assigned to every project and
thus each project wll include soneone who deals wth the
particular area of law on a daily basis. Then the review noves
up to Ms. Behr's level where [the project] is reviewed on the
basis of whether it conplies wth the statutes and the
constitution. She noted that APA establishes the requirenents
for the tineframes regarding how long regulations should be
available for public coment and when the regulations can be
adopted, the types of hearings required, and the types of

docunents required. Ms. Behr said that she reviews all that

informati on and the procedure foll owed.

IVB. BEHR remarked that the ~conmittee is probably nost
interested in her Jlegal review of the substance [of the
regul ati ons]. She explained that first she reviews whether the
state agency has regulation-witing authority. Next, she would
review whether the regulation is consistent with the statutes.
She noted that she would also review whether the regulation
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neets the legal requirenent to be reasonably necessary to carry
out the statute for which she generally defers to boards,
commi ssi ons, and comn Sssi oners. She pointed out that she would
question [a reqgulation] if it looked like it is outside the
range of what a court would approve. Finally, M. Behr reviews
whet her t he regul ati ons meet t he state and federa
constitutions, which she remarked to often be the nost difficult
part of the review.

Nunber 1229

M5. BEHR turned to the issue of how long it takes to do a
project, to which she said it depends. However, once a
regulation is approved for filing by the |ieutenant governor, it
goes to the Ilieutenant governor who now has limted review
authority. The legislature gave the |ieutenant governor the

ability to review "nonboard"” regulations on the basis of failing
to faithfully execute the laws and give the agency nore tine to
respond to specific issues raised by ARR  The conmittee has the
opportunity to submt comrents during the public coment period
and the Ilieutenant governor can review whether those comrents
were responded to appropriately. Ms. Behr echoed M. Cook's
comment about the commttee commenting during the public conment
period. She offered to answer any questions.

Board of Pharnmacy Revi ew

CHAIR McGUJ RE announced that the commttee would now hear the
revi ew of the Board of Pharnacy.

Nunmber 1363

CATHERI NE REARDON, Director, Division of QOccupational Licensing,
Departnent of Community & Econom c Devel opnent, inforned the
commttee that her division oversees the Board of Pharmacy,
which adopted regulations on January 12, 2001. These
regul ations aut hori ze col | aborative agreenents bet ween
pharmaci sts and physicians or other prescribing health care
pr of essi onal s. She pointed out that these regul ati ons have not
yet been approved by DOL and that process may take several
nont hs. I f these regulations were approved by DO.L, M. Reardon
projected the results of these regulations would be evident in
the sunmmer. She noted that the regulations should be in the

committee packet.

M5. REARDON referred to page 2 of the regulations, which inserts
a new section entitled, "Pharmaci st Col |l aborative Practice
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Aut hority." She noted that she would refer to physicians for
pur poses of discussion, although this collaborative agreenent
could be with any practitioner authorized to prescribe drugs
under AS 08. She reviewed what the regulations required in the
protocol as specified in the new section 12 AAC 52.240 (b) (1)-
(7). She pointed out that this [collaborative agreenent] would
be restricted to |egend drugs, nonnarcotics. Furthernore, this
witten agreenent nust be submitted to the Board of Pharnmacy,
who nust approve it before the relationship is established.

Number 1573

M5. REARDON referred to the final section of regulations
entitled "Mnitoring of Drug Therapy By Pharnacists.” Thi s
section would allow a physician to establish an agreenent with a
phar maci st . For exanple, the nonitoring may be such that when
an asthma patient comes in each nonth for refills, the
pharmaci st tests this patient to determne the anount of air the
patient can breath and dependi ng upon the results the pharmnaci st
can either renew the prescription or call the physician.

M5. REARDON enphasized that [these regulations] deal with the
Board of Pharnacy. [ These regul ations] would allow pharmacists
to enter into these [collaborative] agreenents under the
specific conditions. However, the Medical, Nursing, and Denta
boards would retain their ability to govern how their
prof essi onal s behave. Therefore, those boards could choose to
wite their own regulations. Furthernore, the Medical Board
retains the ability to establish the rules for doctors and thus
can nmake these rules nore restrictive than the pharmacy
regulations, if the Medical Board wanted to engage in a
regul ati on project. The case would be the sanme for the Nursing
and Dental boards as well. Ms. Reardon explained that she
nmentioned this due to the concern surrounding the broadness of
the regul ations. The broadness of the regulations may be
advant ageous to the other boards because each profession can
tailor [its regulations] or perhaps choose not to engage in
[ col | aborative agreenents]. Ms. Reardon also enphasized that
t hese agreenents are voluntary and optional. Furthernore, these
col | aborative agreenents could be focused such that it refers to
a specific patient or board such that it refers to a class of
people. She noted that the Board of Pharmacy did discuss these
regul ations at five different neetings; this has been a two year
process.

Nunber 1789
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M5. REARDON infornmed the conmttee that an Anchorage physician
had asked whether the agreenment she is contenplating with |oca
pharmaci sts to provide energency contraception would conform to
Medi cal Board standards. On January 19 the Medical Board wote
that this physician could enter into an agreenent for the
energency contraceptive care after the pharmacy regul ations take
effect, as long as the physician ensures the pharmacist has
appropriate education and training. She enphasized that this
col | aborative agreenent is not specifically directed at
enmer gency contracepti ves.

M5. REARDON concl uded by rem nding the commttee to keep in mnd
the current realities of health care. She related her
inpression that sonme of these «collaborative relationships
bet ween pharmaci sts and physicians may be occurring now. For
exanple, in a hospital physicians may be delegating certain
responsibilities to pharmacists. She also posed the possibility
that physicians may [already] be requesting that pharnacists
refill all their patients' prescriptions once during the
physi ci an's absence. Therefore, perhaps these regul ati ons would
provide some form and docunentation of the collaborative
rel ati onshi ps [that already exist].

M5. REARDON addressed the issue of fragnentation of care. She
posed an exanple in which an individual obtains a flu shot from
a pharmacist who has an agreenent to admnister the flu shot,
but the agreenment is not with that individual's physician. In
such a case, there is concern regarding how that individual's
physi ci an woul d know t hat he/she had that treatnent.

Nunber 1978

DR. CCOLLEEN MJURPHY testified via tel econference. She enphasized
the inportance of passing these regulations in order to cover
the current practice of nedicine and pharnacy. She pointed out
that the mmjority of Anchorage hospitals «currently have

phar maci st's wor ki ng in col | aborative rel ationshi ps wth
physi ci ans. Furthernore, pharmacists and physicians are working
col |l aboratively as M. Reardon stated earlier. Dr. Murphy

informed the commttee of a physician who had signed a
col | aborative agreenment with a local pharmacy in order to
provide the flu vaccine and the nuenococol (ph) vacci ne under his
prescriptive authority.

DR. MJURPHY turned to the issue of fragnentation of health care

and stated, "it's not really fragnentation, it depends on how
you choose to work with your health professional colleagues.”
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She said that she would like to think that [health professionals
woul d work] coll aboratively. Dr. Mirphy expressed the need for
any collaborative practice agreenment to have the option for the
patient to request for the encounter provided through the
pharmacist to be faxed to the primary care physician.
Therefore, the fragnentation could be easily overcone. Dr.
Mur phy nmentioned that other states with coll aborative agreenents
have denonstrated that sone patients don't want their primry
care physician to know about the care sought outside their
of fice. In conclusion, Dr. Mirphy expressed her interest in
[ col | aborative agreenents with pharnaci sts] proceedi ng.

REPRESENTATI VE JAMES related her wunderstanding that in many
cases, the pharnacist nay be nore famliar wth certain
medi cations than a physician. She asked what energency
contraception is.

CHAIR McGU RE, upon determning that Dr. Mirphy was not online,
announced that Representative Janes' question would be held
until Dr. Mrphy was back online.

Number 2156

LIS MERTEN, National Association of Chain Drug Stores, testified
via teleconference. Al though she said that she was nainly
interested in listening to the hearing, she noted support of the
regul ati ons being discussed. Ms. Merten echoed Ms. Reardon's
earlier statenent that these [collaborative] arrangenents are
vol unt ary.

SENATOR LINCOLN noted that Wshington has had collaborative
agreenents for sonme tinme and thus she asked if there have been
any problens. She also asked if Alaska's regulations are
simlar to Washington's regul ati ons.

MS. MERTEN deferred to Rod Shaf er
Number 2232

ROD SHAFER, Executive Director, Wshington State Pharmnaci st
Associ ation, noted that he has provided the commttee with a
packet of information of which one side includes information
provided at the National Conference of State Legislators. That
i nformation includes studies that docunent the val ue pharnmacists
bring to the health care arena, that is value in patient
outcones and dollars saved. The second portion of the
i nformation addr esses phar maci st s’ contributions in
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col | aborative practice arrangenents. He said that information
reviews what collaborative practice arrangenents are and the
advant ages of such. He noted that the conmittee should also
have information regarding nedication use in the U S There is
also a section that addresses the potential dollars that
pharmaci sts' services in collaborative arrangenents could save
Medi cai d.

MR. SHAFER then turned to the Power Point presentation that
reviews what has happened in Washi ngton. In 1979 Washi ngton
enacted the [collaborative practice agreenent] laws and in 1980
the rules were promul gated and subsequently approved in 1981.
Therefore, Washington has about 20 years of experience wth

[ col | aborative agreenents]. He referred the committee to a
docunent entitled, "1993-1999 Survey Goals" that neasured the
satisfaction from the pharmacist and the prescriber, the

frequency of use of these arrangenents, and defined the inpact,
and determ ned whether the Board of Pharmacy should pronote
these arrangenents as an effective way of pronoting health care.
In 1999 "we" reviewed what quality 1insurance neasures were
included in these collaborative practice agreenents as well as
what type of data was coll ected. He infornmed the commttee of
the followwng information [that was obtained from the surveys].
In 1993 there were 57 protocols on file with the State of
Washi ngton, the majority of which were with hospitals and HMOs

(heal th mai ntenance organi zations). O those 57 protocols, 44
responded. He indicated that 135 prescribers and 84 pharnacists
responded as well. M. Shafer directed attention to the
foll ow ng informtion: "utilization with seven pharnmaci sts and
27 physicians per protocol." He remarked that nany of these
protocols had to do with group practices, which results in the
skewed nunbers. In 1999 the nunber of protocols has grown to

358, which doesn't include the 153 protocols for the provisions
of energency contraception ...

TAPE 01-1, SIDE B

MR. SHAFER indicated that 88 of those participating responded,
of which "double the anpbunt of pharnacists and physicians

sent in their surveys." He specified that the type of
prescriptive authority being looked at is the initiation of
t herapy, the nodification of [therapy], and the continuation [of
t her apy] . He explained that the initiation could be as sinple
as soneone requesting a flu shot, which the pharmacist gives.
O, the initiation could be such that a physician wites an
order and sends a patient to the pharmacy-based pain clinic.
The order could instruct the pharmacist to control the patient's
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pain per protocol. Modification of therapy would be in the case
of a patient who is already on sone protocol and the pharnmaci st

reviews the protocol [in case] there are extenuating
circunstances that pr event conpliance wth the treatnent
pr ot ocol . M. Shafer rem nded the commttee that today there
are over 10,000 drugs avail able. Furthernore, the treatnent

nodalities are very conplex and soneone needs "to hold their
hand t hrough that process and we think the pharmacy plays a huge
role in that." He indicated the need for the physician and
pharmaci st to work together in order to have the results desired
by the physician, pharmacist, and patient. The continuation [of
therapy] is simlar to the aforenentioned exanple of [a
physi ci an] being gone and requesting that [a pharmacist] refil
the patient's prescription [based on the agreenent].

MR. SHAFER enphasi zed that in Washington today 35 percent of al
protocols are in chain pharmacies, 26 percent of the protocols
are independent and 20 percent of the protocols are in nedical
Therefore, about 78 percent of these protocols are occurring in
anbul atory care settings not in institutional settings. Thi s
illustrates that nore care is noved into the comunity where
peopl e are. M. Shafer identified "the next great 'Aha' in
health care" as occuring when there is the realization that when
health care is where people are, they wll access it. He
continued, "Wien we make it difficult for them to access health
care, then they don't and we end up with people who are very
sick when they finally get to our doorstep.” This is
exenplified with inmunizations such as that for the flu shot.
Pharmacists in the State of Washi ngton provided over 135,000 flu
shots | ast year

Nunber 2272

CHAIR MGURE asked if there have been any lawsuits that
resulted from [collaborative agreenents]. She noted discussions
that she has had regarding whether physicians in Al aska can
del egate any of their healing authority. She inquired as to the
liability for the physician, if those authorities are del egated
at the various stages.

MR. SHAFER answered, "After 20 years we've had no conplaints, no
| awsuits, no incidence of a patient who has been harned. Not
one."

MR. SHAFER continued with the results of these protocols after

20 years. In 1993 there was a 98 percent satisfaction rate from
physi ci ans involved with these. He did note that there was one
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physician and one pharmacist who were unhappy wth their
protocol, however, it didn't result in anything bad happening to

pati ents. In 1999 there was a 95 percent satisfaction rate
[from physicians involved with these protocols] and pharnacists
were also satisfied. He turned to the quality assurance

nmeasures and noted that in 50 percent of the cases, there was
case review by the pharmaci st and the physician. He noted other
quality assurance neasures, such as chart audi ts, [the
collection of data in regard to] adverse drug reactions, and
conpl ai nts. He said that there is no review 34 percent of the
tinme. M. Shafer inforned the conmmttee that the Washington
Medi cal Association has a policy that says it is not opposed to
col | aborative practice agreenments between physicians and
pharmaci sts and other health care providers as long as it is on

a one-to-one basis. In nost cases, [the Washington State
Phar maci sts Association] agrees with that. He could think of
two cases, energency contraception and inmunizations, that woul d
need a broader base protocol. In fact, the Washi ngton Medi cal

Associ ation has a resolution that endorses the provision of
energency contraception and i nmuni zati on by pharmaci sts.

Number 2097

MR. SHAFER turned to the outcone data collected. In regard to
whet her the set goals were being achieved, 48 percent of the
time [the goals were net]. He noted that 44 percent of the tine
patient satisfaction and quality of |ife issues were reviewed.
Ei ghteen percent of the time access to care was being reviewed.
He indicated that these collaborative agreenents do inprove
access to care Dbecause the npst accessible health care

professional is the pharmacist. The equivalent of the U S
popul ati on wal ks through a pharnmacy once a nonth, which provides
huge opportunities for education and "hand hol ding." He noted

the collection of data regardi ng adverse events.

MR, SHAFER noved on to the perceived inpacts from the
prescribers on the patient. He commented on the physicians

[ perception that these <collaborative agreenents] increased
patient conveni ence, decreased costs, and increased the quality
of care. The pharmaci sts' perception was a bit higher. Wth
regard to the [Washington] Board of Pharnmacy's reconmendation
regardi ng whet her pharmaci sts should pronote collaborative drug
t herapy managenent as a nethod of inproving patient outcones, 76
percent of prescribers responded in the affirmative. O course,
pharmaci sts had a higher approval rating. No one expressed the
need to discourage this type of collaboration. M.  Shafer
rem nded the conmttee that health care is based on protocols.
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Nunmber 1976

MR. SHAFER informed the committee that "we" didn't survey the
153 energency contraception protocols that are in place. He
explained that RU486 is not available to pharmacists nor do
pharmaci sts want to have the ability to handle that drug in the

situations it would be used. However, the energency
contraception provision - the norning after pill - is nerely a
doubling of the dose of a standard birth control pill that nust
be taken wthin 72 hours of unprotected intercourse. Most

inportantly, if the egg is fertilized and inplanted, the wonan
is pregnant and the energency contraception product can do
not hi ng. He stated, "If you are pregnant, you are pregnant.”
However, i f the egg is not i npl ant ed, the energency
contraception product my slow the [inplantation] process.
Currently, there are two products available, one of which is
referred to as Plan B. M. Shafer enphasized that "this" is
nothing new as it has been known for 20 years and has been
available in physician's offices. Pl anned Parent hood has been
providing this [enmergency contraception] for a nunber of years
in every state. In the State of Washington "they" provide about
5,000 interventions for wonen in a year. The first year that
pharmaci sts began to provide this [which includes an assessnent
and counseling] to wonen that cane in, the pharmacist did
12, 000. He attributed that increase to naking [energency
contraception] nore accessible to people. He noted that this is
on track in the second year with additional federal funding to
expand into rural Washington, which he estimted would increase
the interventions to about 24,000. M. Shafer informed the
conmttee that the State of Wshington spends about $100
mllion, during conception to birth, on unintended pregnanci es.

Nunmber 1855

SENATOR LINCOLN referred to the correspondence from the Al aska
State Medical Board and the Al aska Board of Dental Exam ners,
one of which is reluctant to proceed with the collaborative
agreenent and the other is opposed to it. She asked if, 20
years ago, the State of Washington faced those sane concerns

I f so, she asked how Washi ngton was able to overcone the fears.

VR. SHAFER pointed out t hat 30 states currently have
col | aborative drug therapy managenent. The remaining states are
in the sane situation as Al aska. He remarked that
[col |l aboration] is generally accepted as good nedical practice.
The difference between Washington in 1979 and Al aska now is that
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in 1979 everyone was nmaki ng noney. However, today the issue
seens to be about "turf" and whether such arrangenments would
take noney and patients away from certain groups. He said there
seens to be two levels of rhetoric. M. Shafer also pointed out
that the Anmerican Medical Association has passed an ordinance
that "the provision of energency contraception should be over-
t he-counter. How you |eap over having the pharmacist provide
and give an assessnent to actually just anybody can walk in off
the shelf, is an interesting junp for ne."

SENATOR LI NCOLN returned to the topic of the norning after pill
She related her understanding that if the egg is fertilized, the

norning after pill won't help. Furthernore, the literature in
the packet says that if the egg is fertilized and the norning
after pill is taken, it won't damage the fetus or harm the
not her . She indicated the need for M. Shafer to expand on
t hat .

MR. SHAFER explained that an egg can be fertilized and not
i npl ant ed. In such a case, the norning after pill wll prevent
i npl antation. However, if the egg is fertilized and inplanted -
the woman is clinically pregnant - it does nothing to abort that

nor does it do any harmto the fetus.
Number 1658

REPRESENTATI VE JAMES related her experience wth her own
pregnancy in which her [egg] was not attached well enough.
Therefore, she questioned what would happen [if the woman took
the norning after pill] in a situation such as hers.

MR. SHAFER answered, "If the fertilized egg is inplanted in any
manner, there is no way that this norning after pill is going to
di sl odge that and that beconmes a ... nedical issue that needs to
be dealt with by your physician."

REPRESENTATI VE JAMES renmarked that if these contraceptives are
currently only given by prescription and this can be given
Wi thout prescription, it would seem that it should be over-the-
counter. If this is serious and needs a prescription, then it
woul d seem that not having a prescription is problematic. In
response to Chair MQiire, Representative James said that M.
Shafer had answered her question [and thus hearing from Dr.
Mur phy wasn't necessary]. Representative Janes renarked that
"enmergency contraception” seens to be a m snoner.
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MR. SHAFER noted that his card was included in the commttee
packet if the nenbers need further information.

ERIN CAREY BYRNE, Al aska Pharnmaceutical Association, announced
that she would cede her tine to a panel of folks that have cone
down from Anchorage. She introduced the panel nenbers: Shirley
Corsey, Gary Gvens, and Mark Bohrer. All three of these
pharmaci sts are involved in some form of a collaborative care
arrangenent .

MARK BOHRER, Pharnmacist; Menber, Board of Pharmacy, addressed
the [aforenentioned suggestion] of the danger of energency
contraception being over-the-counter. M. Bohrer said, "I think
having a health care professional involved is the potential to
counsel them or refer them to a physician for future
contraceptive needs so they don't have to rely on this nmethod as
a form of contraception; to get it back in the |loop of
provi ders."

REPRESENTATI VE JAMES asked, "The norning after pill -- does that
mean that this person ... does not have a prescription for birth
control pills or is this in addition to the birth control pills
that they maybe are taking .... Wat is the connection between
doi ng that and taking a regular dosage?"

SHI RLEY CORSEY, Consultant Pharmacist in Ceriatrics, Providence
Hospital, answered that the protocol is the connection. She
explained that within the coll aborative agreenent, the physician
has witten specific guidelines for a patient that fits [a
certain] criteria. This would be simlar to a person neeting
the criteria to receive a flu vaccination.

REPRESENTATI VE JAMES asked if [the protocol] wuld be per
i ndi vidual or in general.

M5. CORSEY explained that [the protocol] would be specific to
t he physician and how the physician wites the criteria for the
col | aborati ve agreenent.

REPRESENTATI VE JAMES asked, then, if the patient has to be a
patient of that [physician].

M5. CORSEY replied no. She expl ained that the physician would

wite a protocol that would delegate his authority for persons
nmeeting the criteria [specified in the protocol].
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(UNI DENTI FI ED SPEAKER) interjected that [the protocol] could be
restricted to the physician's patients.

REPRESENTATI VE JAMES expressed concern with a doctor del egating
his authority to do sonmething for soneone who has never been his
patient.

Nunmber 1376

GARY G VENS, President, Alaska Pharmaceutical Association

Pharmacy Director, Alaska Native Medical Center, said that he
thinks this refers to the issue of the independent prescribing
authority. He explained that physicians have independent
prescribing authority that they can give to soneone else, who
woul d have dependent prescribing authority.

REPRESENTATI VE JAMES asked how these patients are given this
care or counseling; is there a separate office?

MR. BOHRER infornmed the commttee that he works in the Wasilla
Fred Meyer that has a closed roomthat is used for consultation.
He enphasized that he does not discuss health matters when

soneone is standing in line, especially wth sonething as
delicate as [energency contraception]. In further response to
Representative James, M. Bohrer said that the drug product is
the cost. Currently, emergency contraception is not [provided

at the pharmacy level] in Alaska. Wth the vaccines, there is a
$10 charge.

REPRESENTATI VE JAMES clarified that she is interested in how
pharmaci sts are paid for everything -- for treating diabetics,
reading lab tests, et cetera.

MS. CORSEY explained that if the [treatnent] is directed by a
physician as part of a collaborative agreenent, then a Health
Care Financing Admnistration (HCFA) form can be conpleted for
Medi cai d rei nbursenent.

REPRESENTATI VE JAMES asked if there is a schedul e of charges.

MS. CORSEY answered that Medicaid woul d determ ne that.

MR QA VENS said that it would depend on Medicaid or private
i nsurance for which there are different reinbursenents set for

each. He recalled that 40 of the states have passed regul ations
for insurance to reinburse for collaborative care.
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Nunber 1207

MS. SHI RLEY expressed the need for Dr. Mirphy or M. Shafer to
speak to what the prevention of an unintended pregnancy woul d do
to the abortion rate.

DR. MJURPHY nentioned that she is a nenber of the Anerican
Soci ety of Energency Contraception and that she attended the
society's national neeting |ast OCctober. She said that the
mechani sm of action is being researched as "we" are always
| ooking for nore effective ways of "contracepting” wonen to
prevent uni ntended pregnancy. She informed the commttee that
"currently the only scientific data around the mechanism of
action for energency contraception appears to be related to
del aying the release of the egg." She specified that there is
no data to support the theories that [emergency contraception]
would interfere with fertilization, the transfer of the egg and
sperm or change the lining of the uterus to interfere wth
i npl ant ati on. She expressed the inportance of realizing that a
huge anmount of fertilized eggs never successfully inplant. Dr .
Mur phy discussed results of the experience with birth contro

pills in early pregnancy.

Number 1055
CHAIR MGU RE returned to the consultation process. She related

her understandi ng that when prescribing contraceptive pills, the
wonman nust undergo an exami nation from which she is screened for

vari ous tendencies. Therefore, she inquired as to what the
procedure would be [from the pharnmacist]. She asked, "Is the
woman going through a full exam nation that screens her for any
of those potential problens? ...1f you aren't, why is it

inportant to do it when prescribing regular oral contraceptives
that you take on a regular basis but not the 72-hour pill?"

DR.  MJRPHY pointed out that wunintended pregnancy, cervical
cancer, and sexually transmtted diseases (STDs) are three
different issues and thus getting pregnant doesn't necessarily
cause cervical cancer or [STDs]. Therefore, part of the problem
of linking contraception wth sone of these evaluations is that
many wonmen are deterred fromconmng to a doctor's office because
they can't afford the conplete eval uation. She noted that sone
providers are providing "hornmone wth optional pelvic exam"
which means that a history is taken to determne that the
patient doesn't have cardi ovascul ar di sease, hypertension, or a
hi story of hyper coagulation thenselves or in their famly and
then the birth control is prescribed. The pelvic exam would be
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done at a later date. Dr. Mirphy informed the commttee that
basically, the doses of nedicine in the current forms of
energency contraception are equivalent to three days of birth
control pills. Furthernore, [the 72-hour pill] does not have
the sane contraindications that a nore conplex decision for a
| ong-term prescription for birth control pills. She noted t hat
[the 72-hour pill] does not cause blood clots. She said,
“I'ronically, it's the wonen that would have high risk
pregnancies that energency contraception mght actually best
serve."

CHAIR MGQU RE said that she is aware of the distinctions that
Dr. Murphy outlined. However, she pointed out, "There is a
public policy decision that we're naking that renoves patients
from regular screening wth their physicians and that is a
concern to recognize. Otentinmes, that mght be the only reason
that a wonman goes in to see her regular physician for the year
to get her oral contraceptions or things like that and it m ght
be that one screening that turns up cervical cancer."”

Nunber 0877

M5. CORSEY clarified that the criteria is only for the norning
after [pill] not for the long-term use of oral contraceptives.
Furthernore, the screening is part of the criteria for the
col l aborative practice agreenment and thus the pharnmacist is
going over the series of screening questions related to
hypertensi on, et cetera. The woman nust neet that criteria.
Wth regard to the long-termrelationship with a physician, the
State of Washington found that often the worman in need of the
norning after pill, which nust be taken wthin 72 hours, needs
it after regular Dbusiness hours or during the weekend.
Therefore, access has been such an issue for [the norning after
pill]. Furthernore, sonetinmes people are unconfortable naking
an appointnment wth their physician for this. Ms. Corsey
requested that Dr. Mirphy or M. Shafer speak to the fact that
the availability of the norning after pill causes the abortion
rate to decrease.

CHAIR MGU RE commented that she thinks [the commttee] has
gotten that nessage. Chair MQ@iire announced that she didn't
mean to nmake energency contraception the focus because she felt
that the inportant issue is the relationship between pharnacists

and physicians with respect to a variety of drugs. Chair
McGQuire noticed that the regulations include a procedure for the
physician to provide records to the pharnmacist. Therefore, she

asked if there is a procedure in place by which the records
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would be forwarded to the primary caregiver [from the
phar maci st ] .

M5. CORSEY replied yes and enphasized that the feedback loop is
i nportant.

Nunber 0729

REPRESENTATI VE JAMES announced that she supports contraceptives.
However, her aforementioned concerns regarding contraceptives
[woul d also be relevant] to all the treatnments. Therefore, she
expressed the need for those questions to be sufficiently
addressed in regulation in order for her to know "that those
issues of the treatnent of a patient with a doctor wll be
mai nt ai ned. "

MR. BOHRER referred the conmittee to 12 AAC 52.240(b)(7), which
r eads: "a plan for providing the prescribing practitioner(s)
with all patient records <created wunder the «collaborative
practice agreenent."”

CHAIR McGQUIRE indicated the need to take testinony from others
present. She announced that she didn't plan for this to be the
end of the discussion. She al so expressed the hope that the
conmittee's concerns would be taken into account.

Number 0599

Cl NDY AUDET, Menber, Al aska Pharmaceutical Association Board,
informed the comittee that she also works as a hospital
pharmaci st in Juneau. She noted her support of inserting
| anguage to the professional regulations such that physicians
and pharnmaci sts are allowed to have col |l aborative agreenents.

REPRESENTATIVE HAYES related his understanding that these
col | aborative agreenents are being done now wthout specific
[ aut hori zi ng] |anguage in the regul ations.

MR. AUDET inforned the commttee that she has mainly worked in
hospital settings for the past 20 years. In hospital practice,
there has been sonme form of <collaborative practice wth
physicians for as long as she has been involved, although the
nature has changed a bit. She explained that what can be
del egated [to pharnacists] has evolved from a nedical staff
decision to the decision of individual practitioners.
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REPRESENTATI VE HAYES noted the commttee's suggestion that the
proposed regul ations are too broad. He asked if M. Audet felt
that the current practice [with collaborative agreenents] is
broad in scope or narrow.

M5. AUDET replied that it is used in a narrow scope and is based
on individual confort |evels and needs.

Nunber 0441

REPRESENTATI VE HAYES related his understanding from Ms. Reardon
that although the [pharnmacists] nmay want a broad scope [with
col | aborative agreenents], the other groups can make their scope
as broad or narrow as they like. He asked if that woul d address
some of the commttee's concerns.

M5. REARDON answered that she believes those other 1licensing
boards could decide to initiate regulations that would address
their concerns, which my in turn address sonme of the
commttee' s concerns. Ms. Reardon enphasized that although the
regulations allow a wide range of [things to be covered wth]
col | aborative agreenents, the individual physician still
determ nes  what he/ she wll specifically authorize the
phar maci st to do.

REPRESENTATI VE HAYES also related his wunderstanding that the
regul ati ons place the onus on the physician to ensure that the
pharmaci st, wth whom the physician is going to have an
agreenent, has a certain |evel of education or training.

M5. REARDON clarified that is the view of the [Al aska State]
Medi cal Board. She interpreted the nedical board' s statenent to
warn physicians that they will have to report to the board if
they are not careful in their rel ationships.

Nunmber 0258

REPRESENTATI VE JAMES asked if the Dental Board and the [Al aska
State] Medical Board would have to pass simlar regulations in
order to make this [collaborative agreenment wth pharnmacists]
wor k.

M5. REARDON related her belief that if the [Alaska State]
Medical Board and the Dental Board are quiet, then these
agreenents could go forward. If these other entities do take
action, they may choose to limt what their professionals can
do.
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M5. BEHR noted that she had not reviewed the regulations.
However, she pointed out that there is always the ability to
nonitor for professional m sconduct. If [pharmacists] didn't
use their license appropriately, the board can always sanction
them for inappropriate professional conduct, which the board
nmust define. "So, there's two pieces to this. One is: the go
forth for the future and then the second is: if you don't have
a reqgqulation in action, can the board take action on their
existing regs for soneone acting inappropriately outside the
scope of their |icense?”

CHAIR McGQUIRE pointed out that the Al aska Medical Association
takes the position that it doesn't have the statutory authority
to adopt these regul ations.

M5. REARDON explained that DOL wll review whether this
regul ation has the statutory authority to allow [the
col | aborative agreenment] to go forward. Ms. Reardon suspected
that DOL would review whether the statutes for pharmacists,
dentists, and doctors allow [collaborative agreenents]. She
surm sed that [DOL would al so review] whether this collaborative
agreenent would amount to a delegation of the practice of
medi cine or dentistry. Ms. Reardon said that in her view that
it wasn't clear that [a collaborative agreenent] is a del egation
of the practice of dentistry or nedicine.

TAPE 01-2, SIDE A

Nunber 0030

REPRESENTATI VE JAMES said that it seens that there is going to
be some decision-naking that will be done by the pharnmacist and
thus would seem to be a delegation of decision-nmaking. She

didn't believe that [as many people] would get the flu shot if
they had to go to the doctor to do so. However, she expressed
concern with treating diabetics. She expected that the protocol
for diabetic treatment at a pharmacy would be specific to that
di abeti c. This could be the case in other treatnents, such as
the nmonitoring of blood work, cholesterol, et cetera. However,
she didn't expect that this would give a pharnmacist a "blank

check." Therefore, Representative Janmes wanted to be sure that
the regulations don't allow a physician to spread his disliked
cases to the pharmacist. She enphasized the need to ensure that

everyone in Al aska receives the best nedical care possible.

Number 0266
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M5. REARDON remrmarked that she could inmagine a reading of these
regulations that said [the «collaborative agreenment] isn't a
del egation because the protocol could be perceived as a
prescription. It could be said that the pharnmacist 1is
adm nistering or distributing the physician's prescription.

REPRESENTATI VE JAMES comment ed that she coul d support that.

CHAIR McGU RE noted her support of that also. However, she
pointed out that pharnacists have dependent prescriptive
authority and thus there could be a | egal challenge.
REPRESENTATI VE HAYES reiterated that although there are no
[col | aborative agreenent] regulations, this is +the current
practice and there has yet to be a |lawsuit.

MS. REARDON agreed, but pointed out that "sonetinmes you think

nore when it gets on top of the table.” \What people are doing
will be witten down [in the regulations] and may lead to
questi ons.

Nunber 0416

BARRY CHRI STENSEN, Pharmacist, testified via tel econference. He
informed the committee that he was the president of the Al aska
Phar maceuti cal Association when the |ast Pharmacy Practice Act
statutes were revised in 1996/ 1997. He remarked that those
statutes were nodeled after the National Association of Boards
and Pharmacy Statute Guidelines. Al aska's statutes mrror the
statutes of nost of the other states, specifically the 30 states
that have protocol-type agreenents. Thus, M. Christensen
expressed concern that [without these collaborative agreenent
regul ati ons] Al askan pharmaci sts are not the sanme as pharnacists
in other states.

MR. CHRI STENSEN i nfornmed the conmttee of a nanagenent agreenent

that is occurring on a national |evel. This rmanagenent
agreenent deals with a drug for treating patients that are
resistant to typical schizophrenic drugs. This drug requires

that the patient have his/her white blood count taken every one
to two weeks in order to ensure that the drug isn't adversely
affecting the body's ability to produce white blood cells. The
drug is dispensed with an agreenent between the pharmacist, the
physician, and the drug manufacturer that the pharmacist wll
have the lab values from the patient's |last blood draw in order
to ensure that the patient's white blood count is over the
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acceptable level in order for the pharmacist to dispense the
dr ug. M. Christensen stated that this is an exanple of [a
col | aborative agreenent] that is already occurring and would be
val i dated by the adoption of the proposed regul ations.

CHAIR McGU RE said that she would appreciate continued contact
with M. Christensen on the aforenentioned nmanagenent agreenent.

ADJ OQURNVENT
There being no further business before the commttee, the Joint

Commttee on Admnistrative Regulation Review neeting was
adj ourned at 11:21 a.m
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