SENATE FI NANCE COWM TTEE
March 29, 2017
9:04 a. m

9:04: 12 AM

CALL TO ORDER

Co-Chair MacKinnon called the Senate Finance Committee
nmeeting to order at 9:04 a.m

VEMBERS PRESENT

Senat or Lyman Hof f man, Co- Chair
Senat or Anna MacKi nnon, Co-Chair
Senator dick Bishop, Vice-Chair
Senat or M ke Dunl eavy

Senator Peter M cciche

Senat or Donny d son

Senat or Nat asha von | mhof

VEMBERS ABSENT

None

ALSO PRESENT

Senat or Shell ey Hughes, Sponsor; Ainee Bushnell, Staff,
Senator  Shelley Hughes; Jeannie  Monk, Al aska State
Hospital s and Nursing Hones, Juneau.

PRESENT VI A TELECONFERENCE

Ryl an Hanks, Angen, Los Angel es; Mark  Quinmond, The
Arthritis Foundation, Wshington D.C; Ashlyn Antonelli,
Sel f, Anchorage; Robert Thoms, Self, MtSu; C ndy Caserta,
US Pain Foundation, MatSu; Kerry MO elland, Colon Cancer
Al l'i ance, Anchorage.
SUVMVARY
HB 57 APPROP: OPERATI NG BUDGET/ LOANS/ FUNDS

HB 57 was SCHEDULED but not HEARD.

SB 32 PRESCRI PTI ONS FOR BI OLOQ@ CAL PRODUCTS



SB 32 was HEARD and HELD in conmmittee for further
consi derati on.

#sb32
SENATE BI LL NO. 32

"An Act relating to biological products; relating to
the practice of pharmacy; relating to the Board of
Pharmacy; and providing for an effective date.”

9:04: 38 AM

Co- Chair MacKinnon invited the sponsor and staff to present
the bill.

SENATOR SHELLEY HUGHES, SPONSOR, discussed the bill. She
relayed that the bill provided safe access to a new,
affordable, Federal Drug Admnistration (FDA) approved
t r eat ment option call ed “i nt er changeabl e bi ol ogi c

products.” She asserted that the State Medical Association
and Alaska State Hospital and Nursing Hone Association
(ASHNHA) supported the bill.

Senat or Hughes discussed generic nedical products and how
they differ from biologic products. She stated that generic
prescription drugs were 100 percent identical to the
corresponding nedical product. She conveyed that bio-
simlar products were made from living cells and could not
be replicated identically. Bi ol ogic products include
insulin and Humra. She detailed that the FDA was on the
verge of creating a new category of drugs «called
“i nt erchangeabl e bi ol ogi ¢ products.”

9:07:49 AM

Senat or Hughes continued discussing bio-simlar drugs,
indicating that there would be a very specific category of
bi ol ogics that were not a 100 percent copy, and that there
could be a very slight variance fromthe original. The bill
woul d require a pharmacist to notify the physician of the
substitution wth the interchangeable biologic product.
The new category of "interchangeabl es” would be so simlar
to the original drug that there would be no discernable
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clinical difference. She enphasized the inportance of
al l owi ng pharnmacists to substitute them as they carried a
far |l esser cost. She highlighted that this category had not
passed the FDA, but was in the pipeline, and |egislation
needed to be put in place. She thought the issue needed to
be addressed to ensure Al askans who were suffering from
serious conditions could access the drugs as soon as they
passed the FDA

9:10: 52 AM

Senator O son asked if a patient would have to request a
biologic in lieu of the prescribed product.

Senat or Hughes stated that a doctor nay prescribe a
bi ol ogi c, and the pharmaci st would be able to substitute an
"interchangeable” and then notify the physician. She
relayed that the ternms "dispense as witten" and "call if
substitution” would nean the pharnmaci st could not nake that
determ nati on. The bill would not change the prescribing
doctor’s authority over the prescription. No prior
aut hori zation would be needed, but notification would be
required.

Senator O son asked if a pharnmacist could nmake the
substitution i f t he pati ent did not request it
specifically.

Senat or Hughes answered that a patient retained control and
could request the original pr oduct t hat had been
subscri bed.

9:13:16 AM

Senator von Inmhof relayed that she had heard the bill in
the Senate Health and Social Services Commttee, where
there had been a rich and robust discussion. She underlined
that the product would be FDA-approved. She thought the

bill provided the flexibility for the doctor or patient to
stipulate that the prescribed product not be substituted
She thought it was inportant to note that under the bill, a

pharmaci st woul d have a three-day wi ndow in which to notify
the prescribing doctor. The patient would have to be
informed at the tinme of filling the prescription, and would
have a wvariety of options, including requesting the
original product. She asked the sponsor for confirmation.
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Senat or Hughes answered affirmatively, and stated that the
pati ent woul d be i nf ormed and coul d refuse t he
I nt er changeabl e product.

Senator Hughes pointed out that sonme history would be
hel pful in understanding the bill. She recounted that there
had been a robust discussion between physicians, nurse
practitioners and other prescribers. Oiginally physicians
had wanted to require prior authorizations. Pharmacists had
countered that they were qualified to fill prescriptions
without waiting for authorization. The notification was
consensus |anguage that had been worked out Dbetween
physi ci an and pharnmaci st groups. She continued that younger
doctors were happy to proceed wthout the notification
period, however it had been left in as the product was not
identical to the originally prescribed product.

9:16:40 AM

Senator von Inmhof added that legislation simlar to the
bill had already passed in 26 states, and the proposed
process had been occurring successfully in Europe for many
years.

Senat or Hughes concurred.

9:17: 04 AM

Senator O son asked about a letter of opposition from
representatives of the pharmacist comunity and wondered
what had been the objection.

Senator Hughes thought there had been concern about the
notification requirenent. She reiterated t hat t he
notification provision had been worked out and was
streant i ned.

Senator O son identified that there were three boards in
the state that oversaw prescriptive authority. He asked
whet her the sponsor had heard from nurse practitioners.

Senator Hughes was not sure whether they had and would
check with her staff.

Al MEE BUSHNELL, STAFF, SENATOR SHELLEY HUGHES, stated that

she had been approached by nurse practitioners asking
whet her ot her groups had supported the | egislation.
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Senator O son asked whether the state nedical board had
supported it.

Ms. Bushnell relayed that the Alaska State Medical Board
had submitted a letter of neutrality.

9:19: 22 AM

Ms. Bushnell reviewed the docunent "SB 32 |nterchangeable
Bi ol ogi cal Products - Sectional Analysis":

Sec. 1 — AS 08.80.030

Adds a new subsection requiring the Board of Pharnmacy
to have a link on the board s website to the United
States Food and Drug Admnistration’s (FDA) Ilist of
approved i nterchangeabl e bi ol ogi cal products.

Sec. 2 — AS 08. 80. 294

Amends this section by requiring a pharmacist to
i nclude on the | abel of a biological product container
the proprietary or proper nane of the biological
product . This section also includes |anguage to
differentiate between drugs that are and are not
bi ol ogi cal products to ensure that statutes regarding
equi val ent generic drugs are not substantively
changed.

Sec. 3 — AS 08.80.294

Adds a new subsection to define the term “proper nane”
bei ng t he name t hat reflects scientific
characteristics of a biological product. This new
subsection also defines “proprietary name” which is
the trademarked and registered nanme of the product.

Sec. 4 — AS 08. 80. 295
Adds | anguage to differentiate between equival ent drug
products and i nterchangeabl e bi ol ogi cal products.

Sec. 5 — AS 08. 80. 295
Adds new subsections to provide guidelines as to how

pharmaci sts or their designee will need to communicate
with a prescribing doctor when dispensing a biol ogical
or i nt er changeabl e bi ol ogi cal pr oduct i f an

i nt erchangeabl e product is avail abl e.
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Under subsection (c), a pharnacist nust comunicate to
the prescribing doctor the name and manufacturer of
the biological product provided to the patient. This
comuni cation rnust happen wthin three days after
di spensing the product by an entry through an
interoperable electronic medical records system an
el ectronic prescribing technol ogy, a pharnmacy benefit

managenent system or a pharnmacy record. If an entry
under this subsection is not possible, the pharnacist
may conmunicate by e-nmail, telephone, fax, or by any

ot her prevailing neans.

Under subsection (d) provides an exception to the
communi cation requirenent under (c) if the dispensed
bi ol ogi cal product is a refill of the prescription and
is the sanme biological product . Subsection (e)
provi des that comunication provided under (c)(1l) of
this section is providing notice to the prescribing
doctor. Under subsection (f), a pharmacist is required
to maintain a record for two years after a biologica
product is dispensed. Finally subsection (g) defines
“desi gnee” as an agent or enployee of a pharnmaci st who
has been authorized to conmmunicate information under
subsection (c).

Sec. 6 — AS 08. 80.480( 34)

Changes | anguage, and gives option to change the term
“drug” and “equivalent drug” to “biological product”
and “i nt erchangeabl e bi ol ogi cal product”.

Sec. 7 AS 08.80. 480
Adds new subsection (37) to define term *“biol ogical
product”.

Adds new subsection (36) to defi ne term
“i nterchangeabl e biological product” as a biological
product as determined by the United States Food and
Drug Adm ni stration.

Under subsection (A) provides that it neets the
standard for i nt erchangeability under US code
(Regul ation of biological products, Safety standards
for determ ning interchangeability).

Under subsecti on (B) provi des t hat it IS
t herapeutically equivalent in the nost recent edition
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of the United States Food and Drug Adm nistration
eval uati ons.

Sec. 8 AS 08. 80. 480

Amrends this section by adding transition regul ations
if necessary to inplenent changes nade by

this Act. Having changes take place in accordance with
AS 44.62 (Adm nistrative Procedure Act) but not before
the effective date of this Act.

Sec. 9 AS 08. 80. 480
Adds | anguage that section 8 of this Act takes effect
July 1, 2017.

Sec. 10 AS 08. 80. 480
Adds | anguage that this Act will take effect January
1, 2018, except for a provided in section 9.

9:21:13 AM

Senator Hughes added that she had received a letter of
neutrality from the Alaska State Medical Association
initially, and later the board had submtted a letter of
support.

Ms. Bushnell informed that currently there were 29 states
and Puerto Rico that had passed simlar |egislation and two
states in the process of doing the sane.

9:22: 03 AM

Co- Chai r MacKi nnon OPENED public testinony.

9:22:10 AM
AT EASE

9:22:46 AM
RECONVENED

Co-Chair MacKinnon informed the conmittee that she had
received a list of testifiers fromthe sponsor.

9:23: 05 AM

RYLAN HANKS,  AM3EN, LOS ANCGELES (via teleconference),
testified in support of the bill. He relayed that he was
Director of Regulatory Policy for biotechnology conpany
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Amgen, which nade biosimlars. He was also a practicing
pharmaci st. He was fornerly with the FDA in the Ofice of
Ceneric Drugs. He noted that biosimlars were in the
process of coming to market. The FDA was in the process of
outlining guidelines for these products. He wanted to
ensure that good comunication happened between patients,
phar maci sts and physi ci ans.

9: 24: 37 AM

JEANNI E MONK, ALASKA STATE HOSPI TALS AND NURSI NG HOVES,
JUNEAU, spoke in support of the bill. She was the Vice-
President of Policy and Programs for ASHNHA When the
| egislation first cane forward the organization had
consulted with hospital-based pharnaci sts and physicians to
ensure the bill would provide guidance needed to give safe
and effective treatnments to patients while providing
potential to |ower pharmaceutical costs. Based on the
positive views held, ASHNA had nade the decision to support
the bill. She specified that the comunication and tineline
required were critical elements to ASHNA's support. The
| egislation included a three-day notification period for
pharmaci sts to contact the prescribing physician. It also
provided accessibility and affordability as well as
conpetition for biological drugs in the way that generics
did for brand nane drugs. She believed the |I|egislation
protected patients and benefitted the state of Al aska.

9:26: 27 AM

Senator O son asked if M. Mnk was famliar wth the
situation in the health corporations in rural Al aska.

Ms. Monk replied that she had sonme know edge of the
si tuation.

Senat or d son asked whet her she had visited those areas.

Ms. Monk relayed that she had been in Bethel two weeks
previ ously.

Senator O son asked Ms. Monk whether the organization had
di scussed the current legislation wth rural heal th
corporations and what their response had been.

Ms. Monk specified that ASHNHA had shared the information
with their partners and there had been no response.
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Senat or O son asked about adverse reactions.

Ms. Monk stated that there was no concern expressed about
the language in the bill including the notification and
process of using biologic drugs. She noted she was not a
nmedi cal provider and could not speak to any risks, but no
one had expressed concern to the organi zati on about ri sks.

9:27:37 AM

MARK GUI MOND, THE ARTHRITIS FOUNDATION, WASH NGTON D.C.
(via teleconference), spoke in support of the bill. He
t hought biol ogic products changed lives in a positive way.
He stated it made the difference between a child being in a
wheel chair, or sonmeone being on disability aid, and living
an active life. He furthered that biosimlar products were
conposed of living <cells and would be injected or
i ntravenous. They were not products that would be readily
avai l able outside a pharnmacy. In Alaska, retail pharnacies
di spensed about 1,100 nedical products a week, and these
products would represent only 13 of that 1,100. Biosimlars
offered a nore affordable option. The foundation supported
the communication stipulation wthin the  bill. He
underlined that it had been a part of every other simlar
piece of legislation that had passed, and Al aska would be
aligned with other states in mintaining it. He relayed
that the majority of arthritis patients also suffered from
addi tional chronic conditions and knowi ng the specifics of
the drug product was vital to ensuring that those other
medi cati ons were not affected.

9:29: 56 AM

ASHLYN ANTONELLI, SELF, ANCHORAGE (via teleconference),
testified in support of the bill. She had suffered from a
brain tunor and other chronic pain illnesses. Her course of

therapy had included biologic products. If her doctor had
not prevented the substitution and it was FDA approved, she
wanted that option. She wanted the substitution recorded
for her doctor. She agreed with the three-day notification
rule. She did not want to wait for future legislation to
enable her to benefit from the new products. She discussed
her personal experience wth high costs of the other
bi ol ogics. She answered a query about anaphylactic shock
previously posed to the sponsor by Senator O son, stating
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that it had taken six weeks to appear and that she did not
think it would happen within three days.

Senator (O son asked about her experience wth adverse
reactions and asked for verification that it had manifested
in a rash.

Ms. Antonelli recounted having an allergic reaction to a
drug and seeing a specialist to find another drug to
counteract the reaction. She detailed that it had taken
about six weeks for the rash to appear. She felt that in
the three-day notification period, her doctor would be
fully informed of which nedication she was taking.

Senator O son asked if Ms. Antonelli knew about HLA-B27. He
wondered how she knew that the biologic was the cause of
the allergic reaction.

Ms. Antonelli replied that her doctor had staggered
adm nistration of the drug. She discussed the timng of
prescription ainmed at determ ning which product had caused
any reactions.

9:34: 29 AM

ROBERT THOMS, SELF, MAT-SU (via teleconference), spoke in
support of the bill. He discussed his decorated mlitary
experience. He infornmed that he suffered from chronic pain
for the last 45 years. He had been on a non-biologic
medi cation and had suffered adverse effects. He had
swwtched to a biologic product that had benefitted him
tremendously. He was concerned that his nedication may
cease working. He had taken an allergy nedicine that had
st opped working, and he had subsequently used a substitute
which had begun working inmmediately. He discussed a

previous bill hearing at which an individual had questioned
the need for haste in passing the bill. He responded that
the bill was needed in advance of those products com ng

onto the market so that patients could make i1 medi ate use
of them

9:37:18 AM

Cl NDY CASERTA, US PAI' N FOUNDATI ON, MAT- SU (via
tel econference), testified in support of the bill. She
stated that the bill would help all patients who needed
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i mredi ate access to the products in question. She discussed
her personal experience caring for her husband.

Senator A son thanked M. Thons for his service.

Co-Chair MacKi nnon thanked M. Thons on behalf of the
entire commttee.

9: 38: 55 AM

KERRY MCCLELLAND, COLON CANCER ALLIANCE, ANCHORAGE (via
tel econference), testified in support of the bill. He was a
cancer survivor and hoped the legislation could make the
products available as soon as possible. He stated that if
his cancer were to return, he wanted to access the drugs in
guestion in-state rather than having to travel to the Lower
48.

9:40: 20 AM

Co- Chair MacKi nnon CLOSED public testinony.

Vi ce-Chair Bishop read FN1 from the Department of Commerce,
Communi ty and Economi ¢ Devel oprent.

If the bill passes the division will require $4,500
for legal costs to amend regulations, printing, and
postage in the first year.

Prof essional |icensing prograns within the Division of
Cor porations, Business and Professional Licensing are
funded by Receipt Supported Services, fund source 1156
Rcpt Svecs (DGF). Licensing fees for each occupation
are set per AS 08.01.065 so the total anpunt of
revenue col | ected approxi matel y equal s t he
occupation’s actual regulatory costs.

9:41:51 AM

Senat or Dunl eavy suggested that the noney be taken fromthe
Board of Pharmacy budget which showed a carry-over of
$544, 000, as opposed to General Fund noney.

Co- Chair MacKi nnon relayed that there was no General Fund

nmoney in the item that it was comng from designated fund
recei pts, but that it could be nore closely exam ned.
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Co- Chair MacKi nnon informed conmmttee nmenbers that proposed
anmendnents were due the following Friday at 5:00 p. m

Co- Chair MacKi nnon di scussed the schedule for the follow ng
nmeeti ng.

#
ADJ QURNIVENT
9:43: 15 AM

The neeting was adjourned at 9:43 a. m
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