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VEMBERS PRESENT
Senator Lesil Mc@ire, Chair
Senat or John Coghill, Vice Chair
Senator Ma Costello
Senator Bill W el echowski

Senat or Peter M cciche
MEMBERS ABSENT

Al'l nmenbers present.
COW TTEE CALENDAR

SENATE BILL NO. 108

"An Act repealing and reenacting the Alaska Securities Act,
i ncluding provisions relating to exenpt securities and
transactions; relating to registration of securities, firnms, and
agents that offer or sell securities and investnent advice;
relating to admnistrative, <civil, and crimnal enforcenent
provisions, including restitution and civil penalties for
violations; allowing certain civil penalties to be used for an
investor training fund; establishing increased civil penalties
for harmng older Al askans; retaining provisions concerning
corporations organi zed under the Al aska Native Cains Settlenent
Act; amending Rules 4, 5, 54, 65, and 90, Al aska Rules of G vi
Procedure; and providing for an effective date."

- MOVED CSSB 108(L&C) QUT OF COW TTEE

SENATE BI LL NO. 113

"An Act relating to prescribing, dispensing, and adm nistering
an investigational drug, biological product, or device by
physicians for patients who are termnally ill; and providing
immunity for persons manufacturing, distributing, or providing
i nvestigational drugs, biological products, or devices."

- MOVED CSSB 113(HSS) OUT OF COWM TTEE

SENATE BI LL NO. 211
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“"An Act relating to the limtation period to conmence a false
clainms action; relating to recovery for false clains for state
or municipal funds; and amending Rules 4, 24, and 46, Al aska
Rules of Givil Procedure.”

- SCHEDULED BUT NOT HEARD
PREVI QUS COW TTEE ACTI ON
BILL: SB 108

SHORT TI TLE: AK SECURI TI ES ACT; PENALTIES; CRT. RULES
SPONSCR(s) : RULES BY REQUEST OF THE GOVERNOR

04/ 13/ 15 (S READ THE FI RST Tl ME - REFERRALS
04/ 13/ 15 (S) L&C, JUD, FIN

02/ 09/ 16 (S) L&C AT 1:30 PM BELTZ 105 (TSBI dg)
02/ 09/ 16 (S Schedul ed but Not Heard

02/ 11/ 16 (S) L&C AT 1:30 PM BELTZ 105 (TSBI dg)
02/ 11/ 16 (S) Heard & Hel d

02/ 11/ 16 (S) M NUTE (L&O)

02/ 18/ 16 (S) L&C AT 1:30 PM BELTZ 105 (TSBI dg)
02/ 18/ 16 (S) Heard & Hel d

02/ 18/ 16 (S) M NUTE (L&C)

03/ 03/ 16 (S) L&C AT 1:30 PM BELTZ 105 (TSBI dg)
03/ 03/ 16 (S) Moved CSSB 108(L&C) Qut of Committee
03/ 03/ 16 (S) M NUTE (L&C)

03/ 04/ 16 (S) L&C RPT CS 2DP 1NR NEW TI TLE

03/ 04/ 16 (S) DP: COSTELLO, d ESSEL

03/ 04/ 16 (S) NR: MEYER

04/ 04/ 16 (S) JUD AT 1:30 PM BELTZ 105 ( TSBI dg)
04/ 04/ 16 (S Schedul ed but Not Heard

04/ 11/ 16 (S) JUD AT 1:30 PM BELTZ 105 (TSBI dg)

BILL: SB 113
SHORT TI TLE: NEW DRUGS FOR THE TERM NALLY ILL
SPONSOR(s) : W ELECHOSKI

04/ 17/ 15 (S) READ THE FI RST TIME - REFERRALS
04/ 17/ 15 (S) HSS, JUD

02/ 24/ 16 (S) HSS AT 1:30 PM BUTROVI CH 205

02/ 24/ 16 (S) Heard & Hel d

02/ 24/ 16 (S) M NUTE ( HSS)

03/ 30/ 16 (S) HSS AT 1:30 PM BUTROVI CH 205

03/ 30/ 16 (S) Moved CSSB 113(HSS) Qut of Committee
03/ 30/ 16 (S) M NUTE ( HSS)

04/ 01/ 16 (S) HSS RPT CS 1DP 2NR NEW TI TLE

04/ 01/ 16 (S) DP: ELLIS
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04/ 01/ 16 (S) NR. STEDMAN, STOLTZE
04/ 11/ 16 (S) JUD AT 1:30 PM BELTZ 105 (TSBI dg)

W TNESS REG STER

KEVI N ANSELM Di rect or

Di vi sion of Banking and Securities

Department of Commerce, Conmmunity and Econom c Devel opnent
Anchor age, Al aska

PCSI TI ON  STATEMENT: Introduced SB 108 on behalf of the
adm ni strati on.

KRI STY NAYLCOR, Securities Exam ner

Di vi sion of Banking and Securities

Depart ment of Comrerce, Conmunity and Economi c Devel opnent

Anchor age, Al aska

PCOSI TI ON STATEMENT: Stated the department has no concerns with
the way SB 108 is drafted.

BROOKE | VY, Staff

Senator Bill W el echowski

Al aska State Legislature

Juneau, Al aska

PCOSI TI ON STATEMENT: I ntroduced SB 113 on behalf of the sponsor.

KURT ALTMAN, Attorney

ol dwater Institute

Phoeni x, Arizona

PCSI TI ON STATEMENT: Testified in support of SB 113.

M CHAEL MAHARREY, National Communications Director
10t h Amendment Center

Lexi ngt on, Kentucky

PCOSI TI ON STATEMENT: Testified in support of SB 113.
CHARLOTTE WHI TELEY, representing herself

Homer, Al aska

POSI TI ON STATEMENT: Testified in support of SB 113.
KEN LANDFI ELD, representing hinsel f

POSI TI ON STATEMENT: Testified in support of SB 113.
ACTI ON NARRATI VE

1: 38: 40 PM
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CHAIR LESIL MCGQURE <called the Senate Judiciary Standing
Commttee neeting to order at 1:38 p.m Present at the call to
order were Senators Welechowski, Coghill, Costello, and Chair
McCQuire. Senator Mcciche arrived soon thereafter. She reviewed
t he agenda and noted that SB 211 woul d not be heard.

SB 108- AK SECURI TI ES ACT; PENALTI ES; CRT. RULES

1: 39: 30 PM

CHAI R MCGUI RE announced the consideration of SB 108. She noted
that this is the first hearing and the commttee is considering
CSSB 108(L&C) .

1:39:58 PM

KEVIN ANSELM Director, Division of Banking and Securities,
Department of Conmmerce, Conmmunity and Econom c Devel opnent
(DCCED), introduced SB 108 on behalf of the adm nistration. She
informed the commttee that the bill separates securities
statutes from the Alaska Native Cains Settlenment Act (ANCSA)
statutes to reduce confusion and inprove understanding of both
acts. It recognizes and incorporates current industry standards
and ternms. It synthesizes with other states' laws to nake it
easi er for busi nesses, entrepreneurs, and investors to
understand their rights, responsibilities, and opportunities in
Al aska through adopting many of the Uniform Securities Act
provisions from the 2002 nodel act. The bill deters investnent
scans and harm to Al askans by increasing civil penalties and
provi ding resources from those penalties for investor, consuner,
or entrepreneurial education. SB 108 also enhances penalties
agai nst peopl e who harm ol der Al askans.

M5. ANSELM offered to review the sunmary of changes from version
A to version Wand the sectional analysis.

1:41:13 PM
SENATOR COCGHI LL requested a review of the changes.

CHAIR MCGUI RE asked Ms. Anselm to review the changes and noted
that Senator M cciche joined the commttee.

1:41. 34 PM
MS. ANSELM read the follow ng sunmary of changes between version
A and version Wof SB 108.

Structural Changes. The order of the sections has been

reorgani zed. SB 108A was drafted with the new AS 45. 56
Al aska Securities Act at the beginning of the bill
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with other statutes anended in nunerical order at the
end. SB 108 CS Wnow follows the order of the statutes
amended beginning with Title 06.

Drafting. Legislative Counsel made conformng drafting

and |egal inprovenments throughout the bill including
consol idating definitions into Article 7, Sec
45.56.740 or citing to existing definitions in other
st at ut es.

Sec. 1 - 24. Renunbered from SB108A and noved to the
front of the bill. SB 108 A Sec. 7. AS 21.42.315(k)
is deleted because ‘variable annuity’ is renoved from
the definition of security (see Article 7 Definitions)

Sec. 25. Chapter 56. Alaska Securities Act (pg. 14)
Article 1. General Provisions. No changes.

Article 2. Exenptions from Registration of Securities.
Small intrastate securities offerings (referred to as
“Crowdfunding”) was renoved at the request of Senate
Labor and Commer ce (SB 126 cont ai ns simlar
provi si ons)

Article 3. Registration of Securities and Notice
Filing of Federal Covered Securities. No substantive

changes.
Article 4. Br oker - deal er s, Agent s, | nvest ment
Advi sers, | nvest nent  Advi ser Representatives, and
Federal Covered Investnent Advisers. No substantive
changes.

Article 5. Fraud and Liabilities. No substantive
changes.

Article 6. Admnistration and Judicial Review (pp.
66- 86)

Sec. 45.56.605(e) relating to the securities education
and training fund was noved to a new Sec. 45.56.625
Securities investor education and training fund.

Sec. 45.56.625 Jurisdiction contents were conbined
with Sec. 45.56.635 Applicability of the chapter.
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Sec. 45.56.660. Cvil liability and Sec 45.56.665
Rescission Ofers. The legal rate of interest for
rescission and civil enforcenent is the legal rate of
interest under AS 09.30.970 or eight percent a year,
whi chever is greater. (Bold is new)

Article 7. M scel | aneous and Additional Gener al
Pr ovi si ons.

Sec. 45.56.900. Definitions.

(23) A der Person (fornerly O der Alaskan)-— a natura
person that is age 60 or older (adapted from AS
47.26.290(6))

(32) Security — “variable annuity” is deleted fromthe
definition

Sections 26- 35. No substantive changes.

1:44:49 PM
SENATOR COGHILL asked if the two statutes were separated for
ease of application.

M5. ANSELM confirmed that it will be much easier for the public
and the corporations if the statutes relating to securities are
lifted out of the statutes that relate to the Al aska Native
Clainms Settlement Act proxy solicitations.

SENATOR COCHI LL asked why variable annuity was renpved.
M5. ANSELM said the insurance industry 1is concerned that

i ncluding variable annuity in the Securities Act would result in
nore regulation over that section of the industry. The division

does not agree and the topic will likely be discussed in the
future
SENATOR W ELECHOAMSKI  asked how variable annuities wll be

regul ated in Al aska

M5. ANSELM replied the sane as they are now, which is through
t he I nsurance Act.

SENATOR W ELECHOWSKI asked if that is standard practice anong
states.
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M5. ANSELM said they're regulated a variety of ways and it's
sonmething the division wants to vet further before bringing the
i Sssue up agai n.

SENATOR W ELECHONSKI asked if the division has had many
conplaints about the way variable annuities are dealt with in
Al aska.

MS. ANSELM said there have been conplaints and often they bridge
i nsurance and securities because variable annuity sales people
are often also registered as securities sales people. She
reported that the two divisions work well together to address
t he conpl ai nts.

CHAIR MCGUI RE infornmed the committee that Renee Wardlaw with the
Departnent of Law and Kristy Naylor with the D vision of Banking
and Securities are avail able to answer questions.

SENATOR COGHI LL asked if either has concerns with the bill.

1:48: 54 PM

KRI STY NAYLOR, Securities Examner, D vision of Banking and
Securities, Departrment of Commerce, Comunity and Econonic
Devel opnent (DCCED), stated the department has no concerns wth
the way SB 108 is drafted.

1:49: 23 PM
CHAI R MCGUI RE cl osed public testinony on SB 108.

1:49: 36 PM

SENATOR COGHI LL noved to report the CS for SB 108(L&C) from
conmmttee with individual recommendations and attached fiscal
not e(s).

CHAI R MCGUI RE announced that w thout objection, CSSB 108(L&C) is
reported from Senate Judiciary Standing Conmittee.

SB 113- NEW DRUGS FOR THE TERM NALLY | LL

1:50: 02 PM
CHAI R MCGUI RE announced the consideration of SB 113. [This is
the first hearing and CSSB 113(HSS) is before the commttee.]

1:50: 27 PM

SENATOR W ELECHOWBKI, Alaska State Legislature sponsor of SB
113, introduced the bill speaking to the followng sponsor
st at enent :
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Senate Bill 113 would create a legal climate in which
termnally ill patients who have exhausted other
avai l able treatnments and do not qualify for clinica
trials <could gain faster access to safe, but
experinmental drugs in an effort to save their own
lives. By providing certain immunities to prescribing
physi ci ans, manufacturers and distributors acting in
good faith, this bill would allow termnal patients,
in consultation with their doctor, the freedomto try
new treatnents as they fight to survive, wthout the
burden of waiting for federal approval.

The United States Food and Drug Admnistration
currently of fers an “expanded access” or
“conpassi onate use” exenption that allows termnally
ill patients that neet certain criteria to access
drugs in the clinical trial phase, but not fully
approved. However, even with recent efforts by the FDA
to streanmline the application process, this exenption
program is known to be arduous and can take | onger
than patients facing termnal illness can wait.

Since 2014, at least 44 states have seen “right to
try” legislation introduced, 12 of which still have
bills pending and 25 of which have signed bills into
law wth strong, | argely unani nous, bi - parti san
support. It is clear this is a human issue and one
t hat goes beyond state and party lines.

In providing termnal patients the ability to access
safe, but experinental drugs in consultation with a
doctor they trust, this bill offers new hope when al
FDA- approved options have been exhaust ed.

SENATOR W ELECHOABKI said this bill is intended for the 97
percent of termnally ill people who apply for clinical trials
but are not accepted.

1:52:28 PM

BROOKE I VY, Staff, Senat or W el echowski Al aska State
Legi slature, explained that the goal of SB 113 is to create a
legal clinate so that termnally ill people can work directly

with their doctor and the drug nmanufacturer to access
experinmental drugs that have passed phase 1 of the FDA review
process.

SENATE JUD COW TTEE - 8- April 11, 2016



MS. IVY reviewed the sections of SB 113.

Section 1: Prohibits disciplinary action of physicians
by the State Medical Board for prescribing, dispensing
or admnistering an investigational drug, biological
product or device to termnally ill patients that are
ineligible or wunable to participate in a current
clinical trial, have considered all other treatnent
options approved by the FDA and have provided witten
consent. Defines *“investigational drugs, biological
products and devices” as those that have successfully
conpl eted Phase 1 of the FDA drug review process and
remain in ongoing Phase 2 or 3 clinical trials, but
have not been approved for general wuse. Defines
“terminal illness” as a disease that wll result in
death in the near future or permanent state of
unconsci ousness from which recovery is unlikely.

Section 2: Establishes immunity for physi ci ans,
medi cal team nenbers, manufacturers and distributors
in the case of injury or death of a termnally ill
patient from the wuse of an investigational drug,
bi ol ogi cal pr oduct or devi ce, provi ded inforned
consent was obtained from the patient and notice of
i munity was given in advance.

Section 3: Amends statute |imting the sale and
di stribution of new drugs (AS 17.20.110) so as not to
apply to physicians prescribing or admnistering
i nvestigational drugs under the conditions established
in Section 1.

Section 4: Prohibits the Departnent of Health and
Social Services fromrequiring a licensed health care
facility to i ncrease its services solely to
acconmodat e physicians prescribing, di spensing or
adm ni stering investigational drugs to a patient.

1:55:12 PM

KURT ALTMAN, Attorney, Coldwater Institute, Phoenix, Arizona,
testified in support of SB 113. He related he is the drafter of
the nodel legislation comonly referred to as "The Right to Try

Bill" and he has traveled across the country advocating for the
| egi sl ation. He pointed out that there are significant
protections in the bill and that this is a last chance for
termnally ill patients. For investigational nedicine to be

eligible under right to try laws, it has to have passed the
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safety testing phase 1 of the FDA approval process. Mre
importantly, the drug nust be in ongoing phase 2 or phase 3
clinical trials. He confirnmed that this is for the 97 percent of

terminally ill people who aren’'t accepted into clinical trials.
By the end of this |egislative session, he expects that quite a
few nore states will have passed simlar legislation. This has

been a two to three year process and patients are finally taking
advantage of right to try |aws, he said.

1:58:45 PM

SENATOR COGHILL asked if there have been liability issues or
famlies that feel sonebody has been coerced into a treatnent
program

MR. ALTMAN said there has been no litigation to date with right
to try laws. For soneone to receive a trial drug, there has to
be a detailed inforned consent on behalf of the doctor and
patient. In practice, the manufacturers that have agreed to
provide these drugs also require a significant, detailed
informed consent liability waiver. Each |aw that has passed has
a simlar liability waiver as SB 113 for any adverse effect from
the investigational drug. It does not waive any clains of
nmedi cal mal practi ce.

SENATOR COGHI LL asked how the prohibition in Section 4 wll
wor K.

2:00: 53 PM

M5. |IVY said the provision seeks to allay concerns of health
care facilities and hospitals about potentially losing their
certificate for Medicare or Medicaid. Oher states have passed
this legislation with a simlar provision. She noted that the
Department of Health and Social Services (DHSS) has determ ned
that SB 113 does not inpact their operations due to that
provision in SB 113.

2:02:11 PM

M CHAEL  MAHARREY, Nat i onal Communi cat i ons Di rector, 10t h
Amendnent Center, testified in support of SB 113. He said that
when the Center heard about the issue from the Goldwater
Institute, they knew they could support it wthout reservation

SB 113 w il take the decision-naking process regarding a
patient’s treatnment options out of the hands of detached
individuals and put it where it belongs, with the patient and
their physician. He commented on the FDA approval process for
new drugs that is slow and cunbersone, and described right to
try laws as a bridge that spans the gap between federa
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regul ations and the needs of termnally ill patients. He urged
the commttee to pass SB 113.

2:04:52 PM

CHARLOTTE WH TELEY, representing herself, testified in support
of SB 113. She shared a story about her father who was able to
participate in an experinental drug trial that helped him live
an extra 3 years. It was particularly inportant to himto know
that his data would be used to help future generations who get
mul ti ple nyeloma. She also described the case of a friend with
multiple sclerosis who participated in a drug trial in
Switzerland. A new and better drug is being developed as a
result of that trial. SB 113 allows people who are going to die
fromtheir disease, a chance to give to the future.

2:06: 35 PM
KEN LANDFI ELD, representing hinself, testified in support of SB
113. He said the situation is clear; the bill is designed to

provide a last ditch option for soneone who is going to die
anyway. This is an opportunity for legislators to do the right
thing and it has no downside he can see. Further, it wll cost
virtual Iy nothing.

2:08: 22 PM

CHAIR MCQUI RE cl osed public testinmony on SB 113. She shared a
story about her physician father who made the decision to
develop a pilot program after the FDA denied the use of an
i nnovative scientific technique for his patients.

SENATOR COGHI LL asked if a report goes back to the FDA to add to
the data on the experinental drug

M5. |1VY said SB 113 does not include reporting requirenments but
her understanding is that it is a requirement in the contracts
with manufacturers under both conpassionate use and right to

try.
SENATOR COGHI LL expressed sati sfaction.

CHAI R MCQUI RE comrented further on the pilot program her father
devel oped.

2:13:23 PM

SENATOR COGHI LL noved to report the CS for SB 113, |abeled 29-
LSO783\E, from commttee wth individual recomendations and
attached fiscal note(s).
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2:14: 04 PM

SENATOR W ELECHOWSKI said he was surprised and pleased to learn
that the Goldwater Institute supports the Ilegislation. He
credited his staff for doing conprehensive research and
described SB 113 as good legislation that could save lives in
Al aska.

2:14: 25 PM
CHAI R MCGUI RE announced that w thout objection, CSSB 113(HSS) is
reported from Senate Judiciary Standing Conmittee.

2:14: 29 PM
There being no further business to cone before the committee,
Chair MQiire adjourned the Senate Judiciary Standing Commttee
at 2:14 p.m
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