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2001 HOUSE STANDING COMMITTELR MINUTES
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Committee Clerk Signature ( l :ﬂ“/LOZ_\R(L/

Minutes:Chairman R, Berg, Vice-Chair G. Keiser, Rep, M. Lkstrom, Rep. R, Froelich, Rep. G.

Froseth, Rep. R, Jensen, Rep. N, Johnson, Rep, 1. Kasper, Rep. M. Klein, Rep. Koppang,
Rep. D, Lemicux, Rep, B. Pictseh, Rep. D. Ruby, Rep. D, Severson, Rep. L. Thotpe,

Chairman Berg: Let’s open the hearing on HB 1096,

Howard Anderson Jr. R, Ph.y  Executive Director of the ND Board of Pharmacy

written testimony

Rep Ekstrom; [n section 7, does the pharmacy ever receive that original perseription as patt off

the record?

Anderson: No, under this that should not be necessary,

Chairman Berg: Is there any risk ol someone else using that original perscription?

Anderson: No because that is part of the charl work.

Rep Ekstrom: With the liabilty chain of command, when only a fax i%cv,j;jcncc that may becone
L4

a little hairy.
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House Industry, Business and Labor Committee
Bill/Resolution Number HB 1096

Hearing Date Jun 16, 2001

Anderson: | don't think that will be a problem, it*s just speeding up the perseription to the
pharmacist,

Chairman Berg; Any other questions? Any one else here b testify on 1113 10967 With that we'll
close the hearing on HI3 1096,

Rep Ekstrom: recommend a do pass.

Rep Johnson; | second,
Chojrman Berg: Motion is carried, 14 aye, 0 nay, 1 absent. Rep Kasper earries,




Date: /7% O
. Roll Cull Vote #: ‘
2001 HOUSE STANDING COMMITTEE ROLL CALL YOTES
BILL/RESOLUTION NO. (odedstetortesadtttrResn TN, /D é

House  Industry, Business and Labor

Commitiee

or

Conference Commitlee

Subcommitteeon

Legislative Councll Amendment Number

Aclion Taken

Motion Made By

%)fy@/)f) Sceonded By

Jofmém

Representatives Yes ] No Representatives Yes | No
Chainman- Rick Berg v Rep. Jim Kusper Ay
Vice-Chairman George Keiser v, Rep. Matthew M, Klein / /
Rep, Mary Ekstorm vV Rep. Myron Koppang
. Rep, Rod Froelich V) Rep. Doug Lemicux //
Rep. Glen Froseth V) Rep. Bill Pietseh
Rep. Roxanne Jensen v Rep. Dan Ruby :/
Rep. Nancy Johnson 4 Rep. Dale C, Severson v
Rep. Elwood Thorpe o

Total (Yes)

/D

Absent (;Z

I'loor Assignment

[f the vote is on an amendment, briefly indicate intent




REPORT OF STANDING COMMITTEE (410) Module No: HR-08-1084

January 18, 2001 4:01 p.m, Carrler: Kogfang
insert LC:. Title:.

REPORT OF STANDING COMMITTEE
HB 1096: Industry, Business and Labor Committee (Rep. Berg, Chalrman) recommends

DO PASS (13 YEAS, 0 NAYS, 2 ABSENT AND NOT VOTING). HB 1096 was placoed
on the Eleventh order on the calendar.

{2) DESK, (3) COMM Page No. 1 HR-06-1084
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2001 SENATE STANDING COMMITTEE MINUTES
BILL/RESOLUTION NO. HIE 1096
Senate Industry, Business and Labor Committee
Q) Conference Committee

Hearing Date February 14, 2001,

Tope Number | SideA | SideB ) Mewrd
1 X 2920040

Committee Clerk Signature ( ou) ég / e/z(j)/f e e
Minutes:
The meeting was called to order, All commitice members present, Hearing was opened on 1B
1096 relating to the practice of pharmacy.

Howard Anderson, Exccutive Dircctor, ND Board of Pharmacy, in favor, Written testimony

attached.

Senator Mutch: page | linc 23 “otherwise permitted” refers to what?

H Anderson: refers to limitations within their specialty.

Scnator Espegard: Would this apply to optometrists prescribing medication other than for
glaucoma?

H Anderson: No.

Galen Jordre, ND Pharmaceutical Assn, In favor

No opposing testimony. Hearing closed.

Discussion held. Senator Klein: Motion: do pass, Senator Espegard: Sccond,
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Senate Industry, Business and Labor Committee ’
BHI/Raosolution Number 1096

Hearing Date February 14, 2001,

Roll call vote: 7 yes; 0 no, Motion carried. Floor assignment : Senator Espegard.
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Roll Call Vote #: [/

2001 SENATE STANDING COMMITTEE ROLL CALL VOTES
BILL/RESOLUTION NO, /()¢

Senate Industry, Business and Labor Committee

Subcommittee on
or
Conference Committee

Legislative Council Amendment Number

Action Taken i)@ @)Lw/

Motion Made By “/] | /:/4/07 gc;conded / é’/gﬁ 4/{/\{ oy (9/

Senators Yes | No Senators Yes, | No
| Senator Mutch - Chairman Senator Every "l
LSenator Klein - Vice Chairman Senator Mathern
Senator Espegard
| Senator Krebsbach
[Eenator Tollefson -

t

more—.

NN

Total (Yes) 7 No _( )
Absent D

a?

Floor Assignment é

. If the vote is on an amendment, briefly indicate intent:




REPORT OF STANDING COMMITTEE (410) Module No: SR-27-3306

February 14, 2001 11:44 a.m. Carrler: Espegard
Ingert LC:. Title:,

REPORT OF STANDING CCMMITTEE
HB 1098: Industry, Business and Labor Committee (Sen. Mutch, Chairman) rocommends
DO PASS (7 YEAS, 0 NAYS, 0 ABSENT AND NOT VOTING). HB 1096 was placed

on the Fourteenth order on the calendar.

(2) DESK, {3) COMM Page No. 1 SR-27-3308
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PATRICIA M. CHUKCHLLE, [P,
Binmarck, President
MARVIN M MALMUERG, M5, LI,
Fiego, Senior Membaer
l)l\\’”) ljn ‘)’4“1‘» "l"h.
Furyo
HARVEY J, HANEL, Phean D, 1P,

A B e, » Haraee
| OFFICK OF THE EXECUTIVE DIRECToR MY WDEWIINL R,

gﬂuetrh of wl;urmewg P.O. Box 13564 WILLIAM J. GROSZ, Se.D., Raith,
STATE QF NORTH DAKOTA Bismarek, North Dakota B8602- 11354 Wihpeton, Treasurer

EDWARD T. SCHAFEN, (iovornor Teloplione (701) 328-9536 HOWARD €, ANDERSON, Jr, RPh,
Fax (701) 268-9312 Furtle Lako, Exeewtive Divector

HOUSE BILL No. 1096
INDUSTRY, BUSINESS AND LABOR COMMITTEE
TUESDAY- JANUARY 16, 2001 - 2:00 PM - PEACE GARDEN ROOM

e e N

Chairman Berg, members of the Industry, Business and Labor Committee, for
the record | am Howard C. Anderson, Jr., R.Ph., Executive Dircctor of the
North Dakota State Board of Pharmacy.

Thank you for the opportunity to appear before you today. This Bill was
introduced at the request of the State Board of Pharmacy and contains changes
necessary to help pharmacists care for their patients and primarily expands
our laws to the greatest extent possible under the federal regulations.

Sections 1 - 2 and 8 change the definition of prescription drug in the various
sections in the North Dakota Law to include the Rx Only language adopted by
the Food and Drug Administration. Manufacturers, packagers and labelers of
prescription medication asked the FDA to simplify and shorten the designation
of a prescription drug since the caution: “Federal Law Prohibits Dispensing
Without Prescription” took up too much room on the label.

Section 3 changes NDCC 19-03 to match the language which you changed two
years ago in 19-02,1-01 and 43-15-01(24) during the Fifty-Sixth Legislative
Assembly.

Sections 4-5-6 are scheduling or rescheduling of Controlled Substances,
which the Board of Pharmacy acting as the Controlled Substances Board has
scheduled administratively during the past two years, to keep North Dakota’s
drug schedules in conformity with those of the Drug Enforcement
Administration,

Page 2 line 11, places Gamma-hydroxybutyric acid in Schedule I, unless it is
specifically listed in another schedule as an approved drug product,

Page 3 - line 5 under e. Dronabinol and f. Gamma-hydroxybutyric acid are
placed in schedule Il when they are marketed as approved drug products.
Ketamine, which is a drug used for induction of anesthesia, has also been
placed in scheduled I




On page 5 line 16 Zaleplon has been added to the list of Schedule IV Controhed
Substances and on line 28 Modafinil is also in Schedule 1V,

The change on page 6 line 6 brings us into corcurrence with the DEA
Regulations which were changed to allow the facsimile of a prescription signed
by the practitioner before faxing to serve as the original prescription of the
physician, to be retained by the pharmacy for that purpose. Prior regulations
would have required pharmacists to get an original signature before we could
have dispensed the medication,

Thank you very much, 1 will be happy to answer any question you might have.

Howard C., Anderson, Jr., R.Ph,




COPY

OFFICE OF THE EXECUTIVE DIRECTOR

P‘
Board of Pharmary P.O. Box 1354

STATE OF NORTH DAKOTA Bismarck, North Dakota 58602-1354
EDWARD T, SCHAFER, Governor Telephone (701) 328-9635

Fax (701) 2568-9312
July 21, 1999

Mr. Rolf P. Sletten

Executive Secretary/Treasurer
ND Board of Medical Examiners
418 East Broadway Avenue
Bismarck ND 58501

Dear Mr, Sletten:

MARVIN M, MALMBERG, M.S., R.Ph,
Fargo, President
PATRICIA M. CHURCHILL, R.Ph.
Bismarck, Senfor Member
PATRICIA A KRAMER, R.PPh,
Bismurck
DAVID J. OLIG, R.Ph.
Fuargo
HARVEY J. HANEL, PharnggD)., R.Ph.
, Horace
WILLIAM J. GROSZ, Se.), R.Ph.
Wnhpeton, Treusurer
HOWARD C, ANDERSON. Jr, IL.Ph,
Turtle Lake, Executive Director

The Board of Pharmacy has taken administrative action consistent with the
issuance of the final rule by Acting Deputy Administrator of the Drug
Enforcement Administration (DEA) placing the substance synthetic Dronabinol
[(+)-A9 -(trans)-Tetrahydrocnnabinol] in sesame oil and encapsulated in gelatin
capsules in a product approved by the Food and Drug Administration (FDA)
from Schedule II into Schedu'e 11T the Controlled Substances Act (CSA), by the

Authority of NDCC 19-03.1-02 subsection 4.

The rescheduling of this substance is effective thirty days from the notice
published in the Federal Register - July 2, 1999 pages 35928-35930 (Vol 64, No.
127). The North Dakota State Board of Pharmacy places these substances into
Schedule 11l of the North Dakota Uniform Controlled Substancey Act.

Sincerely,

Howard C. Anderson, Jr., R,Ph.
Executive Director

HCA/eh

CcC David A. Lindell, J.D.
Special Assistant Attorney General




DESIGNATION OF DRONABINOL INTO SCHEDULE Il
OF THE UNIFORM CONTROLLED SUBSTANCES ACT PURSUANT TO
CHAPTER 19-03.1-02 SUBSECTION 4 of the North Dakota Century Code.

SUMMARY: With the issuance of this final rule, the Acting Deputy
Administrator of the Drug Enforcement Administration (DEA) transferring
a drug between schedules of the Controlled Substances Act (CSA)
pursuant to 21 U.8.C, 811. With the issuance of this final rule the Deputy
Administrator transfers from Schedule I to Schedule I of the CSA the
drug containing synthetic Dronabinol [(-)-A9 -(trans)-Tetrahydrocnnabinol|
in sesame oil and encapsulated in gelatin capsules in a product approved
by the Food and Drug Administration (FDA). This rule also designhates this
drug as a Schedule IIl non-narcotic substance requiring an import/export
permit. As a result of this rule, the regulatory controls and criminal
sanctions of Schedule II will be applicable to the manufacture,
distribution, importation and exportation of this drug,

The Scheduling of this substance is effective thirty days from the
notice published in the Federal Register - July 2, 1999 pages 35928-35930 (Vol
64, No. 127).
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Clinton browses
new Walgreens

As part of his national
swing to convince business-
es to set up shop in pockets
of poverty, President Clin-
ton browsed through a new
Walgreens drugstore in
East St. Louis, Iil, Opened
June 7, the Walgreens store
is the neighborhood’s first
new retail outlet in 40
years, Residents of the
chronically depressed city
hold 70% of the 31 retail
jobg In the $3.8 million
store, Clinton applauded
Walgreens’ commitment to
developing inner-city
stores, Walgreens president
and COO David Bernauer
said the Deerfield, 1ll,,
chaln’s drugstores serve
Inner-city neighborhoods
as a health-care provider,
cottvenience store, and gro-
cery store.

State OKs access
to alternative care
Washington will become
the flrst state to require
managed care plans and
Insurance companies to
allow thelr customers neat-
ly unfettered access to
practitioners of alternative
medicine, under draft rules
that were expected to be
adopted at press ime, The
regulation, crafted by
Washington insurance
commissioner Deborah
Senn, calls for health ingur-
ers to incorporate different
categories of providers into
thelr coverage. The health-
care practitioners benefit-
ing from the law Include
acupuncturists, natur-
opaths, massage therapists.

name anymore.)

Glaxo tops among R.Ph.s in survey

Glaxo came out on top in a Scott-Levin study of pharmacists” opinions
of drug manufacturers. The study, Pharmaceutical Sales Force Struc-
tures and Strategies 1998, based its rankings on quality and familiarity
data from the study population. Among the runners-up were Scher-
ing, Merck, and Astra Merck (which rose from 11th in the 1997 study).
Scott-Levin surveyed 1,542 pharmacists overall—768 chain, 774 inde-
pendent. (Glaxo Wellcome was identified as “Glaxo” by many phar-
macists, despite the fact that no part of the company goes by that

order to qualify for the law,
all health-care profession-
als must be licensed and
certified by the state.

Childhood vaccines:
A cautionary note
The U.S, Public Health Ser-
vice and the American
Academy of Pediatrics have
issued a joint statement urg-
ing the elimination of mer-
cury content in hepatitis B
vaccines and other child-
hood immunization prod-
ucts. In addition, the state-
ment is rolling back univer-
sal recommendations that all
infants receive inoculations
against hepatitis B at birth,
These cautionary actions
were based on a hearing that
scrutinized the satety of a
mercury compound—-
thimerosol--used as a
preservative In the hepatitis
B, diphtheria, pertussis, acel-
lular pertussts, tetanus, and
HIB vaccines, Cumulative
effects of ingesting mercury
can result in braln damage;
most infants have recelved a
total of 15 doses of mercury-
contalning vaccines by the
age of six months,

Canadlan company

licensed midwives, nurse  buys Snyder Drug
practiioners, cfhrslclan Canadlan drugstore owner
assistants, and dietians, In  The Katz Group will move
www.drugtoples.com
-tﬁwmw LAA

into the U.S. chain industry
by purchasing Snyder
Drug Stores Inc,, which is
based in Minneapolis.
Financial terms were not
disclosed. The sale is
expected to close in early
October, assurning regula-
tory approval. Snhydet’s
operates 141 company-
owned and independent
stores in five states, The
Kalz Group, based in
Edmonton, Alberta, is a
leading Canadian drug-
store operator, with annual
revenues of more than $800
milllon (Canadian). The
company operates more
than 300 units in five Cana-
dlan provinces under the
Pharma Plus Drug Mart,
Rexall Drug Store, and
Medicine Shoppe Pharma-
cy banners,

etic pot
changed to
Schedule it
DEA has moved Marinol
(dronabinol) from a Sched-
ule I controlled substance
to Schedule M1, which
removes state triplicate-Rx
requirements and permits
telephone orders and
refills. It took Unimed
Pharmaceuticals more than
three years to win resched-
ullng. FDA approved the

synthetic form of THC, the
active ingredient in mari-
juana, in 1985 for the treat-
ment of chemotherapy-
induced nausea. Eventual-
ly, the FDA and the White
House Office of National
Drug Control Policy sup-
ported rescheduling.
Unimed and co-marketer
Roxane Laboratories said it
was the first time a drug
has gone from Schedule 11
to Schedule 111 Marinol
also is indicated for
appetite loss or anorexia
associated with AIDS,

Judge approves
ervor settlement

A federal judge approved a
$2 millfon settlement in a
lawsuit brought by the
family of a toddler who
ingested amoxapine dis-
pensed in a non-childproof
vial by a pharmacy in Lan-
caster, Pa. The suit charged
that the boy, Jayin Ruiz,
now five years old, lapsed
into a coma for three weeks
at the Hme of the incident
and needs therapy for per-
manent brain damage. A
trust fund will be estab-
lished that will allow the
boy to receive funds to
enhance his quality of life
and still remaln eligible for
public assistance.
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Ms, Heidi Heitkamp, J.D.
Attorney General

State of North Dakota
600 E Boulevard Ave
Bismarck ND 58505-0040

Dear Ms. Heitkamp:

Dr. Charles D. Peterson

Dean

North Dakota State University
College of Pharmacy

Box 50855 - University Station
Fargo ND 58105-5055

Dear Dr, Peterson:

Constance B, Kalanek, PhD., RN
Executive Director

ND State Board of Nursing

919 § 7th Street Suite #3504
Bismarck ND 58504-5881

Dear Dr. Kalanek:

Dr. Wayne A, Mattern
President

Board of Dental Examiners
1714 N oth Street
Bismarck ND 58501
Dear Dr. Matter:

Dr. Lee Hofsommer
Secretary/Treasurer
Board of Podiatry Registry
1402 25t Street S

Fargo ND 58103

Dear Dr. Hofsommer:

Dr. John Boyce

Executive Secretary

Board of Vet Med Examiners
P O Box 5001

Bismarck ND 58502-5001

Dear Dr. Boyce

Dean Wilson

UND School of Medicine

PO Box 9037

Grand Forks ND 58202-9037

Dear Dean Wilson:

Savme letha o0t to
AR Canetnn (mee
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() Pelmary protective barvier for
mammography x-ray systems. For
mommography X ray systems

nanufactured ufter September 30, 1999,

(1) At any SID where exposures can
be made, the Image receptar support
tlevies shall provide a primary
protective harelee that intereeps the
cross section of the useful beam along
every ditection vacept at the chiest wall
edge.

(2) The x.ray tube shall not paemit
expususe unless the appropriate burtler
is In place to intercept the useful beam
as required in parageaph (1)(1) of this
seetion,

(3) The tranyraisston of the usefu)
beam thraugh the primary protective
hareter shall bo Nmiteed sueh that the
gxpusure 5 centimulers lrum any
acenysible surface beyond the plane of
the primary protective barrier does 1ot
exceed 2.58X10- C/kg (0.1 mR} for each
activation of the tube.

{4) Campliance far ranamiasion shall
be datarmlned with the x-ray sysiem
aperated at the mintimurn S10 for which
It 1y designed, at the maxitum rated
peak tube potential, ot the maximun:
rated produdt of X-ray tube curent and
axposura ine (nAs) for the eaxdnuen
rated peak tube potential, and by
PICASUFCINGNLS averagad over an area of
100 yyuare centimeters with no linear
dimension greatar than 20 cantinietors,
The sensitlve valume of the raciatfon
measuring Inatrament shatl nol be
positoned beyond the edge of the
prinary protectiva barrier along the
chest wall side,

Datad: Juna 16, 1999,
Murgaeul M Dotzel,

Actinyg Assacinte Uommissioner for Polley
Couvrdinatinn,

(ER Due. 8918835 Filud 7 (=n0; B:45 amj
BILLING CODE 4140-01-F

DEPARTMENT OF JUSTICE
Drug Enforeement Administration

21 CER Parts 1308, 1312
(DEA-180F]

fichadules of Contralied Substances:
Rescheduling of the Faod and Drug
Administration Approved Produst
Containing Synthetic Dronabinol {(+)-
4AY(trana)sTatrahydrocannabinol in
Sosame Oll and Encapsuliated in Soft
Gelatin Capsules From Schedula Il to
Schadule il

AGENCY: Drug Enforcemennt
Administeation, Departmont of Justics,

ACTION: Final rule,

SUMMARY: This is a flnal rule of the
Ueputy Administrator of the Drug
Entorcanient Administration (NEA)
transferring a drug between schiedules ol
the Controlled Substances Act (CSA)
pursuantto 2§ U.S.C, 811, With the
Issuance of this final rule, the Deputy
Administeator teansfers from schedule 11
1o schedule Nl of the CSA the drup
containing synthetic deonabinol {(-)-49-
{trans)-tetrahydrocannabinol] in sesatne
oll and encapsulated In soft gelatin
capsules in a product approved by e
Food and Drug Administration (FDA).
This rule alsa designates this drug as o
schedule U1 non-narcotie substancu
requiring an lmroru’export permit. As 4
result of this rule, the regulatory
controls and ¢riminal sanctions of
schiedule [T will be applicuble to the
manufacture, distribution, importation
and exportation of this drug.

EFFECTIVE DATE: July 2, 1999,

FOR FURTHER INFORMATION CONTACT!
rank Sapienza, Chief, Drug and
Chiernical Evaluation Section, Druy
Enforcement Administration,
Washington, DC 20837, 202-307-7183.
SUPPLEMENTARY INFORMATION!

Background

Dronabinol fs the United States
Adopted Name (USAN) for the (-)-
tsomer of A%-(trans)-
tetraliydrocannabino! [(-}.A Y- (trans).
THC]. which 8 befleved to he the majar
psychoactive companent of Catirithas
sativa L. (invarijuana), On May 31, 1985,
FDA approved for marketing the
product Marinol®  which contalns
synthetic dronabliiol In sesame olf and
ancapsulated in soft gelatin capsuiles—
for the treatment of nausea and vomiting
associated with cancer chemotherapy,
Following this FDA awoval, DEA
{ssued a final rule on May {3, 1986,
transferring FRA-approved producty of
the same formuilation as Marinol ® from
schedule 1 to schadule ol the CSA In
aceardance with 21 U.S.C. 811(a). (For
sirnplicity within this document, the
tarrt "Marinol " will be used hereaftor
to refer to Marinol # and any other
ﬁroducm, which may by approved by

DA In the fulury, that have the same
farmulation 4s Marinol ) The 1884
rescheduling of Martnol ® was based on
o medicul and sclentific svaluarion and
schedullng;ucommendatﬁon from the
Asslstant Seeretary far Hoalth In
accardanca with 21 U.S.C, 811(b), The
teurisfar of Marinol ® to schedule il did
not affect tho CSA classification of pute
dronahinol, whith--as 8
tetraliydrocannabinal with no currsnt]
Accapled) medical use in treatment In the
United States  remains a schedule |
controlled substance. On Decambar 22,

-

1992, FDA expanted Murinal ®'s
Indlcations to include the treatment of
anurexia ussuclated with welght oss In
patients with AIDS.

The Petltlon ‘I'o Reschedule Marlnol»

On February 3, 1005, UNIMED
Pharmaceaticals, Inc. petitioned the
Administrator of DEA to transfer
Martnol® from schedule [f to schedule
1. In response to this petition, and {n
view of sipplemeantal information that
UNIMED provided to DEA on Deaember
11, 1996, DEA had (o determine
whather this proposed rescheduling of
Marinol® would compart with United
States abligations under the Convention
on Psychatrapie Substanees, 1971
(Psychiotrople Convention), See 21
U.Sy.c. 811{l). Uncler the Psyehocronic
Convention, dronabinol and all
dronabinol -containiing products, such s
Marinol®, are listed in schedule I1. As
a result, the United States is obligated
under the Psychotropic Convention to
linpose certain restrictions on the export
and tmpoit of Marinol®, DEA has
concludad that, Ia arder for the Unlted
States 16 continug to megt [ts obligatians
under (he Psychotropic Cotvention,
DEA will coatinue to require import and
export permits for international
teananatians invalving Martnol®, even
thought Marinol® wllt be anslerred (o
sehieddule [T ol the CSA. (As set furth
below, to actomplish this, DEA is
hereby amending 2! CFR 1312.30 to
require import and export permits for
intarniational transactions valving
Marinal® )

Alter detsrmining that Matinol®
could be transfarrec to sehedule (1
while maintaining the controls requlrad
b{ the Psychotrople Convention, and
after gathering the nacessary data, an
August 7, 1897, DEA requested from the
Actiry Assistant Secretary for Health,
Department of Henlth and Human
Services (NMHHS), a sclentlfic and
thudical evaluation, and
recommendation, as to whether
Marinol® should be reacheduied, in
accordance with 21 U.S.C. 81 1{).

On Septusnbier 11, 1998, the Acting
Assistant Secratary for Health sent to
DEA a lotter recommending that
Marinol® ba transfarree] from sehedule {f
to sehecdule o the CSA. Enctosed
withh thy Saprember 11, 1008, tetter was
o docunmient prepared by the FOA
entitled "Basis {or the Recommendation
for Rescheduling Martnol® Capsules
from schedule 110 seheduly U of the
Controlled Substances Act (CSA)." In
this document, the FDA defines the
Murirol® product as "an FDA-approved
drug product containing syntheticolly
produced dronabinol dissolved in
seyorn ud) sl encapsuinted in soft
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Aclatlo capsulus (2.5 ing, § ey, dend 10
mg per dosagy unit).” The deacoment
containad a reviaw of tha factars which

ansider, which are sot farth 1n 2)

.trhe C3A renﬂulres the Secretary to

U.S.C. 811
The Proposed Rule

On Noavember 7, 1098, the then.
Acting Deputy Administrator of DEA
published a notice of rroposed rule
making in the Federal Reglster (63 FR
59751), proposing to transfer Morinol®
from schedule IT to schedule I of the
CSA. The propased rule was based on
the DHHS scientific ond medical
evaluation and scheduling
recutntnendaton and DEA's
Independent evaluation. Also under the
proposed rule, 21 CFR 1312,30 would
be armented to include Marinol® as o
schedule TIT nan-narcotic controlled
substance specifically designated as
requiring lmpart and expart perinies
pursuant w21 U.S.C. 052(1)(2) and
953(e) (3). As discussed atove, this
praposed amendmant W 21 CFR 1312.30
Is necessury for the United States to
cuntinue to meel ity obligations undey
the Psychotropie Convention, The
ttier of proposed rule provided an
oppuortunity for all interested persons to
subinlt their commenits, objections, or
tequasts for haarlng In weriting to DEA
on en befoes Decarmbae 7, 1098,

Conmiments From the Publle

DIA recetved cotnments regarding the
proposed rule from ten persons. Nine of
the cammeanters supparted the proposad
rule, One commenter objected to the
proposed rule and requested o hearing
thereon, The comments nre bricfly
stmmarizacd balow,

‘The ning commenters who supported
(he proposed rule included
organizations, ?hysicians. and one
inclividual, Eight of the nine
commontaers who supparted the
proposad tule oxprassed the opinion
that Murinul® iy o yafe and effective
alternative to smokiing marijuana for
treateannt of nausen and dogs of appetite
and has Jow abusu potentisl,

O ermmuniar whio suﬁported the
propessudd rule expressed the view that
the rescheduling of Marlnol® should not
sarva g8 a subatitun tor making
marijuana logally avallable for medical
use, This cammenter seated that it
sup‘»mmd the use of mar{juana for
muclical purpoyes and, thereforo, \vished
to emphasiza that the proposed rula
affected the CHA satig ol Maringl®e
el that of inueljuang, which remains a

schedule [ controlled substance.
ha one commenter who objected 1o

the propasaed ruls, and requested o
henelng thergur, qysertad that Marlnol®

should niut be transferred to schedule I
unless and until marijuana and all ather
THC -¢ontalning cdrugs are
siimultaneously and likewlse
rescheduled, This eommenter asserted
that Marinol® has the same potentlal for
abuse as marijuana and all other THC-
cantaining drugs. This commeiiter
a?reed with the proposed rule that
Marinol®'s patential for abuse is less
than the "'high potentlal for abuse”
commensurate with schedules | and [I of
the CSA. Accardingly, this commenter
agreed that Marinol® shauld be
transforeed ta a less restrietive schedule
than schedule I However, this
commantar disagreed with what woiild
b the resultant status of Marinol® vis.
A-vis martjuana and ‘111G i the NPRM
bucomes [1nal: Marinol® would be in
schedule I while mardjusna and THC
would remaln in schedule 1. This
cotnmenter asserted that the CSA

rohibited tratsferring Marinoi® 10 a
¢33 restrictive schedule unless
marijuana and ail THC.containing drugs
are shmuttancously transferrcd to the
sama achedule, DEA has deternmined
that this catnmenitar’s objections are
basecl on a misinterpretation of thie CSA,
which can be addresyed, as & matter of
law, without conducting a fact finding
hearing. Accordingly, as this commenter

resented no material 1ssucs of fact,

LA dunied thls ¢commentet’s request
[or a hearing,

Findings

Relying on the scientific and medical
avalunation and scheduing
recorneridations of the Assistant
Secretary for Health, and based on
DEA's Independont review thoreol, the
Beputy Administrator of the DEA,
pursuant to 21 U.S.C. 811(a) and 811(h),
fhds that!

(1) Based on infarmatlan now
available, Matinol® has a potential for
abuse less than tho drugs or other
subslunces in schedulss Tand I,

2) Marinol® {s a FDA approved drug
product and has g currently accepted
mediaal uge In teeatment tri the United
States; und

(3) Abuse of Marinel® may lead to
modarate of low physical dependence ar
high psychalogleal depandance,

Rescheduling Action

Based on the abova lindings, the
Deputy Administrator of tha DEA
concludes that Marlnol® should b
transforredd fromth sehadule 11 to sehudule
(1, Schedule 11! regulations will, among
other things, allow five preseription
retilla in 8ix months and lesyen record
kuuplrl? requirerments and distribution
restriotions, The schaduls ITf control of
Marinol® will becoma affective July 2,

1009, uxcuept that certaln regulatory
Prcwislmm governing registrants whao
andie Marlnal will take affact os
{ndlcated below, In the event that the
regulatlons impose spectal lardships on
the registrants, the D@A will entertatn
any justified request for an extension of
time to comply with the schedule 11l
regulations regarding Marlnol®, The
ap{allcable regulations are as fuliows,

. Registration. Any person who
manufactures, distributes, dispenses,
imports or exports Marlnol® or who
engages L research or conducts
instructional activitles with Marlnol%,
ar wha propasen to cngage tn such
activities, must be reglstered to conduct
such actlvitles 1n sccordance with part
1301 of Title 21 of the Cade of Federa!
Regulations.

. Security. Marinal$ must be
manufactured, distributed and stored in
accorclance with §5 1301.71, 1301.72(b},
{c}, and (d), 1301.73, 1301.74,
1301.746(h) and (¢) and 1301.76 of Title
21 of the Code of Federal Regulatiuns,

3. Laheling and Packaging. All
commeretat cantaltiers of Marlnol®,
which are packaged on or aftor January
3, 2000 must have the approprlate
Sehedule 11 labeling a8 required by
§§1302.03-1302.07 of Title 21 of the
Code of Fedaral Regulations,
Commearcinl contalners of Marinal®
packaged bafore January 3, 2000, Afer
April 3, 2000, all commercial containers
of Marino) must bear the ClIl labels as
spezified In §§1302.03-1302.07 of Title
21 ol the Codu ol Pederal Regulations,

4. Inventory, Reglsteanits pussessing
Marinol® are requlred ta ke
friventories pursuant to §§ 1304.03,
1304,04 and 1304.11 of Title 21 of the
Cade ot Frderal Regulstions.

5. Reeords, Al registrants must keep
records pursuant (o 55 1304,03, 1304.04
and 1304.21-1304,23 of Title 21 of the
Code of Federal Regulations.

6. Prascriptions. All prescriptions for
Marinol® are to o lssued pursuant o
¥4 1308.03-1306,08 und (306,21
1306.26 of Title 21 of the Cada of
Foderal Refulatlons, All preserlptions
for Maelnol® fssuet) on or after July 2,
1000, if authorized for refilling, shall as
of that date be limited to flve refllls and
shall not he rofitlad afrer Jannaey 2,
2000,

7. Importution and Exportation. Due
to its lnternatlonal control status, Import
undd export peemits for Marinol® will be
tequired in accordance with 2! CFR
1312.30. All importation and
axportation of Marlnol® shall be In
compllanca with part 1312 of Tltle 21 of
thy GER,

8. Criminal Liability, Any activity
with Marinol® not authorized by, or L1
violatlan af, tie CSA or the Controlled
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Subsstancus linport and Export Act shall
continue to be unfawlul,

10 accordunce with tha provisions of
the CSA {21 U.S.C. B11({w), this action
1s a formal rule making “on the record
after oppurtunity for a hearing.” Such
proceedings are conducted pursuont (o
the pravisions of § U.5.C. 556 and §57
and, as such, are exempt from review by
the Offlew of Management and Budget
pursuant to Executlve Orer (K.0.)
V2888, section 3(d) (1), The Deput
Adidnisirator, in accordance wltg the
Regulatory Flexibliity Act (5 U.5.C.
B05()), hus reviewed this final rule and
by approving it certifles that It will not
have a significant economic lmpact on
n substantial number ol ymall entities,
Marinol® is a prescription drug used Lo
treat nauyea due to cancer
chemathierapy and A[DS wasting,
Huritllers of Marinol® are likely to
handle other controlled substances used
tu treut cancer or AlDS which are
already subject ta the regulatory
requirettients of the CSA. Further,
platement of Marinal® in seheduls (1 of
tiie CSA wlll mean a signtficunt
ceermase in the regulatory requirements
for persons handling Marinol®,

This rula will not result in the
expenditure by State, Jocal and tribal
governtnents, {n the aggrogate, or by the
private sector, ol $100,000,000 or more
in any one year, and it will not
slgnificuntly or uniquely affect simall
governments. Thetetore, no actions were
daemed nacessury under provistons of
t'}gz) ;Jnrundcd Maundates Reform Act of

This rule is nat a major rule vy
definad] by saetion 804 of the Small
Buslnusy Regulatory Enfarcemant
Falrness Act of 1496, This rule will not
result In an annual effect on the
ceanomy of $100,000,000 or mara; o
major increase ln costs ab prices; or
signifieant alverse effects on
compatition, employmant, Investrient,
praductivity, innovation, or on the
ability of Unitedt Statuy-bused
curipanies to compota with foralyn-
based campaning In dutnestic and
export markets,

Thiy rule will not have substanilal
direct effects an tha States, on the
ralationshlp bulwesn the national
govarnmant and the Stutes, or on the
distribution of power and
responsibliities amang the various
lovats of govertiment, Therefore, in
accordance with E.Q. 12812, it Iy
determined thut this rule, f finalized,
will not have sufficlent federallam
impllaations to wareant the preparation
of A Pudduralism Assesament,

§1308.13
ok

List of Subjecty
21 CFR Port 1308

Acdminlistrative practice and
procedure, Drug traffic controf,
Narcotics, Prescription drugs.

21 CIFR Purt 1312

Administrative practicy and
racedure, Drug traffic control, Exports,
mports, Narcotics, Reporting

requirements.

Under the authority vested in the
Attorncy Gonaral by section 201(4) of
the CSA (21 U.S.C. 811(n)), and
uiegated to the Administrator of the
DEA by the Department of Justice
regulations (28 CFR 0,100) and
redelegated to the Deputy Administracar
pursuont to 28 CFR 0,104, the Deputﬁ
Admintstrator hereby amends 21 CF
patts 1308 and 1312 as follows:

PARY 1308—{AMENOED]

1. The suthorlty eitation for 21 CFR
part 1308 eontinges to read as follows:

Authority: 21 U.S.C. 811, 812,871 (L)
unless otherwise notad.

§1308.12 [Amendad)

2. Section 1308.12 Is amencled by
reg\ovhm saragraph (H{1) and
redesignating the existing parograph
(0(2) as (H(1),

3. Sectlon 1308.13 Is amended by
adding 4 new puragraph (g) to read as
follows:

Schadule Il

4 » L »
(@) Holluelnogente substances.

(1) Dronnbinol (syntietic) i sesame of!
and unicupsulated in a soft galatin ¢apsule in
a U.S, Foed and Drug Administeation
approved product 7369,

[Sama ather nanies for dionablacl (BuR
truny)-6a.1.8,108-tetralydro.0,8,8- teitnethiyle
sﬂpan:jyl-an.dmmo [h.epyean. 1.ol) of (:):
deltu-0:(trans)tetrahydrocanabitiut]

(2) [Rosarved)

PART 1312~{AMENDED]

1, The autharity ¢ltation for part 1312
continues to read uy follows:

Qs?uﬁ\orlty: ¢1 U.8.C 062, 853, 864, 6472,

2. Section 1312.30 1s amanded by
adding a new para%raph () and
resurving paragraph (b) to read s
follows:

§131230 Schedule I, IV and V non.

nareatle ¢ontrolled substances requlring an
Impon and sxport permit,
) L} ¢ ] L

() Deanabing] (synthetic) In sesane
ol and ancapsulated in a soft gelatin

o

capsule (n a U.S. Food and Drug
Adminlstration appraved product.
(b} {Reserved]
Dated: June 28, 1999
Donnle R, Marshall,
Duputy Adiministratue, Drug Enforcement
Admbristulion,
[FR Doc. Y9-16833 Filed 7-1-99; 8:45 am|
B1..LING CODE d410~dduM

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
(LA-20~1-7403; FRL-8370~3]

Approval and Promulgation of Alr
Quality Implementation Plans;
Loulsiana: Reasonable-Further-
Progross Plan for the 18961999
Period, Attainment Demonstration,
Contingency Plan, Motor Vehiole
Emission Budgets, and 1990 Em|
Inventory for the Baton Rouge Q
Nanatialnment Ares; Loulslana
Sourae Banking Regulations

AGENGY: Enviranmental Protoctig
Agency (EPA).
ACTION: Final rule,

SUMMARY! [n this action, the E
finalizing its approval of revi
Loulslana Stale Impletnentat
(SIP) for the Baton Rouge o2
nenattainment area. ''hege
were submitied by the Stat
Lavistuna for the purpose
the Pust-1996 Rate-of-Pro
Attainment Demonstratl
Contingancy Plan raquir
Fedoval Clean Alr Act (¢
will ald 1y ensuring th
thu Natlorigl Ambient
Standard (NAAQS) fo
i also appraving the
Matar Vohicle By
(MVEBs) for the ar

The BPA |3 also
appruve addition
submitted by Lo
codifying revisi
the 1900 base
snd submitt

118 final action to
P revisions

ana including

that were made (0
emission lnventory
the EPA as par( of the
t Rato-of-Progress Plan
toher 22, 1096,

e EPA {s approving
stons to the 1900 base

ns Inventory submitted as
vut-1996 ROP Plan, The
approving the State's polint
ng regulations. This

mf Actian is boing taken under
110, 301, and part D of the Act.

VR DATE: ‘Thiy action (s effactive
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HOUSE BILL No. 1096
SENATE INDUSTRY, BUSINESS AND LABOR COMMITTEE
WEDNESDAY- FEBRUARY 14, 2001 - 10:00 AM - ROOSEVELT ROOM

Chairman Mutch, members of the Industry, Business and Labor Committec,
for the record | am Howard C. Anderson, Jr., R.Ph., Executive Director of the
North Dakota State Board of Pharmacy.

Thank you for the opportunity to appear before you today. This Bill was

introduced at the request of the State Board of Pharmacy and contains changes

neccssary to help pharmacists care for their patients and primarily expands
__-our laws to the greatest extent possible under the federal regulations.

. Sections 1 - 2 and 8 change the definition of prescription drug in the various

sections in the North Dakota Law to include the Rx Only language adopted by
the Food and Drug Administration. Manufacturers, packagers and labelers of
prescription medication asked the FDA to simplify and shorten the designation
of a prescription drug since the caution: “Federal Law Prohibits Dispensing
Without Prescription” took up too much room on the label,

Section 3 changes NDCC 19-03 to match the language which you changed two
years ago in 19-02.1-01 and 43-15-01(24) during the Fifty-Sixth Legislative
Assembly.

Sections 4-5-6 are scheduling or rescheduling of Controlled Substances,
which the Board of Pharmacy acting as the Controlled Substances Board has
scheduled administratively during the past two years, to keep North Dakota’s
drug schedules in conformity with those of the Drug Enforcement
Administration.

Page 2 line 11, places Gamma-hydroxybutyric acid in Schedule [, unless it is
specifically listed in another schedule as an approved drug product.

Page 3 - line 5 under ¢. Dronabinol and {. Gamma-hydroxybutyric acid are
placed in schedule 11l when they are marketed as approved drug products.
Ketamine, which ls a drug used for induction of anesthesia, has also been
placed in scheduled 1.




On page 5 line 16 Zaleplon has been added to the list of Schedule IV Controlled
Substances and on line 28 Modalfinil is also in Schedule 1V,

The change on page 6 line 6 brings us into concurrence with the DEA
Regulations which wete changed to allow the facsimile of a prescription signed
by the practitioner before faxing to serve as the original prescription of the
physician, to be retained by the pharmacy for that purpose. Prior regulations
would have required pharmacists to get an original signature before we could
have dispensed the medication,

Thank you very much, I will be happy to answer any question you might have,

Howard C. Anderson, Jr., R.Ph.




