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The rules are codified in the Code of State Regulations in this system—

Title Code of State Regulations Division Chapter Rule
1 CSR 10- 1. 010
Department Agency, Division General area regulated Specific area regulated

They are properly cited by using the full citation , i.e., 1 CSR 10-1.010.

Each department of state government is assigned a title. Each agency or division within the department is assigned a division number. The agency then groups its rules
into general subject matter areas called chapters and specific areas called rules. Within a rule, the first breakdown is called a section and is designated as (1). Subsection
is (A) with further breakdown into paragraph 1., subparagraph A., part (I), subpart (a), item 1. and subitem a.

RSMo—The most recent version of the statute containing the section number and the date.



October 15, 2010 i} ) i}
Vol. 35, No. 20 Missouri Register

' - UNITED STATES Statement of Ownership, Management, and Circulation
P POSTAL SERVICE » (All Periodicals Publications Except Requester Publications)

1. Publication Title 2. Publication Number 3. Filing Date
MISSOWr | Qeqls%—cv OV [&414]-[2|9 a2 Dcdchoer | 2010
4. Issue Frequency 5. Number of issues Published Annually | 6. Annual Subscription Price
Sermi- Monthly 24 | Bg,ee
7. Complste Mailing Address of Known Office of Publication (Not printer) (Sireet, city, county, state, and ZiP+48) Contact Person
ﬁn&s C. Kirk padrick stade \ivor mabion onder | L

wistradive Pu Divisionr Telephone (Inchude area code)
MQ_MM%M%_M" Sk-401%
8. Complete Mailing Address of Headquaners Business Office of Publisher (Not plinter) (YA1S5D I
Shode” Ho Corvier

Jomes ¢ Kukpetrick S motion S0}
Adriinisirtivie Rules Davisiony ) . .
- \ Colg (Do)
9. Full Names and Complete Mailing Addresses of Publisher, Editor, and Managing Editer (Do not leave blank) -
Publisher (Name and complete mailing address)

Sccrc’trm-‘jolf- <tade,
;%& MO _LEd!

Editor (Name and oomp!e!e malling address)

Custhis Treadt
PO Pox w7

steffyeon Oy, MO (PSI0]
Managing Editor (Name and complete mailing address)

lﬁ?@y WE\J?UA

C‘-—'l_'—lf‘r WO 1.Ca0
10. Cwner (Do nof feave blank. If the pubifcation is owned by a corporaiion, give the name and address of the corporation immediately followed by the
names and addresses of all stockholders owning or holding 1 percent or more of the fotal amount of stock. if not owned by a corporation, give the
names and addrasses of the individual owners. if owned by & parinership or other unincorporated firm, give its name and address as welf as those of
sach individual owner. If the publication is published by a nonprofit organization, give Its name and address.)

FUlMNAOS s e e e oo e e 1 COMPIEtS- MAHING ADFOSE - - s o e

1. Known Bondholders, Mortgagees, and Other Security Hotders Owning or
Holding 1 Percent ar More of Total Amount of Bonds, Mortgages, of
Other Securities. if none, check box - O3 None

Full Name Complete Malling Address

N/A

t2. Tax Status {For complsiion by nonprofit organizations authorized to mail at nonprofit rates) (Check one}
The purpose, function, and nonprofit status of this organization and the exempt status for federal ingome tax purposes:

O Has Not Changed During Praceding 12 Months
0 Has Changed During Preceding 12 Months {Publisher must submit explanation of change with this statement)

PS Form 3526, September 2007 (Page 1 of 3 (Instructions Page 3)) PSN 7530-01-000-9931 PRIVACY NOTICE: See our privacy policy on www.usps.com




Missouri Register

October 15, 2010
Vol. 35, No. 20

13. Pubiication Title

Migowrs Regrdor

14. Issue Date for Circulation Data Below

Bed DA-Sep [0 Sopt- 165

15. Extent and Nature of Clrculation

Average No. Coples Each Issue
During Preceding 12 Months

13
No. Coplas of Single Issue
Published Nearest to
Filing Date

a. Total Number of Copies (Net press run)

201

250

b. Paid
Circulation
(By Maif
and
Outside
the Mail)

(1

Mailed Qutside-County Paid Subscriptions Stated on
PS Form 3541(Include paid distribution above nomi-
nal rate, advertiser's proof capies, and exchange
copies)

11y

U3

)

Mailed In-County Paid Subscriptions Stated on PS
Form 3541 (Include paid distribution above nominal
rate, advertiser's proof copies, and exchange copies)

5o

57 '

(3)

Paid Distribution Qutside the Mails Including Sales
Through Dealers and Carriers, Street Vendors, Counter
Sales, and Other Paid Distribution Cutside USPS®

=<4

33

)

Paid Distribution by Cther Classes of Mail Through
the USPS {e.g. First-Class Mail®)

N /&

N/

¢. Total Paid Distribution (Sum of 15b (1), (2), {3), and (4))

i

A33

d. Free or
Nominal
Rate
Distribution
By Mait
and
Outside
the Mail)

{1

Free or Nominal Rate Outside-County

"Caopies included on PS Form 3541

a5

25

{2)

Free or Nominal Rate In-County Coples included
on P3 Form 3541

N/A

N /A

&Y

Free or Nominal Rate Copies Mailed at Other
Classes Through the USPS {e.g. First-Class Mail)

N./A

N /A

)

Free or Nominal Rate Distribution Outside the Mail
{Carriers or other means}

©

e. Total Free or Nominal Rate Distribution (Sum of 15d (1}, (2), (3} and (4})

==

53

£ “fotal Distribution (Sum of 15¢ and 158) b

o

2ol

g. Copies not Distributed (See Instructions to Publishers #4 (page #3) P

(@)

{ O

h. Total {Sum of 15fand g)

4

21y

2l

Percent Paid ’
(15¢ divided by 15f times 100)

eq. 1d4e

- e1LsA1-

18 Publication of Statement of Ownership

D If the publication is a general publication, publication of this statement Is required. Will be printed

in the

Issue of this publication,

[ Publication not required.

17. Sigrature and Titte of Editor, Publisher, Business Manager, or Owner

N e [ Les

[ ar epen (i?;_'.f'ﬁ!f{v‘:-; e

Lot

Ao Aetiar

38

Date

o/ o
;/"9"//(—*

1 certify that all information furnished on this form is true and complete. | understand that anyone who furnishes false or misleading information on this
form or who omits material or information requested on the form may be subject to criminal sanctions (including fines and ireprisonmert} and/or clvit
sanctions {(including civil penalties).

PS Form 3528, September 2007 (Page 2 of 3)



October 15, 2010
Vol. 35, No. 20

Emergency Rules
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Rules appearing under this heading are filed under the
authority granted by section 536.025, RSMo 2000. An
emergency rule may be adopted by an agency if the agency
finds that an immediate danger to the public health, safety, or
welfare, or a compelling governmental interest requires
emergency action; follows procedures best calculated to
assure fairness to all interested persons and parties under
the circumstances; follows procedures which comply with the
protections extended by the Missouri and the United States
Constitutions; limits the scope of such rule to the circum-
stances creating an emergency and requiring emergency
procedure, and at the time of or prior to the adoption of such
rule files with the secretary of state the text of the rule togeth-
er with the specific facts, reasons, and findings which support
its conclusion that there is an immediate danger to the public
health, safety, or welfare which can be met only through the
adoption of such rule and its reasons for concluding that the
procedure employed is fair to all interested persons and par-
ties under the circumstances.

ules filed as emergency rules may be effective not less

than ten (10) days after filing or at such later date as
may be specified in the rule and may be terminated at any
time by the state agency by filing an order with the secretary
of state fixing the date of such termination, which order shall
be published by the secretary of state in the Missouri
Register as soon as practicable.

Il emergency rules must state the period during which

hey are in effect, and in no case can they be in effect
more than one hundred eighty (180) calendar days or thirty
(30) legislative days, whichever period is longer. Emergency
rules are not renewable, although an agency may at any time
adopt an identical rule under the normal rulemaking proce-
dures.

Title 20—DEPARTMENT OF INSURANCE,
FINANCIAL INSTITUTIONS AND PROFESSIONAL
REGISTRATION
Division 2220—State Board of Pharmacy
Chapter 2—General Rules

EMERGENCY RULE
20 CSR 2220-2.005 Definitions

PURPOSE: This emergency rule defines the term “drug” as utilized
in Chapter 338, RSMo, and the rules of the board.

EMERGENCY STATEMENT: In August 2010, the board was made
aware that several Missouri hospitals were participating in federally-
authorized clinical trials for high-risk cancer patients utilizing inves-
tigational new drugs governed by 21 CFR 312, et. seq. The clinical
trials are being conducted by the National Cancer Institute (NCI), an
institute of the National Institutes of Health, an agency of the U.S.
Department of Health and Human Services. NCI is a United States
government agency and the largest single funder of cancer research
in the world.

The investigational new drugs utilized in these cancer trials are
being shipped into Missouri by third-party distributors located
throughout the country. According to NCI, these investigational new
drugs are used to treat patients in Missouri “who in most cases have
failed standard treatment options for a life-threatening condition,”
including pediatric neuroblastoma. The investigational new drugs are

also being used in “landmark double-blinded prevention trials in
breast cancer.”

Pursuant to section 338.333, RSMo, any entity shipping “drugs”
into Missouri must be licensed as a Missouri drug distributor. The
third-party entities utilized by NCI are not licensed Missouri drug
distributors and are financially or administratively unable to obtain
licensure because of their corporate structure and/or their limited
research and manufacturing functions. These entities include rep-
utable agencies like the Mayo Clinic who, in some instances, are the
sole manufacturers of these novel investigational products. As pro-
vided by section 338.315, RSMo, operating as an unlicensed distrib-
utor is a Class A misdemeanor for primary offenses and a Class D
felony for subsequent offenses.

Based on section 338.333, RSMo, and the criminal penalties
established by section 338.315, RSMo, several Missouri hospitals will
reportedly cease all applicable cancer trials if drugs cannot be
shipped into Missouri. In fact, one (I) such trial has already been
suspended resulting in the interruption of therapy/treatment. NCI has
also indicated that it may be required to cease providing these inves-
tigational agents into the state of Missouri threatening the continued
care and treatment of these high-risk cancer patients. In a letter
dated August 18, 2010, NCI specifically provided “For those investi-
gational agents for which there is no commercial supply, the patients
would have to cease participation on the clinical trial as they would
not be able to obtain the investigational agents under clinical study.”
According to Missouri physicians and treatment providers, cessation
of these federally-authorized clinical trials will detrimentally and
substantially threaten the continued care of hundreds of Missouri
patients with life-threatening conditions. Significantly, many of the
investigational drugs are not covered by standard insurance but are
provided free of charge by NCI.

After the board’s review of applicable drug and pharmacy law, it
is the board’s position that the term “drug” as utilized in Chapter
338, RSMo, was not intended to include investigational new drugs
that are being utilized for the purposes of conducting a Food and
Drug Administration (FDA)-approved clinical investigation of that
drug or product, as referenced in the emergency rule. The board
seeks to promulgate the emergency rule to define the term “drug”
consistent with the aforementioned legal conclusion. The proposed
definition would authorize the continued shipment of the investiga-
tional new drugs currently being utilized without a Missouri drug dis-
tributor license. Absent this definition and as represented to the
board by the involved federal agencies, current clinical trials would
be immediately terminated resulting in detrimental impact on hun-
dreds of high-risk Missouri cancer patients. Notably, the distribution
and manufacturing activities of the involved entities are already
under extensive and detailed federal regulation.

As a result, this emergency rule is necessary to preserve a com-
pelling governmental interest in the advancement of scientific
research and the continuing necessary medical treatment of Missouri
citizens. The emergency rule is also needed to prevent immediate dan-
ger to the public health, safety, and/or welfare by ensuring the avail-
ability of needed, affordable, and continued medical treatment for
hundreds of Missouri adult and pediatric cancer patients with life-
threatening conditions that have failed standard treatment options.

As a result, the Missouri State Board of Pharmacy finds that there
is an immediate danger to the public health, safety, and/or welfare
and a compelling governmental interest that requires this emergency
action. A proposed rule, which covers the same material, is pub-
lished in this issue of the Missouri Register. The scope of this emer-
gency rule is limited to the circumstances creating the emergency and
complies with the protections extended in the Missouri and United
States Constitutions. The Missouri State Board of Pharmacy believes
this emergency rule is fair to all interested persons and parties under
the circumstances. This emergency rule was filed September 3, 2010,
becomes effective September 13, 2010, and expires March 11, 2011.

1451
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(1) “Drug,” “prescription drug,” or “legend drug” means:

(A) Any drug subject to section 503(b) of the Federal Food, Drug
and Cosmetic Act, including, finished dosage forms and active ingre-
dients subject to section 503(b);

(B) Any drug required under federal law to be labeled with one (1)
of the following statements, prior to being dispensed or delivered:

1. “Caution: Federal law prohibits dispensing without prescrip-
tion”;

2. “Caution: Federal law restricts this drug to use by or on the
order of a licensed veterinarian”; or

3. “Rx Only”; or

(C) Any drug required by any applicable federal or state law or
regulation to be dispensed by prescription only or that is restricted to
use by practitioners only.

(2) The term “drug,” “prescription drug,” or “legend drug” shall
not include an investigational new drug or biological product that is
being utilized for the purposes of conducting a Food and Drug
Administration (FDA)-approved clinical investigation of that drug or
product. An “investigational new drug” shall be defined as any new
drug or biological product that is governed by, and being distributed
pursuant to, 21 CFR 312, et. seq.

AUTHORITY: section 338.010, RSMo Supp. 2009 and sections
338.140, 338.280, and 338.350, RSMo 2000. Emergency rule filed
Sept. 3, 2010, effective Sept. 13, 2010, expires March 11, 2011. A pro-
posed rule covering this same material is published in this issue of
the Missouri Register.

IProposed Rules I
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