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Sectieon L. NEW SECTION. 155A,ZI3A NONRISIDENT PHARMACY
LICENSE -- REQUIRED, RENEWAL, DISCIPLINZ.

1. VLICENSE REQUIRED. A pharmacy located outside of thils
state which delivers, dispenses, or distrioures oy any method,
prescription drugs or devices Lo an ultigate .isa2r .n fhig
state snhall cbtain a nonresiden: pharmacy !icense from the
board. The boarg shal.: make avallable an app.:ication Icrm for
a nonresident pharmacy license and snhall reguire suacn
information 1t deems necessary to Zulfilll uthe purposes of This
section. A nonresident pharmacy shali do all of the following
in ordetr to cbtain & nonresident pharmacy license frcom the
board:

a. Submit a completed applicarion form and an appiication
fee as determined by the board.

b. Submit evidence of possession of & va:id Llcense,
permit, or registraticn as a pharmacy in cempliance woth the
laws of the stat< in which it is iocated, a copy of the mosk
cent inspecition report resulning from an inspeczIion
nducted by the reguiatory or licensing agency of the state
in wnich 1% 1s located, andé evidence of compliance with ail
legai directiens and reqguests for Information issued by the
reguiatory or licensing agency of the siate in which it is
located.

c. Submiv a i:ig e, tities, ard Location af a.l
principal owrers, partners, or offlcers ¢f the nonresidernt
pharmacy, all pnarnacists erployed oy the nonresident pnarmacy
who deliver, dilspense, or distribute by ary menhod

prescription drigs o an ultimate user in this stans, and of

m

the pharmacist i charge of the nonresident pharmacy. A
nail upgate "ne list witain oniryy days

et lon, or other change to ~he [:i1sai.
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npharmacy's rec

o
dispensed, or distribut
€

e
during iys reguliar hours 0of operaticn
and for at least forty hours per wee

service to facillitate communicanion beitween ulibtimale users in

this state and a pharmacist who has access to the ulitika

c'}
user's records in the nonresident pharmacy, and that the toli-

free number is printed on the label affixed to e
of prescription drugs delivered, dispensed, or distributed in
this state.

2. LICENSE RENEWAL. A nonresident pharmacy shall renew
1ts license on or pbefore Januarv 1 anneally. In order to
renew a nonresident pharmacy iLicense, a ncnresident pharmacy
shal: suomit a renewal fee as determined by the board, and
shall fulfill all of the requirements of subsection 1,
paragraphs "b" through "e". A nonresicent pharmacy shall pay
an additional fee for iate renewal for failure L0 renew a
license within thirty-one days after expiration of the
license.

3. DISCIPLINE. The board may deny, suspend, or revoke a
nonresident pharmacy license for any violation of this
chapter, chapter 203B, 204, 204A, 2043, or 205, or a rule cof
the board.

Sec. 2. Section 155A.15, subsection 2, paragraph 4,
subparagraph (4), Code 1931, 1s amernded to read as follows:

{4y A manufacturer or wholesaier licensed by the board.
However, this chapter does not prohibit a pharmacy from
furnishing a prescription drug or device to a licensed health
care facility for storage in a secured emergency
pharmaceutlcal supplies contaliner malntained within :tne
facility in accordance with seguiacrens ruies of the fowa

department of pubiie-neatta inspections and appeals.

Sec. 3. Section 155A.17, Code 1991, is amended to read as
follows:




1S5A.17 WHOLESALE DRCG LICENSE.

1. A person shall nct establish, conduct naintain a

wholesale drug business as defined in this chaprer without a

license. Tne lilcense shall be identified as wnoliesale dr.g

ieense,

2. The pozrd shaill establish standards for druyg wholega.er

licensure and may deny, suspend, or revcke & drug who-esale

ilyre to meet the siandards or oy & wviolatlion

thig state, another state, or :he

tion drugs or controlled sybstance
hi

The board shall adopt rules pursuant to chapter

ratters pertaining to the issuance of a whelesale drug

ticense. The rules shall provide for cornditions

corpliance standards, licensure fees, discipling

other relevant matters,

4. This section does not appbly to a manufactu:
representazlive acting In the usuyai course of business or
enplcoyment as a manufacturer’s representative.,

Sec. 4. Section 155A.19, subsection 2, Code 1691, is
amerced to read as follows:

2. A pharmacist shall repecrt in writing to the hoard
within ten days & change of name, address, or piace of
emplovaent.

Sec. %. Section 2001.302, subsection 1,
amcnded to read as ‘olicows:

T, Bvery Derceon i
Gispenses any coniroll
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NEW PARAGRAPE. d. Has comsitted =ouch actz as would render

the registrant's registration under section 204,100

incensistent with the public interest as deterrm ne2d under thact
sectilon.
EXPLANATION
Sectien 1 of the bill requires noncesident pharfacy,

4

a
which 18 a pharmacy located sutside of this scate, which
delivers, disperses, or distributes
prescription drugs or devices to an ultimate user 1o this
state to obtain a nonresident pharmacy license [rom the Iowa
poard of pharmacy examiners. Section ! reguires payment of an
appiication fee Lo be determined by the board, submission of
an appiication, and of certain informaticn inciuding evidence
of a valid pharmacy license from the state in which the
nonresident is located. License renewal Ig required annualily,
a fee for renewal 1s charged, and an additional fee for late

ewal 18 provided. The board is authorized zo deny,
suspend, or revoxe a nonresident license for wionlation of
certain Code provisions or rule of the becard.

Section 2 of the bill corrects a reference tc the proper
state agency in reference to certaln pharmaceutical storage
regu:ations,

Section 3 of the bill allows the board to establish
licensure standarcs for prescription drug wholesalers in
accordance with federal law.

Section 4 of the bill requires llcenscd pharmacists to
report a change of name to the board.

Section 5 alliows tne becard to issue diennial controlled
7.:100

whlch requires that licenses expire in multiyear intervals as

f

substances registrations in unifcormity with seczlon L

determined by the examining board.

Section 6 of the blll gives the becard the ability tce
suspend or revoke a controiled substances reglstration when
the registrant commits acts which are inconsistent with the

[=

public health and -safety. Such acts include the following:

4o
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state, or local laws relating to controlled subs
any convictions under any federal or srfate laws

conrrolied subatances,
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SENATE FILE 539
H-4008

1 Amend Senate File 539, as passed by the Senate, as
2 follows:
3 l. By striking page 1, line 34 through page 2,

4 line 2, and inserting the following: "distributed to

5 ultimate users in this state."
By COMMITTEE ON WAYS AND MEANS

GRONINGA of Cerro Gordo,
Chairperson
B—-4008 FILED MAY 1, 1991
Gtop LA S7¢ for (p. 222D

SENATE FILE 539
H-4021
1 Amend Senate File 539, as passed by the Senate, as
follows:

l. Page 1, line 31, by inserting after the word
“list.” the following: "All pharmacists emplcyed by
the nonresident pharmacy who deliver, dispense. cr
distribute by any method prescription drugs to an
ultimate user in this state shall submit evidence to
the board of completion of continuing educaticn
requirements substantially equivalent to those
required pursuant to chapter 258A for pharmacists
licensed in this state.”

OO e

-

By TYRRELL of Iowa
B-4021 FILED MAY 2, 1991
cu/ly 7

SENATE FILE 539

3_4065Amend Senate File 539, as passed by the Serate, as

follows:

1. Page 2, ' ng the
"chapter," and inserting the foliowing: "se
section 155A.15, subsection 2, paragrapn “a-.,
Ild‘l Ilell llf"’ l'c‘l’ “h", Of ":."f"-

' ' ) By HOLVECK of Polxk

, L . 4
line 23, by striking the wor ‘
e "secLion,
ubu .

[oa WU I - UV N0 B o

~

A-4065 FILED MAY 6, 1991
ADOPTED (7. /240




HOUSE AMENDMENT TO
SENATE FILE 539

5-3726

b

OW O U D S

Amend Senate File 539, as passed by the Senate, as
follows:

1. By striking page 1, line 34 through page 2,
line 2, and inserting the following: "distributed t0
ultimate users in this state.”

2. Page 2,line 23, by striking the word
"chapter,"” and inserting the following: ‘“section,
section 155a4.15, subsection 2, paragtaph "a", "b",
lldl" flefl' "f"’ l'g", H'hll' or llill’ll.

3. By renumbering, relettering, or redesignating
and correcting internal references as necessary.

RECEIVED FROM THE HOUSE

§~3726 FILED MAY 7, 1991

CONCURRED Q [702 )




HOUSE CLIP SHEET MAY 2, 1991 Page 23

SENATE FILE 539

-Jilll' FISCAL NOTE

A fiscal note for Sepate Pile 539 is hereby submitted pursuanc teo Joint Rule
17. Data used in developing this fiscal note is available from the Legis!ative
Fiscal Bureau to members of the Legislature upon request.

Senate File 539 requires an out-of-state pharmacy, which consistently
dispenses prescription drugs or controlled substances to users in Iowa,
cbtain a pharmacy license from the Board of Pharmacy Examiners in the
Department of Public Health and that the cost associated with this
licensure be paid by the out-of-state pharmacy. The bill also requires
the Board to develop rules concerning wholesale drug licenses, including
fees and to 1issue biennial Controlled Substances Registrations, as
compared to the current annual registration.

ASSUMPTIONS:

l. There are approximately 100 out-of-state pharmacies. The annual
fee for licensure would be 5100.

2. There are approximately 100 in-state wholesale drug iicensees. The
annual fee would iLncrease from $100 to $300.

3. There are approximately 9,400 Controlled Substances Registrations
issued annually, which would require reorganization to be issued

' biennially.

The DPH estimates an additional 1.5 FTE positions would be required
to administer Senate File 413.

FISCAL EFFECT:

FY 1992 FY 1993
REVENUE

General Fund $ 255,208 $ -9,000

EXPENDITURES
Salaries 5 51,821 $ 51,958
Support $ 16,845 $ 13,115
Total $ 68,666 S 65,073
NET EFFECT $ 186,542 $ -74,073

Note: The only new revenue to the General Fund is $30,000 for :he
out-of-state pharmacy and wholesale drug licenses. The table reflects
the overall result of charnging from an annual to biennial registration
program.

Source: Department of Public Health (LSB 2777sv, RRS)

FILED MAY 1, 1991 BY DENNIS PROUTY, FISCAL DIRECTOR
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SENATE FILE .52

BY (PROPOSED COMMITTEE ON WAYS
AND MEANS BILL BY CHATRPERSON
DIELEMAN)

Passed Senate, Date Passed House, Date
Vote: Ayes Nays Vote: Ayes Nays
Approved

A BILL FOR

An Act relating to the Iowa pharmacy practice Act and assessing a
fee.
BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE OF IOWA:
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Section 1. NEW SECTION, 155A.13A OUT-OF-STATE PHARMACY
LICENSE.

1. A person who establishes, conducts, or maintains a
pharmacy outside of this state and who consistently,
regularly, or frequently ships, mails, dispenses, or delivers,
prescription drugs or controlled substances to ultimate users
in this state shall obtain a pharmacy license from the board.

2. The board shall adopt rules for the issuance of a
pharmacy license to an out-of-state pharmacy which provides
pharmacy services to ultimate users i1n this state on a
consistent, regular, or frequent basis. The rules shall do

all of the following:

a. Provide for designation of an agent of record,
conditions of licensure, compliance standards, requirements
pertaining to policies and procedures, disciplinary action,
and other relevant matters.

b. Exempt from licensure those out-of-state pharmacies
which provide pharmacy services to ultimate users in this
state on only an occasional, irreqular, or infrequent basis,

c. Define, describe, and specify what constitutes the
provision of occasional, irregular, or infrequent pharmacy
services.

d. Require a fee for issuance of a license for an out-of-
state pharmacy of one hundred dollars.

3. 1I1f the board deems it necessary in order to carry out
duties imposed upon it in connection with the licensing of
out-of-state pharmacies under subsection 1, the board may
utilize its own staff or may contract with persons who are not
state employees for services which are necessary to conduct an
adequate inspection of an out-of-state pharmacy licensed by
the board and to adequately investigate any complaint
concerning or involving an ocut-of-state pharmacy licensed by
the board. The board shall assess a fee for these services,
whether incurred by the board's own staff or by other persons
under contract with the board, which shall be paid by the out-

-1~
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of-state pharmacy who is the subject of review.

Sec. 2. Section 155A.15, subsection 2, paragraph d,
subparagraph (4), Code 1991, is amended to read as follows:

(4) A manufacturer or wholesaler licensed by the becard.
However, thls chapter does not prohibit a pharmacy from
furnishing a prescription drug or device to a licensed health
care facility for storage in a secured emergency
pharmaceutical supplies container maintained within the
facility in accordance with reguiations rules of the Zowa
department of pubiic-health inspections and appeals.

Sec. 3. Section 155A.,17, Code 1991, is amended to read as
follows:

155A.17 WHOLESALE DRUG LICENSE.

1. A person shall not establish, conduct, or maintain a

wholesale drug business as defined in this chapter without a
license, The license shall be identified as a wholesale drug
license.

2. The board shall establish standards for drug wholesaler

licensure and may deny, suspend, or revoke a drug wholesale

license for failure to meet the standards or for a violation
of the laws of this state, another state, or the United States
relating to prescription drugs or controlled substances, or

for a violation of this chapter, chapter 203B, 204, 204A,
204B, or 205, or a rule of the board.
3. The board shall adopt rules pursuant to chapter 17A on

matters pertaining to the issuance of a wholesale drug

license. The rules shall provide for conditions of licensure,

compliance standards, licensure fees, disciplinary action, and

other relevant matters.
4. This section does not apply toc a manufacturer's

representative acting in the usual course of business or
employment as a manufacturer's representative.

Sec. 4. Section 155A.19, subsection 2, Code 1991, is
amended to read as follows:

2. A pharmacist shall report in writing to the board

-2=
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within ten days a change of name, address, or place of
employment,

Sec. 5. Section 204.302, subsection 1, Cocde 1991, is
amended to read as follows:

l. Every person who manufactures, distributes, or
dispenses any controlled substance within this state or who
proposes to engage in the manufacture, distribution, or
dispensing of any controlled substance within this state,
shall obtain amnuaity and maintain a biennial registration
issued by the board in accordance with its rules.

Sec. 6. Section 204.304, subsection 1, Code 1991, is
amended by adding the following new paragraph:

NEW PARAGRAPH. d. Has committed such acts as would render
the registrant's registration under section 204.303
inconsistent with the public interest as determined under that

section.
EXPLANATION

Section 1 requires that an out-of-state pharmacy which
consistently, regularly, or frequently ships, mails,
dispenses, or delivers prescription drugs or controlled
substances to ultimate users in Iowa must obtain a pharmacy
license from the Iowa board of pharmacy examiners. A license
fee of $100 is required. The board is required to adopt rules
to issue licenses. Section 1 also authorizes the board to use
its own staff or contract with persons who are not state
employees to conduct an adequate inspection of an out-of-state
pharmacy licensed by the board or to adequately investigate
such a pharmacy. This section provides that the costs of
these services shall be paid by the out-of-state pharmacy
which is the subject of the review.

Section 2 of the bill corrects a reference to the proper
state agency in reference to certain pharmaceutical storage
requlations.

Section 3 of the bill allows the board to establish
licensure standards for prescription drug wholesalers in

-3-
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accordance with federal law.

Section 4 of the bill requires licensed pharmacists to
report a change of name to the board.

Section 5 allows the board to issue biennial controlled
substances registrations in uniformity with section 147.100
which requires that licenses expire in multiyear intervals as
determined by the examining board.

Section 6 of the bill gives the board the ability to
suspend or revoke a controlled substances registration when
the registrant commits acts which are inconsistent with the
public health and safety. Such acts include the following:
failure to maintain effective controls against the diversion
of controlled substances; failure to comply with federal,
state, or local laws relating to controlled substances; and
any convictions under any federal or state laws relating to
controlled substances.

LSB 2777S8C 74
-4- aas/jj/8




SEMATE PILE 5139

AN ACT
RELATING TO THE IOHA PHARMACY PRACTICE ACT AND ASSESSING FEES.

BE IT ENACTED BY THEL GTNERAL ASSEMBLY OF THT STATE OF IOWA:

Section 1. NEW SECTION. 155A.13A NONRESIDENT PHARMACY
ILICENSE -- REQUIRED, RENEWAL, DISCIPLINE.

1. LICENSE REQUIRED. A pharmacy located outside of this
state whicnh delivers, dispenses, or distributes by any method.
prescription drugs or devices to an ultimate user in this
state shall obtain a nonresident pharmacy license from the
board, The beoard shall make available an application Eorw for
a nonresident pharmacy License and shall require such
information it desms necessary to fulfil) the purposes of thnis
section. A nontesident pharmacy shall do all of the following
in order to obtain a nonresident pharmacy licease fcom the
poardg:

a. Submit a conpleted application Eorm and an application
fee as detetrmined by the board.

b. Submit evidence of possession of a valid license,
gecmit, or registration as a pharmacy in compliance with the
laws of the state in which it is located, a copy of the nost
recent inspection report cesulting from an inspection
condacted by the reguiatory or licensing agency of the state
in which it is located, and evidence of compliance with all
legal directions and requests for information issued by the
tequlatory or licensing agency of the state in which it is
located.,

¢. Submit a list of the name, titles, and location of all
principal owners, partners, or officers of the conresident
pharracy, all pharmac.sts employed by the noncesident phacmacy
who deliver, dispense, or distzibute by any method
prescription deugs to an ultimate user in this state, and of

Senate Pile 529, p. 2

the pharnacist in charge of the nonresident pharracy. A
nontresident pharmacy shall update the list witnin thirty days
of any addition, deletlon, ocr ¢ther change to the list.

d. Submit evidence that the noncesident pharmacy maintains
records of the controlled substances delivered, dispensed, or
distributed to ulcimate users in this state.

e. Submit evidence that the nonresident pharmacy provides,
during its regular hours of operation for at least six days
and for at least forty hours per week, toll-free telephone
service to facilitate communicaticon between ultimate usecs in
this state and a pharmacist who has access to the ultimate
wser's records in the nonresident pharwacy, and that the toll-
free number is printed on the label afiixed to each container
of prescription drugs delivered, dispensed, ot distributed in

this state.
2. LICENSE RIENEWAL. A nonresident phacmacy shall renew
its license on or before January 1 annually. In order to

tenew a nonresident pharmacy license, a nonresideat pnharmacy
shall submit a trenewal fee as determined by the boacd, and
shall fulflll a!l of the requirenents of subsection 1,
paragcaphs “b" through "e". A nonresident pharmacy shall pay
an additiconal fee for Late renewal for failure to renev a
iicense within thirky-one days after expiration of the
license.

3. DISCIPLINE. The boacd may deny, suspend, cr revoke a
nonresident pharmacy license for any violation of this
gection, section 15%A.l5, subsection 2, paragraph "a", "b",
~g", "e", "£*, "g", "h", or "i", chapter 201B, 204, 204A,
2048, or 205, or & tuie of the board.

Sex. 2. Section 155A.15, subsection 2, paragraph d,
subparagraph (4}, Code 1991, is ameaded to read as folliows:

(4) A manufacturer or wholesaler licensed by the board.
However, this chapter does not prohibit a pharmacy fron
furnishing a prescription deug or device to a licensed health
care Facility for storage in a secured emergency




Senate Pile 539, p. 3

pharmaceutical supplies container maintained within the
facility in accordance with regniations rules of the fewa
depactrent of pubiic-heatth inspections and appeals.

Sec. 3. Section 155AR.17, Code 1991, is amended to read as
follows:

153A.17 WHOLESALE DRUG LICENSE.

1. A person shall not establish, conduct, or maintain a
wholesale drug business as defined in this chapter without a
license. The license shall be identified as a wholesale drug
license.

2. _The board shall establish standards for Grug wholesaler
ticensure and may deny, suspend, or revo<e a drug wholesale

license for failure to meet the standarsds or foc a viaglation
of_the laws of this state, another state, or the United States

relating to prescription drugs or controlled substances, o

for a violation of this chapter, chaptec 2038, 204, 2043,
204B, or 205, oc a rule of the board.
3+ _The board snall adopt rules pursuant to chapter 17A on

matters pertaining ko the lssuance of a wholesale drug
license, The_rules shall provide for conditions of licensure,

other relevant matters.

4. This section does not apply to a manufacturer's
tepresentative acting in the usual course of business or
enployment ae a manufacturer's representative.,

Sec. 4. Section 155A.19, subsection 2, Code 1991, is
arended to read as follows:

2, A pharmacist shall report in writing to the board
within ten days a change of name, address, or place of
employment,

Sec. S. Section 204.302, subsection 1, Code 1991, is
amended to read as follows:

1. Every person who manufactures, distributes, or
dispenses any controlled substance within tais state or who
proposes to engage in the manufacture, distribution, or

Senate File 539, p. 4

dispensing of any controlled substance within this state,
shall obtain annnatiy and maintain a biennial registration

issued by the board in accordance with its rules.

Sec. 6. Section 204,304, subsection 1, Code 1991, is
amended by adding the following new paragraph:

NEW PARAGRAPH. d. Has committed such acts as would render
the registrant’s reqistration under section 204.300
inconsistent with the public interest as determined under that

section.

JOE J. WELSH
President of the Senate

ROBFRT C. ARNOUILD
Speaker of the House

1 hereby certify that this bill originated in the Senate and
is known as Senate File 539, Seventy-foucth General Assembly.

JOHN F. DWYER

Secretary of the Senate
Approved F L 199

TERRY E. BRANSTAD
Governotr




