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AMENDMENT TO SENATE BI LL 1685

AMENDMENT NO. . Anend Senate Bill 1685 on page 1,

i mredi ately below | ine 20, by inserting the foll ow ng:

"Section 10. The Whol esale Drug Distribution Licensing

Act is anmended by changi ng Sections 25 and 35 as foll ows:

(225 I'LCS 120/ 25) (from Ch. 111, par. 8301-25)

(Section scheduled to be repeal ed on Decenber 31, 2002)

Sec. 25. Wol esal e drug di stri butor i censing
requi renents. Al | whol esal e distributors and pharmacy
distributors, wherever |ocated, who engage in wholesale
distribution into, out of, or wthin the State shall be
subject to the follow ng requirenents:

(a) No person or distribution outlet shall act as a
whol esal e drug distributor without first obtaining a |icense
to do so fromthe Departnment and paying any reasonable fee
required by the Departnent;-the-fee-not-to--exeeed--$200- - per
year .

(b) The Departnent may grant a tenporary |icense when a
whol esal e drug distributor first applies for a |license to
operate wthin this State. A tenporary license shall remain
valid until the Departnent finds that the applicant neets or

fails to neet the requirenents for regular |I|icensure.
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Nevert hel ess, no tenporary |license shall be wvalid for nore
than 90 days from the date of issuance. Any tenporary
license issued under this subsection shall be renewable for a
simlar period of tine not to exceed 90 days under policies
and procedures prescribed by the Departnent.

(c) No license shall be issued or renewed for a
whol esal e drug distributor to operate unless the wholesale
drug distributor shall operate in a manner prescribed by | aw
and according to the rules and regul ati ons pronul gated by the
Depart nent .

(d) The Departnment may require a separate |icense for
each facility directly or indirectly owned or operated by the
same business entity wthin this State, or for a parent
entity with divisions, subsidiaries, and affiliate conpanies
within this State when operations are conducted at nore than
one location and there exists joint ownership and control
anong all the entities.

(e) As a condition for receiving and renewing any
whol esale drug distributor |license issued under this Act,
each applicant shall satisfy the Departnent that it has and
wi || continuously maintain:

(1) acceptable storage and handling conditions plus
facilities standards;

(2) mninmumliability and other insurance as may be
requi red under any applicable federal or State |aw,

(3) a security system that includes after hours,
central alarmor conparable entry detection capability;
restricted prem ses access; adequate outside perineter
[ ighting; conprehensive enploynent applicant screening;
and saf eguards agai nst enpl oyee theft;

(4) an electronic, manual, or any other reasonable
system of records, describing all wholesale distributor
activities governed by this Act for the 2 year period

foll ow ng disposition of each product and reasonably
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accessible during regular business hours as defined by
the Departnent's rules in any inspection authorized by
t he Departnent;

(5) officers, directors, manager s, and ot her
persons in charge of wholesale drug di stribution,
storage, and handling who nust at all tinmes denonstrate
and maintain their capability of conducting business
according to sound financial practices as well as State
and federal |aw,

(6) conplete, updated information, to be provided
the Departnment as a condition for obtaining and renew ng
a license, about each wholesale distributor to be
Iicensed under this Act, including all pertinent |icensee
owner ship and ot her key personnel and facilities
i nformati on deened necessary for enforcenent of this Act.
Any changes in this information shall be submtted at the
time of license renewal or within 45 days from the date
of the change;

(7) witten policies and procedures that assure
reasonable  whol esal e di stri butor preparation for,
protection against and handling of any facility security
or operation problens, including, but not Iimted to,
t hose caused by natural disaster or governnment energency;
i nventory inaccuracies or product shipping and recei Vving;
out dat ed product or other unauthorized product control;
appropriate disposition of returned goods; and product
recall s;

(8) sufficient inspection pr ocedur es for al
i ncom ng and out goi ng product shipnents; and

(9) operations in conpliance with all federal |egal
requi renents applicable to whol esal e drug distribution.

(f) The Departnent shall consider, at a mninum the

followng factors in reviewing the qualifications of persons

who engage in whol esale distribution of prescription drugs in
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this State:

(1) any conviction of the applicant under any
federal, State, or local laws relating to drug sanples,
whol esal e or retail drug distribution, or distribution of
control | ed substances;

(2) any felony convictions of the applicant under
federal, State, or |ocal |aws;

(3) the applicant's past experi ence in the
manuf acture or distribution of prescription drugs,
i ncludi ng control | ed subst ances;

(4) the furnishing by the applicant of false or
fraudul ent material in any application nade in connection
Wi th drug manufacturing or distribution;

(5) suspension or revocation by federal, State, or
| ocal government of any license currently or previously
held by the applicant for the manufacture or distribution
of any drug, including controlled substances;

(6) conpliance with [licensing requirenents under
previously granted |licenses, if any;

(7) conpliance with requirenents to maintain and
make available to the Departnent or to federal, State, or
| ocal | aw enforcenent officials those records required by
this Act; and

(8 any other factors or qualifications t he
Departnent considers relevant to and consistent with the
public health and safety, including whether the granting
of the license would not be in the public interest.

(9) Al requirenents set forth in this subsection
shall conformto wholesale drug distributor |icensing
guidelines formally adopted by the U S. Food and Drug
Adm nistration (FDA). 1In case of conflict between any
whol esal e drug distributor |icensing requirenent inposed
by the Departnent and any FDA whol esal e drug distributor

i censing guideline, the FDA guideline shall control.
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(g) An agent or enployee of any licensed whol esal e drug
di stributor need not seek licensure under this Section and
may lawfully possess pharmaceutical drugs when the agent or
enployee is acting in the wusual course of business or
enpl oynent .

(h) The issuance of a license under this Act shall not
change or affect tax liability inposed by the State on any
whol esal e drug di stributor.

(i) A license issued under this Act shall not be sold,
transferred, or assigned in any manner.

(Source: P.A 87-594.)

(225 1LCS 120/35) (from Ch. 111, par. 8301-35)
(Section scheduled to be repeal ed on Decenber 31, 2002)
Sec. 35. Fees; Illinois State Pharmacy Disciplinary Fund.

(a) The Departnent shall provide by rule for a schedul e

of fees for the adnm nistration and enforcenent of this Act,

including but not limted to original licensure, renewal, and

restoration. The fees shall be nonrefundable. The--follow ng

fees---shall--be--tnposed--by--the--Departrent--and- - are- - not
F ef undabl e-

(1)--The-fee-for-appliecatton-for--a--certiftcate--of
Fegistration- as- a- whel esal e- drug- di stri but or - s- $200:

(2)--The--fee--for--the--renewal -of-a-certifiecate-of
Fegistrati on- as- a- whel esal e- dr ug- di st ri but or - i 5- $200- - per
year -

(3)--The--fee--for--the-change- of - person-responst bl e
for-drugs-is-$50-

(4)--The-fee-for-the-tssuance-of -a-duplicate-}icense
to-replace-a-license-that-has-been-lost-or--destroyed--is
$25:

(5)--The--fee--for--certification--of-a-registrant's
Fecor d- f of - any- pur pese- i s- $25:

(6)--The-fee-for-a-roster-of-|ieensed-whol esal e- dr ug
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di stri but or s-shall - be-t he- act ual - eost - - of - - pr oduet ng- -t he
FOSt eF -

(7)--The---fee---for---wholesale---drug--distributor
lteensing;---disetplinary;---or---tnvestigative---records
obt at ned- under - subpoena- t s- $1- per - page:-

(b) Al fees collected under this Act shall be deposited

into the Illinois State Pharnmacy Disciplinary Fund and shal

be appropriated to the Departnment for the ordinary and

conti ngent expenses of the Departnment in the admnistration

of this Act. All-npneys-recetved-by-the-bepartrent-under-this

Aect - -shall --be--deposited--into--the--t}H1inois-State-Pharaey
b set plt nary- Fund-t n-t he- St at e- Tr easur y- - and- - shal | - - be- - used
only--for--the--follow ng- pur poses:-(t)-by-the- St at e- Boar d- of
Phar raey-+ n-t he- exer et se- of -+ t s- pover s- and- per f or ranee-of -t ts
dut t es; - as- sueh-use- -+ s- - pade- - by- -t he- - Depar t pent - - upon- - t he
Feconnendat t ons- - of - - t he- - St at e- - Boar d- - of - Phar maey; - (t+)-f or
costs-directly-related-to-lieense-renewal - of - persons-|ieensed
under-this-Act;-and-(ttt)-for-direet-and--all ocable--tndirect
costs--related--to--the--publie-purposes-of-the- Depart nent - of
Pr of esst onal - - Regul at t on- Moneys in the Fund may be
transferred to the Professions Indirect Cost Fund as
authorized by Section 2105-300 of t he Depar t ment of
Prof essional Regul ation Law (20 ILCS 2105/2105-300).

The noneys deposited into the Illinois State Pharmacy
Di sciplinary Fund shall be invested to earn interest which
shal | accrue to the Fund.

The Departnent shall present to the Board for its review
and corment all appropriation requests from the Illinois
State Pharmacy Disciplinary Fund. The Departnent shall give
due consideration to any comments of the Board in making
appropriation requests.

(c) Any person who delivers a check or other paynment to
the Departnent that is returned to the Departnment unpaid by

the financial institution upon which it is drawn shall pay to
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the Departnent, in addition to the amount already owed to the
Departnment, a fine of $50. The fines inposed by this
Section are in addition to any other discipline provided
under this Act for unlicensed practice or practice on a
nonrenewed |icense. The Departnent shall notify the person
that paynent of fees and fines shall be paid to the
Departnent by certified check or noney order wthin 30
cal endar days of the notification. |If, after the expiration
of 30 days fromthe date of the notification, the person has
failed to submt the necessary remttance, the Departnent
shall automatically termnate the license or certificate or
deny the application, without hearing. |If, after term nation
or denial, the person seeks a license or certificate, he or
she shall apply to the Departnment for restoration or issuance
of the license or certificate and pay all fees and fines due
to the Departnment. The Departnent may establish a fee for
the processing of an application for restoration of a |license
or certificate to pay all expenses of processing this
application. The Director may wai ve the fines due under this
Section in individual cases where the Director finds that the
fines woul d be unreasonabl e or unnecessarily burdensone.

(d) The Departnent shall maintain a roster of the nanes
and addresses of all registrants and of all persons whose
| icenses have been suspended or revoked. This roster shal
be avail able upon witten request and paynent of the required
fee.

(Source: P.A 91-239, eff. 1-1-00; 92-146, eff. 1-1-02.)".
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