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AN ACT concerni ng drugs.

Be it enacted by the People of the State of Illinois,

represented in the General Assenbly:

Section 5. The Wol esale Drug Distribution Licensing Act

i s anended by changi ng Sections 15, 25, and 55 as foll ows:

(225 I'LCS 120/15) (from Ch. 111, par. 8301-15)

(Section schedul ed to be repealed on January 1, 2013)

Sec. 15. Definitions. As used in this Act:

"Bl ood" neans whol e bl ood collected froma single donor
and processed ei t her for t ransf usi on or further
manuf act uri ng.

"Bl ood conponent" neans that part of blood separated by
physi cal or nechani cal neans.

"Boar d" means the State Board of Pharnmacy of the
Depart ment of Professional Regul ation.

"Departnment” neans the Depart ment of Pr of essi onal
Regul at i on.

"Director” neans the Director of Professional Regul ation.

"Drug sanple” neans a unit of a prescription drug that is
not intended to be sold and is intended to pronote the sale
of the drug.

"Manuf acturer” nmeans anyone who IS engaged in t he
manuf act uri ng, prepari ng, pr opagati ng, conpoundi ng,
processi ng, packaging, repackaging, or | abel i ng of a
prescription drug.

"Pedi gree papers" neans that term as defined in the

Il1linois Food, Drug and Cosnetic Act.

"Person" means and i ncl udes a nat ur al person,
partnership, association or corporation.
"Pharmacy distributor” neans any pharmacy licensed in

this State or hospital pharmacy that s engaged in the
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delivery or distribution of prescription drugs either to any
other pharmacy licensed in this State or to any other person
or entity including, but not l[imted to, a wholesale drug
distributor engaged in the delivery or distribution of
prescription dr ugs who IS i nvol ved in the actual,
constructive, or attenpted transfer of a drug in this State
to other than the wultinate consunmer except as ot herw se
provi ded for by | aw

"Prescription drug”" neans any human drug required by
f eder al law or regulation to be dispensed only by a
prescription, including finished dosage forns and active
ingredients subject to subsection (b) of Section 503 of the
Federal Food, Drug and Cosnetic Act.

"Whol esale distribution" or "wholesale distributions”
means distribution of prescription drugs to persons other
than a consuner or patient, but does not include any of the
fol | ow ng:

(a) Intraconpany sales, defined as any transaction
or transfer between any division, subsidiary, parent, or
affiliated or related conpany under the commobn ownership
and control of a corporate entity.

(b) The purchase or other acquisition by a hospital
or other health care entity that is a nenber of a group
pur chasi ng organi zation of a drug for its own wuse from
t he group purchasing organi zation or fromother hospitals
or health care entities that are nenbers of a group
or gani zati on.

(c) The sale, purchase, or trade of a drug or an
offer to sell, purchase, or trade a drug by a charitable
organi zati on described in subsection (c)(3) of Section
501 of the US. Internal Revenue Code of 1954 to a
nonprofit affiliate of the organization to the extent
otherwi se permtted by | aw

(d) The sale, purchase, or trade of a drug or an
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offer to sell, purchase, or trade a drug anong hospitals
or other health care entities that are under common
control. For purposes of this Act, "comon control"
means the power to direct or cause the direction of the
managenent and policies of a person or an organization,
whet her by ownership of stock, voting rights, contract,
or ot herw se.

(e) The sale, purchase, or trade of a drug or an
offer to sell, purchase, or trade a drug for energency
nmedi cal reasons. For purposes of this Act, "energency
medi cal reasons” include transfers of prescription drugs
by a retail pharmacy to another retail pharnacy to
alleviate a tenporary shortage.

(f) The sale, purchase, or trade of a drug, an
offer to sell, purchase, or trade a drug, or the
di spensing of a drug pursuant to a prescription.

(g) The di stribution of drug sanpl es by
manuf act urers’ representatives or distributors
representatives.

(h) The sale, purchase, or trade of blood and bl ood
conponents intended for transfusion.

"Whol esal e drug distributor” neans any person or entity
engaged in whol esal e distribution of prescription drugs,
including, but not limted to, manufacturers; repackers; own

| abel distributors; jobbers; private 1|abel distributors;

br okers; war ehouses, i ncl udi ng manuf act urers’ and
distributors' war ehouses, chain drug war ehouses, and
whol esal e drug warehouses; i ndependent whol esal e drug
traders; and retail pharmacies that conduct wholesale

distributions, including, but not limted to, any pharmacy
distributor as defined in this Section. A wholesale drug
di stributor shall not include any for hire carrier or person
or entity hired solely to transport prescription drugs.

(Source: P.A 87-594.)
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(225 I'LCS 120/ 25) (from Ch. 111, par. 8301-25)

(Section schedul ed to be repealed on January 1, 2013)

Sec. 25. Whol esal e drug di stri butor i censing
requi renents. All  wholesale distributors and phar macy
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 esale drug distributor without first obtaining a |icense
to do so fromthe Departnent and paying any reasonable fee
requi red by the Departnent.

(b) The Departnent may grant a tenporary |license 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 |icensure.
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
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esale drug distributor |license issued under this Act,

each applicant shall satisfy the Departnent that it has and

wi |

conti nuously mai ntain:

(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
i ghting; 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
accessible during regular business hours as defined by
the Departnent's rules in any inspection authorized by
t he Depart nent;

(5) officers, directors, manager s, and ot her
persons in charge of wholesale drug di stribution,
storage, and handling who nust at all times 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;
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(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 procedur es for al
i ncom ng and out goi ng product shipnents; and

(8.5) pedigree papers as provided for in the

I1linois Food, Drug and Cosnetic Act: and

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

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

followng factors in reviewng the qualifications of persons
who engage in whol esale distribution of prescription drugs in

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 experience in t he
manuf act ure 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 governnent of any license currently or previously

held by the applicant for the manufacture or distribution
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of any drug, including controlled substances;

(6) conpliance wth licensing requirenments under
previously granted |licenses, if any;

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

(8) any ot her factors or qualifications the
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 conform to wholesale drug distributor |icensing
guidelines formally adopted by the U'S. Food and Drug
Adm ni stration (FDA). In 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'i censing guideline, the FDA guideline shall control.

(g) An agent or enployee of any |licensed whol esal e drug
distributor need not seek licensure under this Section and
may | awfully possess pharnmaceutical 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.

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

(Source: P.A 92-586, eff. 6-26-02.)

(225 I1LCS 120/55) (from Ch. 111, par. 8301-55)
(Section schedul ed to be repeal ed on January 1, 2013)
Sec. 55. Discipline; grounds.

(a) The Departnent may refuse to issue, restore, or
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renew, or may revoke, suspend, place on probation, reprimand
or take other disciplinary action as the Departnent may deem

proper for any of the follow ng reasons:

(1) Violation of this Act or its rules.

(2) Aiding or assisting another person in violating
any provision of this Act or its rules.

(3) Failing, wthin 60 days, to respond to a
witten requirenment made by t he Depart nent for
i nformation.

(4) Engaging in di shonor abl e, unet hi cal , or
unprof essional conduct of a character likely to deceive,
defraud, or harmthe public. This includes violations of
"good faith" as defined by the Illinois Controlled
Substances Act and applies to all prescription drugs.

(5 Discipline by another U'S. jurisdiction or
foreign nation, if at |east one of the grounds for the
discipline is the same or substantially equivalent to
those set forth in this Act.

(6) Selling or engaging in the sale of drug sanples
provi ded at no cost by drug manufacturers.

(7) Conviction of the applicant or |icensee, or any
officer, director, nmanager or sharehol der who owns nore
than 5% of stock, in State or federal court of any «crine
that is a felony.

(8) Habitual or excessive wuse or addiction to
al cohol, narcotics, stinmulants, or any other chem cal
agent or drug that results in the inability to function
wi th reasonabl e judgnent, skill, or safety.

(9) Violation of the |Illinois Food, Drug and

Cosnetic Act.

(b) The Departnment may refuse to issue, restore, or

renew, or may revoke, suspend, place on probation, reprimnmand
or take other disciplinary action as the Departnent may deem

property including fines not to exceed $1,500 $1000 for any
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of the foll ow ng reasons:

(1) WMaterial msstatenent in furnishing information
to the Departnent.

(2) WMaking any m srepresentation for the purpose of
obtaining a |license.

(3) Afinding by the Departnent that the |icensee,
after having his or her license placed on probationary
status, has violated the ternms of probation.

(4) Afinding that licensure or registration has
been applied for or obtained by fraudul ent neans.

(5) WIlIlfully mking or filing false records or
reports.

(6) Afinding of a substantial discrepancy in a
Department audit of a prescription drug, including a
controll ed substance as that termis defined in this Act
or inthe Illinois Controlled Substances Act.

(c) The Departnent nmay refuse to issue or nmay suspend
the license or registration of any person who fails to file a
return, or to pay the tax, penalty or interest shown in a
filed return, or to pay any final assessnent of tax, penalty
or interest, as required by any tax Act adm nistered by the
I11inois Depart ment of Revenue, until the tinme the
requi renents of the tax Act are satisfied.

(d) The Departnent shall revoke t he l'icense or
certificate of registration issued under this Act or any
prior Act of this State of any person who has been convicted
a second tinme of commtting any felony under the Illinois
Control | ed Substances Act or who has been convicted a second
time of commtting a Cass 1 felony under Sections 8A-3 and
8A-6 of the Illinois Public Ald Code. A person whose |icense
or certificate of registration issued under this Act or any
prior Act of this State is revoked under this subsection (c)
shall be prohibited fromengaging in the practice of pharnmacy

in this State.
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(Source: P.A 87-594.)

Section 10. The Illinois Food, Drug and Cosnetic Act is
anended by changing Sections 2, 3, 3.7, 5, and 14 and addi ng
Sections 2.40, 2.41, 2.42, 2.43, 2.44, 3.2l1la, 3.21b, 3.21c,
3.21d, 3.23, 3.24, 3.25, 3.26, and 14.5 as fol | ows:

(410 ILCS 620/2) (fromCh. 56 1/2, par. 502)
Sec. 2. In this Act unless the context otherw se

requires, the words and phrases defined in the Sections

followng this Section and preceding Section 3 have the

neani ngs _ascribed to themin those Sections 2:1-thfeugh-2:37;

have-t he- reant ngs-set-fort h-theretn.

(Source: P.A 84-891.)

(410 ILCS 620/ 2.40 new)

Sec. 2.40. Aut henti cate. " Aut henti cat e" neans to

affirmatively verify before any distribution of a | egend drug

occurs that each transaction listed on the pedi gree paper has

occurred.

(410 I LCS 620/ 2.41 new)
Sec. 2.41. Contraband | egend drug. "Contraband |egend

drug" neans (i) any adulterated druqg, as defined in Section

14, (ii) any counterfeit drug, and (iii) any |legend drug for

whi ch a pedi gree paper does not exist, for which the pedigree

paper in existence has been forged, counterfeited, falsely

created, or t hat cont ai ns any altered, fal se, or

m srepresented matter.

(410 I LCS 620/ 2.42 new)
Sec. 2.42. Legend druqg | abel. "Legend drug | abel” neans

any display of witten, printed, or graphic matter upon the

i medi at e cont ai ner of any |legend drug prior to its
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di spensing to an i ndi vi dual pati ent pur suant to a

prescription of a practitioner authorized by law to

(410 1LCS 620/ 2. 43 new)

Sec. 2.43. Pedi gree paper. "Pedigree paper" neans a

docunent in a form approved by the Department of Public

Health and contai ning i nformati on t hat recor ds each

distribution of any given legend drug, from sale by a

phar maceuti cal manufacturer, through acquisition and sale by

any whol esal er, until final sale to a pharmacy or other

person adni ni stering or dispensing the drugqg.

(410 1 LCS 620/ 2. 44 new)

Sec. 2.44. Prescription | abel. "Prescription | abel "

means any display of witten, printed, or graphic matter upon

the i medi ate contai ner of any | egend drug di spensed pursuant

to a prescription of a practitioner authorized by law to

(410 ILCS 620/3) (fromCh. 56 1/2, par. 503)
Sec. 3. The enunerated acts in Sections 3.1 through

3.21d 3:21 and the causing thereof are prohibited in this

(Source: P.A 84-891.)

(410 1LCS 620/3.7) (fromCh. 56 1/2, par. 503.7)

Sec. 3.7. The purchase or sale of prescription drugs for

whol esale distribution except in accor dance with t he

Wholesale Drug Distribution Licensing Act. The-giving-of-a

guar ant y- of - under t aki ng-whi eh-t s-fal se; - exeept--by--a--person
whe- - fel t ed- - on- - a- guar ant y- of - under t aki ng-t o-t he- sane- ef f eet
st gned- by- and- cont at nt hg- t he- nane- and- addr ess- of - -t he- - person

Festding--tn--the--State-of -ttt nots-fromwhom he-reeetved-in
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good-fatth-the-food;-drug; - devi ee- or- cospette-

(Source: Laws 1967, p. 959.)

(410 ILCS 620/ 3. 21a new)

Sec. 3.21a. Renovi ng a pharnmacy's di spensing |abel from

a dispensed prescription drug with the intent to further

distribute the prescription drug.

(410 1 LCS 620/ 3.21b new)

Sec. 3.21b. Distributing a prescription drug that was

previously dispensed by a licensed pharnmacy, unless such

distribution was authorized by the Pharnmacy Practice Act of

(410 ILCS 620/ 3. 21c new)

Sec. 3.21c. Failure to obtain or pass on a pediqree

paper.

(410 1 LCS 620/ 3.21d new)

Sec. 3.21d. The receipt of a prescription drug pursuant

to a wholesale distribution wthout first receiving a

pedi gree paper that was attested to as accurate and conplete

by the whol esale distributor.

(410 1LCS 620/ 3. 23 new)

Sec. 3. 23. Cri m nal acts i nvolving contraband or

adul ter at ed drugs.

(a) A person, other than a manufacturer, engaged in the

whol esale distribution of |egend drugs who fails to deliver

to another person conplete and accurate pediqgree papers

concerning a |legend drug or contraband | egend drug prior to

transferring the | egend drug or contraband |legend drug to

anot her person commits a Cass 3 felony.

(b) A person engaged in the wholesale distribution of
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| egend drugs who fails to acquire conplete and accurate

pedi gree papers concerning a | egend drug or contraband | egend

drug prior to obtaining the | egend drug or contraband | egend

drug from anot her person commits a Class 3 felony.

(c) A person who knowi ngly destroys, alters, conceals,

or fails to maintain conplete and accurate pedi gree papers

concerning any | egend drug or contraband | egend drug in his

or her possession commits a Class 3 fel ony.

(d) A person engaged in the wholesale distribution of

legend drugs who is in possession of pedigree paper s

concerning legend drugs or contraband | egend drugs and who

fails to authenticate the matters contained in the pedigree

papers and who nevertheless attenpts to further distribute

| egend drugs or contraband |l egend drug comnmits a Cdass 3

(e) A person in possession of pedi gree papers concerni ng

| egend drugs or contraband | egend drugs who fal sely swears or

certifies that he or she has authenticated the matters

contained in the pedigree papers commits a Class 3 fel ony.

(f) A person who knowingly forges, counterfeits, or

falsely creates any pedigree paper; who falsely represents

any factual matter contained on any pedigree paper: or who

knowi ngly onits to record naterial information required to be

recorded in a pedigree paper, commits a Class 1 felony.

(g) A person who know ngly purchases or receives froma

person not authorized to distribute | egend drugs under this

Act a legend drug in a wholesale distribution transaction

commits a Cass 1 fel ony.

(h) A person who Kknowingly sells or transfers to a

person not authorized to purchase or possess | egend drugqg,

under the law of the jurisdiction in which the person

receives the drug, a legend drug in a whol esale distribution

transaction commts a Class 1 fel ony.

(i) A person who is knowingly in actual or constructive
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possession of any anount of contraband | egend drugs, who

knowi ngly sells or delivers, or who possesses with intent to

sell or deliver any ampunt of contraband | egend drugs,

commits a Cass 1 fel ony.

(1) A person who knowingly forges, counterfeits, or

falsely creates any prescription | abel or |egend drug | abel,

or who falsely represents any factual nmtter contai ned on any

prescription | abel or legend drug | abel, commits a CCass X

(410 ILCS 620/ 3. 24 new)

Sec. 3.24. Trafficking in contraband | egend drugs.

(a) A person who knowi ngl y sel |l s, pur chases,

manuf actures, delivers, or brings into this State, or who is

knowingly in actual or constructive possessi on of any anount

of contraband | egend drugs val ued at $25,000 or nbre commits

a (Cass X felony. Upon conviction, each defendant shall be

ordered to pay a mandatory fine according to the follow ng

schedul e:

(1) If t he value of contraband |egend drugs

i nvol ved is $25,000 or nore, but |ess than $100, 000, the

def endant shal | pay a nandatory fine of $25,000. |If the

defendant is a corporation or other person that is not a

natural person, it shall pay a nandatory fine of $75, 000.

(2) If t he value of contraband |egend drugs

i nvol ved is $100, 000 or nore, but |ess than $250, 000, the

def endant shall pay a nandatory fine of $100,000. If the

defendant is a corporation or other person that is not a

nat ur al per son, it shall pay a nmndatory fine of

(3) If t he value of contraband |egend drugs

i nvol ved i s $250, 000 or nore, the defendant shall pay a

mandatory fine of $200,000. |If the defendant is a

corporation or other person that is not a natural person,
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it shall pay a nandatory fine of $600, 000.

(b) As wused in this Section, "value" neans the nmarket

value of the property at the tine and place of the offense

or, if the market val ue cannot be satisfactorily ascertai ned,

the cost of replacenent of the property within a reasonabl e

time after the of fense.

(c) Amunts of value of separate contraband | egend drugs

involved in distinct transactions for the distribution of the

contraband | egend drugs committed pursuant to one schene or

course of conduct, whether involving the sanme person or

sever al persons, mnmay be aqgqgreqgated in determ ning t he

puni shnent of the offense.

(410 ILCS 620/ 3. 25 new)

Sec. 3.25. Sale or purchase of contraband | egend drugs

resulting in great bodily harm A person who know ngly sells,

pur chases, nmanufactures, delivers, or brings into this State,

or who is knowingly in actual or constructive possession of

any anount of contraband |egend drugs, and whose acts in

violation of this Section result in great bodily harm to a

person, commits a O ass X fel ony.

(410 1 LCS 620/ 3. 26 new)

Sec. 3.26. Sale or purchase of contraband | egend drugs

resulting in death. A person who knowi ngly nmanufactures,

sells, purchases, delivers, or brings into this State, or who

is knowingly in actual or constructive possession of any

anount of contraband |egend drugs, and whose acts in

violation of this Sectionresult in the death of a person,

commits a Cass X fel ony.

(410 ILCS 620/5) (from Ch. 56 1/2, par. 505)
Sec. 5. (a) A person who violates any of the provisions

of this Act, other than Sections 3.22, 3.23, 3.24, 3.25,
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3.26, and 6, is guilty of a dass C m sdeneanor; but if the
violation is commtted after a conviction of such person
under this Section has becone final, the person shall be
guilty of a Cass A msdeneanor. A person who violates the
provi sions of Section 6 of this Act is guilty of a Cdass A
m sdeneanor; but if the violation is commtted after a
conviction of such person under this Section has becone
final, the person shall be guilty of a Cass 4 fel ony.

(b) No person is subject to the penalties of subsection
(a) of this Section for (1) violating Section 3.1 or 3.3 if
he establishes a guaranty or undertaking signed by and
cont ai ning the nanme and address of the person residing in the
State of Illinois fromwhomhe received the article in good
faith, to the effect that the article is not adulterated or
m sbranded within the meaning of this Act, designating this
Act; or (2) for having violated clause (2) of Section 3.16 if
such person acted in good faith and had no reason to believe
that the use of the punch, die, plate, stone or other thing
involved would result in a drug being a counterfeit drug, or
for having violated clause (3) of Section 3.16 if the person
doing the act or causing it to be done acted in good faith
and had no reason to believe that the drug was a counterfeit
drug.

(c) No publisher, radio-broadcast |icensee, agency or
medi um for the dissem nation of an advertisenent, except the
manuf acturer, packer, distributor or seller of the article to
which a false advertisenent relates is liable under this
Section for the dissem nation of such false advertisenent
unless he has refused on the request of the Director to
furnish the Director the name and post office address of the
manuf acturer, packer, distributor, seller or advertising
agency residing in the State of Illinois who causes himto
di ssem nate such adverti senent.

(d) No person shall be subject to the penalties of
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subsection (a) of this Section for a violation of Section 3
involving msbranded food if the violation exists solely
because the food is msbranded under subsection (c) of
Section 11 because of its advertising, and no person shall be
subject to the penalties of subsection (a) of this Section
for such a violation unless the violation is commtted with
the intent to defraud or m sl ead.

(Source: P.A 86-704; 87-754.)

(410 ILCS 620/ 14) (from Ch. 56 1/2, par. 514)

Sec. 14. A drug or device is adulterated: (a) (1) If it
consists in whole or in part of any filthy, putrid or
deconposed substance; or (2) (A if it has been produced,
prepared, packed or held under unsanitary conditions whereby
it may have been contamnated with filth or whereby it may
have been rendered injurious to health; or (B) if it is a
drug and the nethods used in, or the facilities or controls
used for, its manufacture, processing, packing or holding do
not conform to or are not operated or admnistered in
conformty wth current good manufacturing practice to assure
that such drug neets the requirenents of the Act as to safety
and has the identity and strength and neets the quality and
purity characteristics which it purports or is represented to
possess; or (3) if it is a drug and its container 1is
conposed, in whole or in part, of any poisonous or
del et eri ous substance which nay render the contents injurious
to health; or (4) if (A) it is a drug and it bears or
contains, for purposes of coloring only, a color additive
which is unsafe wwthin the neaning of Section 706 of the
Federal Act or (B) it is a color additive, the intended use
of which in or on drugs or devices is for purposes of
coloring only and is unsafe within the neaning of Section 706
of the Federal Act; or (5) if it is a new aninml drug which

is unsafe within the neaning of Section 512 of the Federal
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Act; or (6) if it is an animal feed bearing or containing a
new ani mal drug, and such animal feed is wunsafe wthin the
meani ng of Section 512 of the Federal Act.

(b) If it purports to be or is represented as a drug the
name of which is recognized in an official conpendium and
its strength differs fromor its quality or purity falls
below the standard set forth in such conpendium Such
determnation as to strength, quality or purity shall be nmade
in accordance with the tests or nethods of assay set forth in
such conpendium or in the absence of or inadequacy of such
tests or nethods of assay, those prescribed under authority
of the Federal Act. No drug defined in an official conpendi um
is adulterated under this subsection because it differs from
the standard of strength, quality or purity therefor set
forth in such conpendium if its difference in strength,
quality or purity fromsuch standard is plainly stated on its
| abel . When a drug is recognized in both the United States
Pharmacopoeia - National Fornmulary and the Homeopathic
Phar macopoeia of the United States it shall be subject to the
requi renents of the United States Pharmacopoeia - National
Formulary wunless it is labeled and offered for sale as a
homeopat hic drug, in which case it shall be subject to the
provisions of the Honmeopathic Pharmacopoeia of the United
States and not to those of the United States Pharnacopoeia -
Nat i onal Fornmnul ary.

(c) If it is not subject to the provisions of subsection
(b) of this Section and its strength differs fromor its
purity or quality falls below that which it purports or is
represented to possess.

(d) If it is a drug and any substance has been (1) m xed
or packed therewith so as to reduce its quality or strength;
or (2) substituted wholly or in part therefor.

(e) If it is, or purports to be or is represented as, a

device which is subject to a performance standard established
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under Section 514 of the Federal Act, unless such device is
in all respects in conformty with such standard.

(f) If it is a device and the nethods used in, or the
facilities or controls wused for, its manufacture, packing,
storage, or installations are not in conformty W th
appl i cabl e requi renents under Section 520(b)(1) of the
Federal Act or an applicable condition as prescribed by an
order under Section 520(b)(2) of the Federal Act.

(g) If it 1is a device for which an exenption has been
granted wunder Section 520(g) of the Federal Act for
investigational wuse and the person who was granted such
exenption fails to conply with a requirenment prescribed by or
under such Secti on.

(h) If it is a legend drug for which the required

pedi gree paper is nonexistent, fraudulent, or inconplete

under the requirenents of this Act or the applicable rules,

or that has been purchased, held, sold, or distributed at any

tine by a person not authorized under federal or state law to

(Source: P.A 84-891.)

(410 1 LCS 620/ 14.5 new)

Sec. 14.5. Pedi gree papers; requirenents. A legend drug's

pedi gr ee paper must at least contain the follow ng

information: (i) the anbunt of the |egend drug, (ii) its

dosage form and strength, (iii) its |lot nunbers, (iv) the

nanme and address of each owner of the | egend drug and his or

her signature, (v) its shipping information, including the

nane and address of each person certifying delivery or

receipt of the legend drug, (vi) a certification that the

reci pient has authenticated the pedigree papers, and (vii)

the nane, address, telephone nunber, and, if avail able,

e-mail contact infornmati on of each whol esal er i nvolved in the

chain of the | egend drug's cust ody.
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Secti on 99. Effective date. This Act takes effect on

January 1, 2006.
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