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AN ACT concerni ng pharnmaceuti cal s.

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

represented in the General Assenbly:

Section 5. The Pharmacy Practice Act of 1987 is anended

by changi ng Section 25 as foll ows:

(225 ILCS 85/25) (from Ch. 111, par. 4145)

Sec. 25. No person shall conpound, or sell or offer for
sal e, or cause to be conpounded, sold or offered for sale any
medi ci ne or preparation under or by a name recognized in the
Uni ted States Pharmacopoeia National Formulary, for internal
or external use, which differs fromthe standard of strength,
quality or purity as determned by the test laid down in the
United States Pharmacopoeia National Formulary official at
the time of such conmpounding, sale or offering for sale. Nor
shall any person conpound, sell or offer for sale, or cause
to be conpounded, sold, or offered for sale, any drug,
medi ci ne, poison, chem cal or pharmaceutical preparation, the
strength or purity of which shall fall bel ow the professed
standard of strength or purity under which it 1is sold. | f
t he physi ci an or ot her aut hori zed prescriber, when
transmtting an oral or witten prescription, does not
prohi bit drug product selection, a different brand name or
nonbrand nanme drug product of the same generic nane nay be
di spensed by the pharmacist, provided that the selected drug
has a unit price less than the drug product specified in the
prescription and provided that the selection is permtted, is
not subject to a hearing by the Technical Advisory Council,
or is not specifically prohibited by the current Drug Product
Selection Fornulary issued by the |1llinois Departnent of
Public Health pursuant to Section 3.14 of the Illinois Food,

Drug and Cosnetics Act, as anmended. A generic drug determ ned
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to be therapeutically equivalent by the United States Food
and Drug Admnistration (FDA) shall be avai |l abl e for
substitution in Illinois in accordance with this Act and the
II'linois Food, Drug and Cosnetic Act, provided that each
manuf act ur er submts a notification containing product
techni cal bioequivalence information as a prerequisite to

product substitution when they have conpleted all required

testing to support FDA product approval and, in any event,
the information shall be submtted no later than 60 days
prior to product substitution in the State. |[|f the Techni cal

Advi sory Council finds that a generic drug product my have
issues related to the practice of nedicine or the practice of
pharmacy, the Technical Advisory Council shall hold a hearing
at its next reqularly schedul ed Technical Advisory Counci

meet i ng. Fol | owi ng t he Techni cal Advi sory Council's
determ nation that an issue exists related to the practice of
medicine or the practice of pharmacy, the hearing shall be
conducted in accordance with the rules of the Departnment of
Public Health and Article 10 of the Illinois Adm nistrative
Procedure Act. The Technical Advisory Council shall nmake its
recomendation to the Departnent of Public Health wthin 20
busi ness days after the public hearing. |f the Departnent of

Publi c Heal t h, on the recomendation of the Techni cal

Advi sory Council, determ nes that, based upon a preponderance
of the evidence, the drug is not bi oequi val ent , not
t herapeutically equi val ent , or could cause clinically

significant harm to the health or safety of patients
receiving that generic drug, the Departnent of Public Health
may prohibit the generic drug fromsubstitution in the State.
A decision by the Departnent of Public Health to prohibit a
drug product from substitution shall constitute a final
adm ni strative decision wthin the nmeaning of Section 22.2 of
the Illinois Food, Drug and Cosnetic Act and Section 3-101 of

the Code of Cvil Procedure, and shall be subject to judicial
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review pursuant to the provisions of Article IIl of the
Adm nistrative Review Law. A decision to prohibit a generic
drug fromsubstitution nust be acconpanied by a witten

detailed explanation of the basis for the decision. On the

prescription fornms of prescribers, shall be pl aced a
signature line and the words "may substitute" and "my not
substitute". The prescriber, in his or her own handwiting,

shal |l place a mark beside either the "may substitute" or "may
not substitute" alternatives to guide the pharmacist in the
di spensing of the prescription. A prescriber placing a mark
beside the "may substitute" alternative or failing in his or
her own handwiting to place a mark beside either alternative
aut hori zes drug product selection in accordance wth this
Act. Preprinted or rubber stanped marks, or other deviations
from the above prescription format shall not be permtted.
The prescriber shall sign the form in his or her own
handwiting to authorize the issuance of the prescription.
When a person presents a prescription to be dispensed, the
pharmacist to whomit is presented may informthe person if
t he pharmacy has available a different brand name or nonbrand
name of the same generic drug prescribed and the price of the
different brand nane or nonbrand nane of the drug product.
|f the person presenting the prescription is the one to whom
the drug is to be adm nistered, the pharmaci st my dispense
the prescription with the brand prescribed or a different
brand nanme or nonbrand nane product of the sanme generic nane
that has been permtted by the Departnent of Public Health,
if the drugis of Ilesser wunit cost and the patient is
i nformed and agrees to the selection and the pharnmaci st shal

enter such information into the pharmacy record. |If the
person presenting the prescription is soneone other than the
one to whom the drug is to be adm nistered the pharmnaci st
shal | not dispense the prescription with a brand other than

the one specified in the prescription unless the pharnmaci st
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has the witten or oral authorization to select brands from
the person to whom the drug is to be admnistered or a
parent, |egal guardian or spouse of that person.

In every case in which a selectionis nade as permtted
by the Illinois Food, Drug and Cosnetic Act, the pharmaci st
shall indicate on the pharmacy record of t he filled
prescription t he name or other identification of the
manuf acturer of the drug which has been di spensed.

The sel ection of any drug product by a pharnacist shal
not constitute evidence of negligence if the selected
nonl egend drug product was of the sane dosage form and each
of its active ingredients did not vary by nore than 1 percent
from the active ingredients of the prescribed, brand nane,
nonl egend drug product or if the selected | egend drug product
was included in the Illinois Drug Product Selection Fornul ary
current at the tinme the prescription was di spensed. Fai l ure
of a prescribing physician to specify that drug product
selection is prohibited does not constitute evidence of
negligence unless that practitioner has reasonabl e cause to
believe that the health condition of the patient for whomthe
physician is prescribing warrants the use of the brand nane
drug product and not another.

The Departnment is authorized to enploy an analyst or
chem st of recognized or approved standing whose duty it
shall be to examne into any clained adulteration, illegal
substitution, inproper selection, alteration, or ot her
vi ol ation hereof, and report the result of his investigation,
and if such report justify such action the Departnent shal
cause the offender to be prosecuted.

(Source: P.A 91-766, eff. 9-1-00.)

Section 10. The Illinois Food, Drug and Cosnetic Act 1is

anended by changi ng Section 3.14 as foll ows:
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(410 ILCS 620/3.14) (fromCh. 56 1/2, par. 503.14)

Sec. 3.14. Dispensing or causing to be dispensed a
different drug in place of the drug or brand of drug ordered
or prescribed without the express permssion of the person
ordering or prescribing. However, this Section does not
prohi bit the interchange of different brands of the sane
generically equivalent drug product, when the drug products
are not required to bear the |legend "Caution: Federal |[|aw
prohi bits di spensing without prescription”, provided that the
sane dosage formis dispensed and there is no greater than 1%
variance in the stated amount of each active ingredient of
the drug products. Nothing in this Section shall prohibit the
selection of different brands of the sanme generic drug, based
upon a drug formulary listing which is devel oped, naintai ned,
and issued by the lllinois Departnment of Public Health under
whi ch drug product selection is permtted, is not subject to
the hearing review process by the Technical Advisory Council,
or is not specifically prohibited. A generic drug determ ned
to be therapeutically equivalent by the United States Food
and Drug Admnistration (FDA) shall be avai |l abl e for
substitution in Illinois in accordance wth this Act and the
Pharmacy Practice Act of 1987, provi ded t hat each
manuf act ur er submts a notification containing product
techni cal bioequivalence information as a prerequisite to

product substitution when they have conpleted all required

testing to support FDA product approval and, in any event,
the information shall be submtted no later than 60 days
prior to product substitution in the State. |[If the Techni cal

Advi sory Council finds that a generic drug product my have
issues related to the practice of nedicine or the practice of
phar macy, the Technical Advisory Council shall hold a hearing
at its next reqularly schedul ed Technical Advisory Counci

meet i ng. Fol | owi ng t he Techni cal Advi sory Council's

determ nation that an issue exists related to the practice of


SOLIMAR DFAULT BILLS NONE


© 00 N o o b~ w N Pk

W W W W W NN N NDNNDNDRNDNNR P P R B R R B R R
N W N P O © 0 N O 00 & W N B O © 0 N 0o o0 M W N B O

- 6- LRB9206284L By

medicine or the practice of pharmacy, the hearing shall be
conducted in accordance wth the Departnment's Rules of
Practice and Procedure in Admnistrative Hearings (77 111I.
Adm n. Code 100) and Article 10 of the 1llinois
Adm ni strative Procedure Act. The Technical Advisory Counci

shall make its recomendation to the Departnent of Public
Health wthin 20 busi ness days after the public hearing. |If
the Departnent of Public Health, on the reconmendation of the
Techni cal Advisory Council, determnes that, based upon a
preponderance of the evidence, the drug is not bioequivalent,
not therapeutically equivalent, or could cause clinically
significant harm to the health or safety of patients
receiving that generic drug, the Departnent of Public Health
may prohibit the generic drug fromsubstitution in the State.
A decision by the Departnent to prohibit a drug product from
substitution shall constitute a final adm nistrative deci sion
wi thin the neaning of Section 22.2 of the Illinois Food, Drug
and Cosnetic Act and Section 3-101 of the Code of Cvil
Procedure, and shall be subject to judicial review pursuant
to the provisions of Article Il of the Admnistrative Review
Law. A decision to prohibit a generic drug from substitution
must be acconpanied by a witten detail ed expl anati on of the
basis for the decision. Det erm nati on of products which may
be sel ected shall be recommended by a Technical Advisory
Council of the Departnment, selected by the Director of Public
Heal th, which council shall consist of 7 persons including 2
physi ci ans, 2 pharnmacists, 2 pharmacol ogists and one other

prescriber who have special know edge of generic drugs and

formul ary. Technical Advisory Council nenbers shall serve
w thout pay, and shall be appointed for a 3 year term and
until their successors are appointed and qualified. The

procedures for operation of the Drug Product Selection
Program shall be promulgated by the Director, however the

actual list of products prohibited or approved for drug
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product selection need not be pronulgated. The Techni cal
Advi sory Council shall take cognizance of federal studies,
t he U.S. Pharmacopoeia - National Fornulary, or other
recogni zed authoritative sources, and shall advise t he
Director of any necessary nodifications. Drug products
previously approved by the Technical Advisory Council for
generic interchange may be substituted in the State of
I1linois without further review subject to the conditions of
approval in the State of Illinois prior to the effective date
of this amendatory Act of the 91st General Assenbly.

Tinmely notice of revisions to the formulary shall be
furni shed at no charge to all pharmacies by the Departnent.
Single copies of the drug formulary shall be nade avail abl e
at no charge upon request to |icensed prescribers, student
pharmaci sts, and pharmacists practicing pharmacy in this
State under a reciprocal |icense. The Departnent shall offer
subscriptions to the drug formulary and its revisions to
other interested parties at a reasonable charge to be
established by rule. Before the Departnment nakes effective
any additions to or deletions from the procedures for
operation of the Drug Product Selection Programunder this
Section, the Departnent shall file proposed rules to anend
the procedures for operation of the program under Section
5-40 of the Illinois Admnistrative Procedure Act. The
Departnent shall issue necessary rules and regulations for
the inplenentation of this Section.

(Source: P.A 91-766, eff. 9-1-00.)
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