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SLS08RS-774 ORIGINAL

Regular Session, 2008
SENATEBILL NO. 571

BY SENATOR MICHOT AND REPRESENTATIVE MILLS

HEALTH/HOSPITALS DEPT. Provides for changes to the Louisiana Wholesale Drug
Distributors Act. (8/15/08)

AN ACT

To amend and reenact R.S. 37:3461, 3462(2) through (5), 3463(C), 3467(A)(2) and (3),
3469, 3470, 3472, 3473, 3474.1(A)(1), (2), (5), and (6) and (B), 3478(C), 3479(A),
and 3480 and to enact R.S. 37:3462(6) through (16), 3467(B)(5), 3474.1(A)(7) and
(8), (C), (D), (E),and (F), 3474.2,3474.3, 3474.4, and 3477, rel ativeto the Louisiana
Wholesale Drug Distributors Act; to provide for a short title; to provide for
definitions; to set the terms of board members; to provide for the powers and duties
of the board; to providefor qualifications and requirementsfor licensure; to provide
for inspections; to provide for applicantsfrom other states; to providefor thedenial,
revocation, or suspension of alicense; to provide for enforcement proceedings; to
provide for injunction proceedings; to provide for quarantine of a legend drug or
device; to authorize the board to obtain criminal history record information; to
provide for penalties; to provide for fees; to provide for unauthorized sales; and to
provide for related matters.

Be it enacted by the Legidature of Louisiana
Section 1. R.S. 37:3461, 3462(2) through (5), 3463(C), 3467(A)(2) and (3), 3469,

3470, 3472, 3473, 3474.1(A)(1), (2), (5), and (6) and (B), 3478(C), 3479(A), and 3480 are
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hereby amended and reenacted and R.S. 37:3462(6) through (16), 3467(B)(5), 3474.1(A)(7)
and (8), (C), (D), (E), and (F), 3474.2, 3474.3, 3474.4, and 3477 are hereby enacted to read
asfollows:

83461. General provisions and short title

A. This Chapter shall be known and may be cited as the " L ouisiana

Wholesale Drug Distributors Act."

B. In order to safeguard life and health and to promote the public welfare,

any person engaged in the wholesale distribution or sale of legend drugs or legend

devices as defined in this Chapter shall be required to submit evidence thathe+s

eattfed of qualification to be engaged in the wholesal e drug distribution business

and shall be licensed as hereinafter provided.
83462. Definitions

Asused in this Chapter:

* * *

(2) "Wholesale drug distribution" means the distribution or sale of legend

drugs or_legend devices to other than the consumer or patient, including but not

limited to distribution by manufacturers, repackers repackagers, own label

distributors, jobbers, third party logisticsprovider s, r etail phar macy war ehouses,

phar macies, brokers, agents, and wholesale drug distributors.

(3) "Wholesale drug distributor" means any person who sellsor distributes

legend drugs or legend devicesto other than the consumer or the patient, including

but not limited to manufacturers, repackers repackagers, own label distributors,

jobbers, third party logistics providers, retail pharmacy warehouses, brokers,

agents, and pharmacies.
(4) "Legend drug" means any drug intended for use by humans that carries

on its label any of the following statement. "Warhing— Caution: Federal law

prohibits dispensing without a prescription”, " Rx," or "Rx Only" .

(5 *
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proeess: " Manufacturer” means any of the following:

(a) A person who manufactureslegend drugs and includes a labeler or

primary distributor.

(b) A person who prepares legend drugs in dosage form by mixing,

compounding, encapsulating, entableting, or by other processes.

(c) A person who manufactur es, assembles, processes, or modifieslegend

devices.

(6) " Applicant" meansaper son who appliesfor licensureasawholesale

drug distributor.

(7) " Bureau" meansthe L ouisiana Bureau of Criminal Identification

and Information of the office of state police, Department of Public Safety and

Corrections.

(8) " Criminal history record information" meansinfor mation collected

by state and federal criminal justice agencies on persons consisting of

identifiable descriptions and notations of arrests, detentions, indictments, bills

of information, or any formal criminal charges, and any disposition arising

ther efrom, including sentencing, criminal corr ectional supervision,and release,

but doesnot includeintelligencefor investigatory purposes, nor doesit include

any identification information which does not indicate involvement of the

person in the criminal justice system.

(9) "FBI" means the Federal Bureau of Investigation of the United

States Depar tment of Justice.

(10) " L egend device" meansany deviceintended for useby humansthat

carrieson itslabel " Rx," "Rx only," adesignation for physician useonly, or a

statement that federal law restricts the device to sale by or on the order of a

licensed health care practitioner.

(11) " Legend drugpedigree’ meansawritten document or electronicfile

r ecor ding each wholesale distribution of a legend drug.
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(12) " Licensure' meansany licensethat theboard isauthorized by law

toissue.

(13) "Owner" means a natural person who owns greater than ten

per cent interest in the wholesale drug distributor.

(14) "Person" means a natural or juridical person, such as a

proprietorship, partnership, corporation, limited liability company, trust,

businessfirm, association, franchise arrangement, combination of any of these

entities, or any other legal entity.

(15) "Responsible party" means a natural person designated by the

applicant or licensee as responsible for facility operations of the applicant or

licensee.

(16) " Third party logisticsprovider" meansaper son that contractswith

a manufacturer to provide or _coordinate warehousing, distribution or other

serviceson behalf of themanufacturer, but doesnot taketitletothelegend drug

or_legend device or_have responsibility to direct the sale or disposition of the

legend drug or legend device.

83463. Board; appointments; terms; removal; compensation; officers

ey—TFwo-membersforatermof-four-years:
er-Onemember-foratermof-fiveyears:
&)—Thereafter;each Each member appointed to the board shall serveaterm

of five years.

§3467. Duties and powers of the board
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A. Theboard shall:

(2) Regulatethedistribution of legend drugsor legend devicesby wholesale

drug distributors.

(3) Monitor compliance with all federal and state laws and regulations

regarding thedistribution of wholesalelegend drugsor legend devicesby wholesale

drug distributors and promulgate rules and regulations relative thereto.

* * *

B. The board may:

(5) Reguirelicenseesto provide alegend druq pediaree.

* * *

83469. Qualifications and requirements ef-appheant for licensure

A. Every applicant er+espensibte-party for licensure as a wholesale drug

distributor shall submit to the board the names of the designated responsible

party and any owners who shall be at least twenty-one years of age and of good

moral character and temperate habits. Conviction of afelony violation of federal or

statelaw by the applicant, responsible party, or owner may be groundsfor denial

of alicense.

B. The application for licensure shall be made on a form provided by the
board. Each application shall be accompanied with the reasonable licensure fee
prescribed by the board. Each application form shall contain language that

authorizes the board to eonduet-a-backgroune-cheek obtain a criminal history

record on the-appticant the applicant, responsible party, and any owners to

determine if he-has the applicant, responsible party or owners have ever been

convicted of afelony violation of federal or state law.
§3470. Inspections
The board, or arepresentative of the board, may conduct inspections of +-

state facilities during normal business hours upon receipt of an application for
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licensure. Theboard may conduct inspectionsduring normal business hour s of

facilitiesthat appear to beused by awholesaledrugdistributor. The board may

also conduct unannounced inspections of current licensees at sufficient intervals to
determine compliance with state and federal requirements or when it considers it
necessary. Upon inspection, awritten report shall be submitted to the board by the
inspector. Applicants for licensure and licensees shall be notified in writing by
certified mail if any discrepancies arefound and adeadline shall be setinwhich such
discrepancies must be corrected.
83472. Reinspection

Reinspections of ta-state facilities may be conducted as follow-ups to the
regular inspections or to guarantee that the applicant or licensee has corrected any
discrepancy found by the board. Failureto comply with state and federal laws or the
board's regulations shall be primafacie evidence of aviolation of this Chapter and
shall subject the applicant or licensee either to disciplinary action by the board or
forfeiture of the license.
83473. Applicants from other states; waiver of inspection

The board may waive the inspection provided in R.S. 37:3470, if the
applicant presents to the board a satisfactory certificate of registration or license

from abeard-of an entity which licenses wholesale drug distributors in another

state, and if the standards adopted and enforced by such beard entity are eguat
compar able to those provided in this Chapter.
83474.1. Denial, revocation, or suspension of license

A. Any person licensed as a wholesale drug distributor under this Chapter
may have his license revoked or suspended for afixed period to be determined by
the board for any of the following causes:

(1) Conviction of afelony wi

the licensee, responsible party, or owner. The record of such conviction, or

certified copy thereof from the clerk of court where such conviction occurred or by
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the judge of such court, shall be sufficient evidence to warrant revocation or
suspension.

(2) Suspension, of revocation, or other disciplinary action taken by

another any stateor feder al agency of alicenseto distributewholesalelegend drugs

or legend devices. A certified copy of therecord of suspension or revocation by the

state where such suspension or revocation occurred shall be conclusive evidence

thereof.

(5) Refusing to permit entry to the licensed facility to comply with any

inspection during normal business hours.

(6) Selling, distributing, or offeringtosell or distributeany adulter ated,

counterfeited, or misbranded legend drug or legend device.

(7)_Altering, mutilating, destroying, obliterating, or removing any part

of thelabel of alegend drug or legend device.

(8) Violating any of the provisions of this Chapter or rulesand regulations

adopted by the board.

B. Proceedings for any disciplinary actions or for the denial, revocation, or
suspension of alicense shall be conducted in accordance with rules and regulations

adopted by the board pursuant to the Administrative Procedure Act. Fheboard-may

C. Theboard may requireaper son whoissubject totheauthority of the

board and against whom disciplinary action has been taken to pay not more

than onethousand dollars per violation.

D. Each day on which a violation occurs shall constitute a separate

violation.

E. In addition to the fine, the board may assess all costs incurred in
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connection with the proceedingsto a person who is subject to the authority of

theboard, including but not limited toinvestigator , stenogr apher, and attor ney

fees.

F. Nolicenseshall beissued, reinstated, or renewed until the monetary

penalties pursuant to this Section have been paid in full.

83474.2. Enforcement action against other persons; penalties

A. Theboard shall have the power to take enfor cement action against

any non-licenseefound by the board to be guilty of any of thefollowing actsor

offenses:

(1) Participating or engaging in wholesale drug distribution.

(2) Usingtheterm " wholesaledrug distributor™ or otherwiseassuming

or using such term or advertising in any manner intended to convey the

impression that heisa licensed wholesale drug distributor.

(3) Violating any of the provisions of this Chapter or any rules or

regulations adopted by the board.

B. For thepurpose of this Section, theterm " enfor cement action" shall

includebut not belimited to the assessment of afinein an amount not to exceed

onethousand dollarsper violation. Each day on which aviolation occursshall

constitute a separ ate violation.

C. In addition to any other action, the board may assessto a person all

reasonable costsincurred in connection with an enfor cement action including

investigator, stenographer, and attorney fees.

D. Proceedings for an enforcement action shall be conducted through

the promulgation of rules and regulations in accordance with the

Administrative Procedur e Act.

83474.3. Injunction proceedings; penalties

A. Theboard may seek in any court of competent jurisdiction awrit of

injunction _enjoining _any person from participating in wholesale drug

distribution until such per son obtainsthenecessary licenseunder theprovisions
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of this Chapter. This injunction shall not be subject to being released upon

bond.

B. Inthesuit for aninjunction, theboard may demand of thedefendant

apenalty of not mor ethan fivethousand dollar s, r easonableattor neys fees, and

court costs. Thisjudgment for penalty, attorneys fees, and court costs may be

rendered in the sasme judgment in which theinjunction is made absolute.

C. Thetrial of the proceeding by injunction shall be summary and by

thejudqge, without ajury.

D. This Section shall not be construed asbarring criminal prosecution

for violations of this Chapter.

83474.4. Order to quarantine alegend drug or legend device

A. If the board finds a reasonable probability that a wholesale drug

distributor possesses an adulterated, misbranded, counterfeited, or recalled

legend drug or legend device, the board may issue an order to quarantine the

legend drug or legend device.

B. Any order issued pursuant to this Section shall subject thewholesale

drugdistributor totheorder with an opportunity for hearingtobeheld nolater

than thirty daysafter issuanceof theorder on theactionsrequired by theorder.

|f, after the hearing, the board deter mines that inadeguate grounds exist to

support the order, the board shall vacatethe order.

* * *

83477. Authorization to obtain criminal history record infor mation

A. Theboard may requirethat theapplicant, responsibleparty, and any

owners provide written consent to the board to reguest and obtain state and

national criminal history record information as a condition for consideration

of thelicensure application.

B. Theboard may char ge and collect from the applicant, in addition to

all other applicable fees and costs, such amount as may be incurred by the

board in requesting and obtaining state and national criminal history record
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infor mation.

C. Theboard shall provide each applicant with a copy of the written

standar dsspecifyingtherequir ementsthat shall bemet by an applicant and the

grounds on which alicense may be denied or revoked.

D. Pursuant to this Section, or any other law or board rules or

regulationspromulgated and adopted by theboard, theboard may request and

obtain stateand national criminal history record infor mation from the bur eau

and the FBI relative to any applicant, responsible party, or owner whose

fingerprints the board has obtained for the purpose of determining an

applicant's suitability and diqibility for licensure.

E. Upon request by the board and upon the board's submission of

finger printsand other identifyinginfor mation as may beregquired, the bureau

shall conduct a search of itscriminal history record infor mation relativeto the

applicant, responsibleparty, or owner and report theresultsof itssearch tothe

board within sixty days from receipt of any such request. The bureau may

chargethe board a processing fee pursuant to R.S. 15:587 for conducting and

reporting on any such search.

F. If thecriminal history record infor mation reported by thebureau to

the board does not provide grounds for disqualification of the applicant for

licensur e, the board shall have the authority to forward the fingerprints and

other identifying information as may berequired tothe FBI with arequest for

a sear ch of national criminal history record infor mation.

G. Any and all state or national criminal history record information

obtained by theboard from thebureau or FBI which isnot alr eady a matter of

publicrecord shall bedeemed nonpublicand confidential information restricted

to the exclusive use of the board, its members, officers, investigator s, agents,

and attorneys in evaluating the applicant's eligibility or disqualification for

licensure. Nosuch infor mation or recordsrelated ther eto shall, except with the

written consent of the individual or by order of a court of competent
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jurisdiction, bereleased or otherwisedisclosed by theboar d to any other person

or_agency.
83478. Unlawful participation; penalty
C. Whoever violates the provisions of this Section shall be fined not less

than one hundred thousand dollars nor more than three-hunered fifty thousand

dollars or imprisoned for not less than ten days nor more than thirty days, or both.
83479. Fees

A. To defray the cost of administering the provisions of this Chapter, the

board shall fix reasorabte fees to-be-assessed-under-this-Chapter: not to exceed the

following:
(1) Initial licensefee $600
(2) Licenserenewal fee $600
(3) Initial inspection fee $300
(4) Duplicatelicense fee $100

(5) Reinstatement fee for licenses suspended, revoked, or expired $600

(6) Licenseverification fee $100

* * *

83480. Unauthorized sales

Wholesale drug distributors shall sell or distribute legend drugs or legend
devices only to anthdtvitddalcorporation,orentity a per son who is authorized, by

law or regulation, to procure or possess steh legend drugs or legend devices.

The original instrument and the following digest, which constitutes no part
of the legidative instrument, were prepared by Greg Waddell.

DIGEST

Present law requires a person to submit evidence of qualification and licensure in order to
engage in the wholesale distribution of drugs.

Proposed law changes present law by requiring that a person must submit evidence of
qualification and licensure in order to distribute or sell legend drugs or legend devices.

Present law defines board, wholesale drug distribution, wholesale drug distributor, legend
drug, and manufacturer.
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Proposed law retains the definition of board as the Louisiana Board of Wholesale Drug
Distributors, but changes the definitions of wholesale drug distribution, wholesale drug
distributor, legend drug, and manufacturer.

Proposed law further adds definitions for applicant, bureau, crimina history record
information, FBI, legend device, legend drug pedigree, licensure, owner, person, responsible
party, and third party logistics provider.

Present law provides for board members to serve staggered terms, whereby two members
servefor aterm of one year, one member servesfor aterm of two years, one member serves
for aterm of three years, two members serve for a term of four years, and one member
serves for aterm of five years. Present law further provides that after these initial terms,
each member appointed to the board serves aterm of five years.

Proposed law repeals present law and provides that each member of the board serve aterm
of five years.

Present law sets the powers and duties of the board. Authorizes the board to regulate the
distribution of drugs by wholesal e drug distributors and monitor compliancewith al federal
and state laws and regulations regarding the distribution of wholesale drugs by wholesale
drug distributors.

Proposed law changes present law by authorizing the board to regulate the distribution of
legend drugs and legend devices, as well as monitor compliance with all federal laws
regarding the distribution of legend drugs and legend devices.

Proposed law allows the board to require licensees to provide alegend drug pedigree.

Present law requires that each applicant for licensure as a wholesale drug distributor be at
least twenty-one years of age and of good moral character. Proposed law changes present
law by requiring each applicant for licensure to submit to the board the names of the
designated responsible party and any owners, who also must be at least 21 years of age and
of good moral character.

Present law stipulatesthat conviction of afelony of federal or state law by the applicant may
be grounds for denia of alicense.

Proposed law adds that responsible parties and owners convicted of afelony of federal or
state law may also constitute grounds for the denia of alicense.

Present law authorizes the board to conduct a background check on applicantsfor licensure.

Proposed law changes present law by authorizing the board instead to obtain a crimina
history record on applicants, responsible parties, and owners.

Present law authorizes the board to conduct inspections of in-state facilities during normal
business hours upon receipt of an application for licensure.

Proposed law retains present law but deletes the description of facilities as "in-state”.

Proposed law further authorizes the board to conduct inspections during normal business
hours of facilities which appear to be used by a wholesale drug distributor.

Present law allows the board to conduct reinspections of in-state facilities. Proposed law
deletes the description of facilities as "in-state."

Present law provides for the revocation or suspension of the license of a wholesale drug
distributor due to a conviction of afelony. Proposed law retains present law and adds that
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thelicense of awholesaledrug distributor can berevoked or suspended if aresponsible party
or owner is convicted of afelony.

Present law provides for the revocation or suspension of the license of a wholesale drug
distributor due to revocation or suspension of a license by another state to distribute
wholesale drugs. Proposed law retains present law but adds that any disciplinary action
taken by another state on a license to distribute wholesale legend drugs or legend devices
constitutes grounds for the revocation or suspension of alicense.

Present law provides for the revocation or suspension of the license of a wholesale drug
distributor for refusal to comply with inspection during normal business hours. Proposed
law retains present law and adds that refusal to permit entry to any licensed facility is aso
grounds for the revocation or suspension of alicense.

Present law provides for the revocation or suspension of the license of a wholesale drug
distributor for violating any provisions of law. Proposed law retains present law and adds
that a license may aso be revoked or suspended for violating any rules or regulations
adopted by the board.

Proposed law adds that selling, distributing, or offering to sell or distribute any adulterated,
counterfeited, or misbranded legend drug or legend device, or altering, mutilating,
destroying, obliterating, or removing any part of the label of alegend drug or legend device
isgrounds for the revocation or suspension of alicense.

Present law provides for a penalty violation in the amount of $1,000 per violation against
any person who disciplinary action has been taken, with the maximum aggregate penalty not
to exceed 50 times the maximum penalty per individual violation.

Proposed law maintains the penalty violation amount of $1,000 per violation, but instead
stipulates that each day a violation occurs counts as a separate violation. Proposed law
further authorizes the board to assess all costs incurred in connection with proceedings.

Present law provides that a license not be issued, reinstated, or renewed until a penalty is
paidinfull. Proposed law retains present law.

Proposed |aw providesfor enforcement action against persons not licensed by the board who
participate or engage in wholesale drug distribution, falsely use the term "wholesale drug
distributor,” or violate state provisions and rules and regulations rel ative to wholesal e drug
distributors.

Proposed law defines "enforcement action” as including but not limited to the assessment
of afine of $1,000 per violation. Further provides that each day of violation constitutes a
separate violation. Further allows the board to assess all costs incurred in connection with
an enforcement action and for such action to be conducted in accordance with rules and
regulations promulgated in accordance with the Administrative Procedure Act.

Proposed law prohibitsanindividual from participatinginwholesal edrug distribution unless
properly licensed as awholesale drug distributor. Allowsthe board to seek an injunction to
prohibit such action and provides that the injunction is not subject to being released upon
bond.

Proposed law allows the board to collect not more than $5,000, attorneys fees, and court
costs from a defendant in a suit for an injunction. Further provides that such costs may be
rendered in the same judgment in which the injunction is made absol ute.

Proposed law provides that an injunction proceeding is summary and by ajudge, without a
jury.
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Proposed law providesthat an injunction proceeding does not prohibit criminal prosecution
for any violations of state provisions relative to wholesale drug distributors.

Proposed law allows the board to issue an order to quarantine an adulterated, misbranded,
counterfeited, or recalled legend drug or device possessed by a wholesale drug distributor.
Provides for a hearing within 30 days of the order. Allows the board to vacate the order if
the board determines that inadequate grounds exist to support the order.

Proposed law authorizes the board to require that an applicant, responsible party, or owner
provide written consent to obtain state and national criminal history record information as
acondition for consideration of theapplicationfor licensure. Further providesthat the board
may charge the applicant for the cost incurred by the board in obtaining criminal history
record information.

Proposed law provides that the board give each applicant a copy of the written standards
specifying requirements for an applicant for licensure and the grounds which constitute
revocation or denial of alicense.

Proposed law allows the board to obtain criminal history record information from the La.
Bureau of Criminal Identification and Information of the office of state policewiththe Dept.
of Public Safety and Corrections (bureau), as well as from the FBI, of an applicant,
responsible party, or owner to determine the eligibility of an applicant for licensure.

Proposed law allowsthe bureau to conduct asearch of itscriminal history record information
relative to a specific applicant, responsible party, or owner and report its findings to the
board within 60 days of the request for information. Allows the bureau to charge the board
aprocessing feefor its search.

Proposed law allows the board to forward fingerprints and other identifying information to
the FBI for asearch of criminal history record information if the report from the bureau does
not constitute grounds for the disqualification of the applicant for licensure.

Proposed law provides that all state and national criminal history record information
obtained by the board which is not already public record is private information. Provides
that the information is restricted to use by the board, its members, officers, investigators,
agents, and attorneysin evaluating the applicant's eligibility for licensure. Further provides
that the information remains private unless the applicant consentsto itsrelease or a court of
competent jurisdiction orders the information be rel eased.

Present law sets penalties for violations, including participating in the wholesale drug
distribution business without a license and falsely using the term "wholesale drug
distributor," at not less than $100 nor more than $300, or imprisonment for not less than 10
days nor more than 30 days, or both.

Proposed law retains present law but sets fines at not less than $1,000 nor more than
$50,000.

Present law authorizes the board to fix areasonable fee schedule.

Proposed law retains present law but setsfee schedul e categories not to exceed thefollowing
amounts:

(1) Initial license fee of $600.
(2) Licenserenewal fee of $600.

(3) Initial inspection fee of $300.
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(4) Duplicate license fee of $100.
(5) Reinstatement fee for licenses suspended, revoked, or expired of $600.
(6) License verification fee of $100.

Present law allows the sale or distribution of drugs or devices only to any individual,
corporation, or entity who is authorized to procure or possess the drugs or devices.

Proposed law clarifies that the drugs and devices are legend drugs and legend devices.
Proposed law also changes reference to an individual, corporation, or entity to a person.
Effective August 15, 2008.

(AmendsR.S. 37:3461, 3462(2) through (5), 3463(C), 3467(A)(2) and (3), 3469, 3470, 3472,
3473, 3474.1(A)(2), (2), (5), and (6) and (B), 3478(C), 3479(A), and 3480; adds R.S.

37:3462(6) through (16), 3467(B)(5), 3474.1(A)(7) and (8), (C), (D), (E), and (F), 3474.2,
3474.3, 3474.4, and 3477)
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