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Be it enacted by the People of the State of Maine as follows:
Sec.1. 32 MRSA c. 117, sub-c. 13 is enacted to read:
SUBCHAPTER 13

WHOLESALE LICENSURE AND PRESCRIPTION
MEDICATION INTEGRITY ACT

§13841 hor itl

This subchapter may be known and cited as "the Wholesale

Li r n r ription Medi ion In ri A "
42 inition

As u in i ubch r unl h ntex herwise
indicates, the following terms have the following meanings.

1 nti "Authenticate" mean affirmativel
verify before distribution of a prescription drug that each

ran i 11 n _the i Ir
ili "Facility" mean facili i whol le
drug distributor where prescription drugs are stored, handled,
r k r offer for sale.
rib
mean hain ¢of cu for a pr ription dr h es from a
manuf rer a wholesaler a pharmacy t consumer.,

4 igr "Pedigree" means a nt or electronic file
containing information that records each distribution of a
prescription drug, from sale by a manufacturer through
acquisition and sale by a drug wholesaler, distributor or
by k r ntil final al o harm r her rson

i in r ini rin h r ription dru
Pr ription drug. "Pr ription rug" means a dru
includi iological c T ir f ral law or
r ion ispen rescription, including finished
form n 1k r n ubj h Federal
Foo Dr nd meti Ac 21 ni t Code Section
. "Pr ription drug" es n include blood or blood

components intended for transfusion or biological products that
re medical vi .
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6. Re k . "Repackage' mean chan h ntainer

rapper or labeling of a prescription drug to further the
digstribution of the prescription drug.

7. Repackager, '"Repackager' means a person who repackages.

8. Wholesale distributor. "Wholesale distributor" means a
person engaged in the wholesale distribution of prescription
drugs, including but not limited to a manufacturer, repackager,
own-label distributor, private-label distributor, jobber, broker,
warehouse, independent wholesale drug trader and retail pharmacy.
that conducts wholesale distribution of prescription drugs.

13843. Whol le distributor licensin

1. Licensing. A wholesale distributor must be licensed by
the board to engage in the wholesale distribution of prescription
drugs in the State. If a wholesale distributor has its principal
place of business in another state, the wholesale distributor
must be also licensed to distribute pregcription drugs in that
state. A _separate license must be obtained by a wholesale

distributor for each facility in the State from which the

whol 1 istributor distri S pr ription 4r .

2. Minimum information. Upon application for an original
license or renewal of a license under this section, a wholesale
distributor shall provide to the board under oath the following

information:

A. The name, full business address and telephone number of
the applicant;

B. All trade and business names used by the applicant:

C. The name, address and telephone number of a contact
person for every facility used by the applicant for the

storage, handling and distribution of prescription drugs;

D. The form of organization of the business of the
applicant, such as sole proprietorship, partnership or
corporation;

E. The name of every person who has an ownership interest

or operates the business of the applicant, including:

(1) If a sole proprietorship, the fuyll name of the
sole proprietor and name of the business entitv:

(2) If a partnership, the name of the partnership as
well as the name of every partner; or
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If orporation he n n itl of ch
corpor officer and director 11 rpor names and
the state of incorporation:

F. A list of all Jicenses and permits issued to the
applicant by any other state that authorize the applicant to
rch T s _prescription drugs:

. _The name of the manager and the next 4 highest rankin
employees responsible for prescription drug wholesale
operations of the facility for which the applicant is
applying for a license or renewal under this section:

H. The n f th applicant’ ignate representative

for the facility for which the applicant is applying for
license or r wal under thi ion; an

[+}]

I. A set of fingerprints and a personal information

statement for every person listed under paragraphs G and H
i ing:

(1) Every place of residence for the person for the
previous 7 years:

2 Th rson's date an la £ birth;

3 Every occupation osition of employment or office
held for th revi 1 _year
4 Th rincipal in nd r of ver
organization in_ which the person held a position of
employment or office under subparagraph 3:
Whether in th revi 7 ars the erson has
n_subj to a proceeding for the rev ion of a
license and for every proceeding listed the nature and

disposition of the proceeding;

Whether in th revious 7 r the erson has
been temporarily or permanently enjoined by a court of
competent jurisdiction from violakting state or federal
law regulatin h ssession, control or distribution

f r ription ru nd h d ils for ver
injunction 1i :

(7) A description of the involvement of the person
with r in or investmen h manufactured
ini by rescri distri d r stored
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harm ical roducts, except for the ownership of
stock in a publicly traded company or mutual fund;

(8) Every lawsuit in which a business or investment
listed in subparagraph 7 was named as a party:

{(9) A description of every felony of which the person
as an adult was convicted, regardless of whether
adjudication of guilt was withheld or the person pled
guilty nolo contendere. If a conviction listed under
this subparagraph is under appeal, then the applicant
must attach a copy of the notice of appeal for that

conviction; and

(10) A photograph of the person taken within the

previous 30 days.

If a change in the information reguired under this subsection

occurs, the applicant shall provide the board with the updated
information within the time required by the board by rule.

3. Designated representative gqualifications. The board may
not issue or renew a wholesale distributor license under this
section unless the board determines that the designated

repr n ive nder ubsection 2 ragraph H m h
following qualifications:

A. Is at least 21 years of age:

B. Has been employed full time for at least 3 vyears in a
pharmacy or with a wholesale distributor in a capacity
related to the dispensing, distribution or record keeping of
prescription drugs:

C. Has received a score of 75% or higher on an examination
given by the board regarding state and federal laws

governing the wholesale distribution of prescription drugs.
A designated representative must take the examination
required in this paragraph for every application for license
or renewal filed __under thig section __that names the
designated representative under subsection 2, paragraph H;

D, Is employed full time in a managerial position by the
applicant;

E. Is actively involved in and aware of the daily operation
of the applicant:

F. Is physically present at the facility of the applicant
during regular business hours, except when the absence of

Page 4-LR1797(1)



10

12

14

16

18

20

22

24

26

28

30

32

34

36

38

40

42

44

46

48

50

the designated representative is authorized for reasgons such
as sick leave or vacation leave;

G. Is serving in the capacity of designated representative
for only one applicant at time;

H. Has no convictions under any local, state or federal law
relating to _wholesale or retail prescription drug or

n 11 s nc istribution:; and

I. H n f n nviction nder n local or

federal law.

4, Fipgerpriats., The board shall submit the fingerprints
required under subsection 2, paragraph I to the Department of
P i Bureau f Identificati for riminal
hi r heck an he Federal Bureau of Investigation for

a_national criminal history record check.

5. Bond requirement. An applicant under this section must

mi he board a bond or her equivalent means of securit

h 1 r f redi r i in r unt
payable to the Wholesale Distributor Application Fund,
established in subsection 6, The bond must secure payment of any
fine or fee imposed by or cost incurred by the State regarding
he 1i 1i for under thi ection th h licant
fails to pay within 30 days after the fine, fee or cost is
final. The State may make a claim on the bond or security
required under this subsection within 1 year after the license

for which the bond or security is filed ceases to be valid.

6. Wholesale Distributor Application Fund. The Wholesale
Distri r Appli ion Fun nonl in und inistered b
h r i lished. A re r iv int fund
pursuant to the bonds and securities required under subsection
. Th ur £f the fund is to secure th aymen f a fine
fe r levi again a licen under thi ubch er b
h n su ion 5.

1384 ini I riction n tr ion:

1, Ninety-five percent rule. In any calendar month, a
whol distributor mu 11 istribut ransfer or
otherwise furnish at least 95% of the prescription drugs
possessed by the wholesale distributor to a pharmacy or other
person dispensing or admipistering prescription drugs.

2 Pur r i from pharmacies. A wholesale

istri rm n urchase or herwise receive a prescription
r from harma X t if h r ription r was
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originally purchased by the pharmacy from the wholesale

istributor. In transaction exce u r this ion, a
wholesale distributor may not receive from a pharmacy an amount
or gquantity greater than was originally sold to the pharmacy by
the wholesale distributor or pay the pharmacy an amount in cash
or credit more than the pharmacy originally paid the wholesale
distrjibutor for the prescription drugs.

1 distribution or tr r 1i £son. A
wholesale distributor may furnish prescription drugs in the State
onl o a rson licens b he ard r ive prescription
drugs nder his ubchapter. A  whol 1 distri r hall

verify that a person is licensed by the board to receive

prescription drugs under this subchapter by contacting the board
before the whol le distri r di i e r iption drugs
to the person.

4. Premises listed on license., A wholesale distributor may
deliver prescription drugs only to the premises listed on the
licen £ th n r ivin h ipti X

h he whol 1 istributor iv r ription dr
an_authorized agent of the person licensed to receive drugs by
h r nder thi ch r h remi he whol le

distributor if:

A, The identity and license of the recipient is properly
established; and

B. The method of receipt is necessary for the immediate
needs of a patient of the licensed recipient.

5. Hospital pharmacy. A wholesale distributor may deliver
prescription drugs to a hospital pharmacy receiving area if at
the time of delivery a pharmacist or person authorized to receive
the prescription drugs signs_a receipt showing the type and
guantity of the prescription drugs _received. A discrepancy
between the receipt and the type and guantity of the prescription

ru ac 11 r ived m be r rted t h wholesale
distributor by the next business day after the delivery of the
prescription drugs.

6. Credit. A wholesale digtributor may not accept payment
for or allow the use of & person's or entity's credit to

establish an account to purchase prescription drugs from a person
other that an owner of record, chief executive officer of chief

financial officer listed on the person's or entity's license from

th r receiv r ription dru nder thi hapter. An
account established for the purchase of prescription drugs must
bear the name of the licensee licen b he boar receive

prescription drugs under this subchapter.
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§13845. Pedigree

1. Pedigree. A person engaged_ in the wholesale distribution
of a prescription drug, excluding the original manufacturer of
the finished form of the prescription drug, shall provide a
pedigree identifying each sale, trade or transfer of _the

prescription drug when the prescription drug leaves the normal
distribution channel an is so0ld, traded or transferred to

another person. If a pharmacy sells a drug to a person who is
not the final consumer, the pharmacy shall provide to the person
acquiring the prescription drug a pedigree. This subsection does
not include a_ sale, trade or transfer of a prescription drug
between licensees with a common ownership of the prescription
drug to meet emergency needs.

2. Authentication. A person who is engaged in the wholesale
distribution of a prescription drug, excluding the original
manufacturer, who possesses a pedigree for a prescription drug
may not distribute that prescription drug until the person

verifies that each transaction listed on the pedigree has
occurred.

3. Contents. A pedigree must include _all necessary
identifying information concerning each sale in the chain of
distribution of the prescription drug from the manufacturer
through acquisition and sale by a wholesgale distributor or
repackager until final sale to a pharmacy or other person
dispensing or administering the drug, including:

A. The name of the prescription drug:

B. The dosage form and strength of the prescription drug;

C. The size of the container:

D. The number of containers:

E. The lot number of the prescription drug;

F. The name of the manufacturer of the finished dosage
form: and

G. The information in the chain of distribution, including:

(1) The name, address, telephone number and e-mail
address if available of each owner of the prescription
drug _and each wholesale distributor who does not take
title to the prescription drug:
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(2) The signature of each owner of the prescription
drug and each wholesale distributor who does not take

title to the prescription drug:

(3) The name and address of each location from which
the rescription drug was shipped if ifferent from
the owner's name and address:

4 The transaction dates: and

(5) Certification that each recipient in the chain of
distribution has authenticated the pedigree.

4. Records. A _purchaser or wholesale distributor of a

prescription drug must maintain the pedigree for that drug for 3

ears and make the pedigree available for inspection or removal

upon request of an authorized law enforcement officer.

13846. Enforcement

1. Order to cease distribution of prescription drug. The

board m order manufacturer, wholesale distributor or retailer

to immediately cease distribution of a presgription drug if the
board finds that there is a reasonable probability that:

A. A wholesale distributor of the prescription drug has:

(1) Knowingly violated a provision of this subchapter;

(2) Falsified a pedigree or knowingly sold,
distributed, transferred, manufactured, repackaged,

handled or held a counterfeit prescription drug
intended for human use;

B. The prescription drug could cause serious, adverse

health consequences or death: and

C. Other measures to protect the public health, safety or
welfare would result in unreasonable delay.

2. Hearing. An order under subsection 1 must provide to the
person subject to the order an opportunity for an informal
hearing on the actions required by the order no later than 10

days after the date of the order. After a hearing held under
this subsection, if the bhoard determines that inadequate grounds

exist to support the actions required by the order, the board
must vacate the order.

13847. Prohibited acts
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1. Prohibited acts. A person may not perform, cause to be
performed, aid or abet any violation of this subchapter,
including the following acts:

A. Providing the board, another official of the State or a
federal official with false or fraudulent records or making
false or fraudulent statements regarding a matter within the
provisions of this subchapter;

B. Obtaining or attempting to obtain a prescription drug by
fraud, deceit or misrepresentation or engaging in
misrepresentation or fraud in the distribution of a
prescription drug:

C. Adulterating, misbranding or counterfeiting a
prescription drug:

D. Manufacturing, repackaging, selling, transferring.,
delivering, holding or offering for sale a prescription drug
that is adulterated, misbranded, counterfeited, suspected of

being counterfeited or otherwise unfit for distribution;

E. Receiving a prescription drug that is _adulterated,
misbranded, stolen, obtained by fraud or deceit,
counterfeited or suspected of being counterfeited and
delivering or offering to deliver the prescription drug: and

F. Altering, mutilating, destroying, obliterating or

removing the whole or part of the label of a prescription
drug or any other act that misbrands a prescription drug.

2. Penalties. Notwithstanding the provisions of Title 17-A,
section 1301, a violation of this subchapter is a Class B offense
for which a fine of up to $50,000 may be adjudged, unless the
State proves that the person in violation of this subchapter
knowingly violated this subchapter, in which case the violation
is a Class A offense for which a penalty of no more that $500,000
may be adjudged.

§13848. Examination

The board shall develop an examination regarding state and
federal laws governing the wholesale distribution of prescription
drugs that is to be taken by a designated representative pursuant
to section 13843, subsection 3, paragraph C.

13849. Rules
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The board shall adopt rules to carry out the purposes of
this subchapter no later than 90 days after the effective date of
this subchapter. Rules adopted pursuant to this subsection are
major substantive rules as defined in Title 5, chapter 375,
subchapter 2-A.

SUMMARY

This bill <creates a licensing structure for wholesale
distributors of prescription drugs to be regulated by the Maine
Board of Pharmacy. Provisions of this 1licensing structure
include:

1. Definitions;

2. Licensing requirements for wholesale distributors of
prescription drugs:

3. Restrictions on transactions for wholesale distributors
of prescription drugs:;

4. Requirements for pedigrees for prescription drugs;
5. Enforcement and authority for the Maine Board of
Pharmacy to issue an order to <cease distribution of a

prescription drug; and

6. Prohibited acts and penalties for violations of the
provisions of this bill.
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