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AN ACT

Amendi ng the act of Decenber 14, 1992 (P.L.1116, No. 145),

entitled "An act providing mninmmstandards, terns and
conditions for the licensing of persons who engage in

whol esal e distributions in interstate conmerce of
prescription drugs; and meking a repeal,” further providing
for legislative intent, for definitions, for |icense and
renewal requirenments, for license application, for storage,
handl i ng and record keeping and for additional requirenents;
and further providing for persons without |icense and current
renewal , for refusal, revocation, suspension or limtation of
Iicense, for injunction against unlawful practice, for

penal ties for unlicensed practice, for disciplinary

proceedi ngs, for right to enter and inspect and for rules and
regul ati ons.

The General Assenbly of the Conmonweal th of Pennsyl vani a

her eby enacts as foll ows:

Section 1. Section 2 of the act of Decenber 14, 1992

(P.L.1116, No.145), known as the Wol esal e Prescription Drug
Distributors License Act, is anended to read:

Section 2. Legislative intent.
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(a) Findings.--The General Assenbly finds and decl ares as
fol | ows:

(1) The economc interests of this Commonweal th and of
its whol esal e prescription drug industry will be pronoted by
requiring the licensure of persons who engage in the
whol esal e di stribution of prescription drugs in interstate
commer ce under the Federal Prescription Drug Marketing Act of
1987 (Public Law 100-293, 102 Stat. 95).

(2) Pennsylvania consunmers of prescription drugs will be

able to make better inforned choi ces reqgardi ng prescription

drugs through the publication of an annual report on

prescription drugs and their prices. Consuners will al so be

better assured of safe and effective prescription drug

products if the Commonwealth joins with other jurisdictions

to require the licensure of all persons who operate

facilities fromwhich they engage in the whol esal e

di stribution of prescription drugs.

(b) Intent.--It is the intent of the General Assenbly that
this act satisfy the requirenents of the Federal Prescription
Drug Marketing Act of 1987. It is the further intent of the
CGeneral Assenbly to pronote the safety and effectiveness of
prescription drug products by requiring all persons who [operate
facilities within this Commonweal th from which they] engage in

t he whol esal e distribution of prescription drugs within this

Commonwealth to secure a |icense and neet mninmumaquality

assurance and operational standards as required by this act.
Section 2. The definitions of "departnment” and "whol esal e

di stributor of prescription drugs” in section 3 of the act are

anended and the section is anmended by adding definitions to

r ead:
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Section 3. Definitions.

The foll ow ng words and phrases when used in this act shal
have the neanings given to themin this section unless the
context clearly indicates otherw se:

"Aver age whol esale price" or "AWP." The cost of a di spensed

drug based upon the price published in a national drug pricing

systemin current use by the Departnent of Agi ng as the average

whol esal e cost of a prescription drug in the nbost conmbn package

"Board." The State Board of Pharnacy.

* * %

["Departnent.” The Departnment of Health of the
Comonweal t h. ]

* %k

"Whol esal e distributor of prescription drugs.” A person who
[operates a facility fromwhich a person] engages in the
whol esal e di stribution of prescription drugs, including, but not
limted to, manufacturers, repackers, own-|abel distributors,
private-label distributors or jobbers, warehouses, including
manuf acturers’' and distributors' warehouses, chain drug
war ehouses and whol esal e drug war ehouses, independent whol esal e
drug traders and retail pharmacies that conduct whol esal e
di stri butions.

Section 3. Sections 4, 5, 6 and 7 of the act are anended to
read:
Section 4. License and renewal requirenents.

(a) License.--After Septenber 14, 1992, a person may not
operate a facility within this Commonweal th from which a person

engages in the whol esale distribution of prescription drugs nor
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sell, offer for sale nor solicit the purchase of prescription

drugs for sale or resale wthout having secured fromthe

[departnent] board a license and a current renewal of that
|icense. A person shall obtain a separate |icense to operate
each facility.

(a.1) Facilities under sane nmanagenent.--Separate |icenses

are required for each facility nmai ntai ned on separate preni Ses,

even though they are operated under the sane nanagenent.

Separate |licenses are not required for separate buildings on the

sane grounds.

(a.2) Assignnent.--A license under this act shall be valid

only while in the possession of the individual, firm

part nershi p, associ ati on or corporation to whomit is issued. At

no tine shall any |license granted under this act be subject to

sal e, assignnent or other transfer, voluntary or involuntary,

nor shall a license granted under this act be valid for any

premnm ses other than that for which it was originally issued.

(b) License renewal.--A licensee shall renewits |license at
the sane tinme it is required to renew the registration issued to
it under the act of April 14, 1972 (P.L.233, No.64), known as
The Control |l ed Substance, Drug, Device and Cosnetic Act, or as
ot herwi se required by the [departnment] board, but in no case
shall the period for renewing the |icense be |onger than two
years. A formfor the license renewal shall be nmailed to each
Iicensee on or before the first day of the nmonth in which the
current renewal expires. If a conpleted |icense renewal is
nei t her postmarked nor received by the [departnment] board before
the first day of the followi ng nonth, the license shall becone

invalid. Failure of the Iicensee to receive the formby mai

shall not serve as an excuse for failing to tinmely renew the
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l'i cense.

(c) Fees.--Each person who applies for a |icense shal
submt a fee of $10 with the license application. The |license
renewal fee shall be $100, unless changed by regul ati on, and
shall be submitted with the conpleted Iicense renewal form The
| at e subm ssion of a conpleted |icense renewal form shall be
acconpani ed by a | ate paynent fee of $25 for each nonth or
portion thereof that expired after the |license renewal was due.
The | ate paynent fee shall be in addition to any adm nistrative,
civil or crimnal penalty that may be inposed against a |licensee
for continuing to engage in the whol esal e distribution of
prescription drugs without a current |license. Fees under this
section may be amended by regul ation of the [departnent] board.
Section 5. License application.

(a) Information on application.--An applicant for a |icense
shall provide the following information on a |icense application
form approved by the [departnent] board:

[(1) The nanme, full business address and tel ephone

nunber of the facility for which the applicant is seeking a

license to operate.]

(2) The nane, full business address and tel ephone nunber
of the applicant.

(3) Al trade or business nanes used by the applicant.

(4) Addresses, tel ephone nunbers and the nanmes of
contact persons for all facilities used by the [facility for
handl i ng and di stribution of prescription drugs.

(5) The type of ownership or operation, that is,

partnership, corporation or sole proprietorship[, of the

facility].
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(6) The nane of the owner and operator of the [facility]

(1) If a sole proprietorship, the full nane of the
sol e proprietor and the nane of the business entity.

(ii) 1If a partnership, the name of each partner and
t he nane of the partnership.

(tit) If a corporation, the nane and title of each
corporate officer and director, the corporate nanme and
the nane of the state of incorporation.

(iv) If a person other than a sole proprietorshinp,
partnership or corporation, the name of the person and of
t he individual in charge of that person.

(7) Any other information required by the [departnent]
board, including information bearing upon whether there are
grounds for refusing to grant the |icense under section 9.
(b) Changes in information.--A change in any infornmation

provided in the application shall be subnmtted to the
[departnent] board within 30 days after the change or as

ot herwi se required by the [departnent] board.
Section 6. Storage, handling and recordkeepi ng.

(a) Mninmumrequirenents.--Licensees and their officers,
agents, representatives and enpl oyees shall satisfy the m ni num
requi renents of this section for the storage and handl i ng of
prescription drugs and for the establishnent and mai nt enance of

prescription drug distribution records.

(b) [Facility.--The facility] Facilities.--Al facilities

at whi ch whol esal e prescription drugs are stored, warehoused,

handl ed, held, offered, narketed or displayed shall:

(1) Be of suitable size and construction to facilitate

cl eani ng, mai ntenance and proper operations.
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(2) Have storage areas designed to provi de adequate
lighting, ventilation, tenperature, sanitation, humdity,
space, equi pnent and security conditions.

(3) Have a quarantine area for storage of prescription
drugs that are outdated, damaged, deteriorated, m sbranded or
adulterated or that are in i medi ate or seal ed secondary
cont ai ners that have been opened.

(4) Be maintained in a clean and orderly condition.

(5) Be free frominfestation by insects, rodents, birds
or verm n of any ki nd.

(c) Security.--[The facility] Facilities used for whol esal e

drug distribution shall be secure from unauthorized entry as

foll ows:

(1) Access fromoutside the prem ses shall be kept to a
m ni mum and be well controll ed.

(2) The outside perinmeter of the prem ses shall be well
I i ghted.

(3) Entry into areas where prescription drugs are held
shall be limted to authorized personnel.

(4) The facility shall be equi pped with an al arm system
to detect entry after hours.

(5) The facility shall be equipped with a security
systemthat will provide suitable protection against theft
and di version. When appropriate, the security system shal
provi de protection against theft or diversion that is
facilitated or hidden by tanmpering with conputers or
el ectronic records.

(d) Storage.--All prescription drugs shall be stored at

appropriate tenperatures and under appropriate conditions in

30 accordance with requirenents, if any, in the | abeling of such
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drugs or with requirenents in the current edition of the United
St at es Pharmacopei a/ Nati onal Formulary (USP/NF). If no storage
requi renents are established for a prescription drug, the drug
may be held at controlled roomtenperature, as defined in the
USP/NF, to help ensure that its identity, strength, quality and
purity are not adversely affected. Appropriate manual,

el ectronmechani cal or electronic tenperature and humdity
recordi ng equi pment, devices or logs shall be utilized to
docunent proper storage of prescription drugs. The recordkeepi ng
requi renents under subsection (g) shall be followed for al
stored drugs.

(e) Exam nation of nmaterials.--Upon receipt, each outside
shi ppi ng contai ner shall be visually exam ned for identity and
to prevent the acceptance of contam nated prescription drugs or
prescription drugs that are otherwise unfit for distribution.
This exam nation shall be adequate to reveal container damage
t hat woul d suggest possi bl e contam nation or other damage to the
contents. Each outgoing shipnment shall be carefully inspected
for identity of the prescription drug products and to ensure
that there is no delivery of prescription drugs that have been
damaged in storage or held under inproper conditions. The
recor dkeepi ng requirenments in subsection (g) shall be foll owed
for all incom ng and outgoing prescription drugs.

(f) Returned, damaged and outdated prescription drugs.--
Prescription drugs that are outdated, damaged, deteriorated,

m sbranded or adulterated shall be quarantined and physically
separated from ot her prescription drugs until they are destroyed
or returned to their supplier. Any prescription drugs whose

i mredi ate or seal ed outer or seal ed secondary containers have

been opened or used shall be identified as such and shall be
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guar anti ned and physically separated from other prescription
drugs until they are either destroyed or returned to the
supplier. If the conditions under which a prescription drug has
been returned cast doubt on the drug's safety, identity,
strength, quality or purity, the drug shall be destroyed or
returned to the supplier unless exam nation, testing or other
i nvestigation proves that the drug neets appropriate standards
of safety, identity, strength, quality or purity. In determ ning
whet her the conditions under which a drug has been returned cast
doubt on the drug's safety, identity, strength, quality or
purity, the licensee shall consider, anong other things, the
condi tions under which the drug has been held, stored or shipped
before or during its return and the condition of the drug and
its container, carton or |labeling as a result of storage or
shi ppi ng. The recordkeepi ng requi rements under subsection (g)
shall be followed for all outdated, damaged, deteriorated,
m sbranded or adul terated prescription drugs.

(g) Recordkeeping.--

(1) The licensee shall establish and nmaintain
inventories and records of all transactions regarding the
recei pt and distribution or other disposition of prescription
drugs. These records shall include the follow ng information:

(1) The source of the drugs, including the nane and
princi pal address of the seller or transferor, and the
address of the location fromwhich the drugs were

shi pped.

(ii) The identity and quantity of the drugs received
and distributed or disposed.
(tii) The dates of receipt and distribution or other

di sposition of the drugs.
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(2) Inventories and records shall be nade avail able for
i nspection and phot ocopyi ng by authorized Federal, State or
| ocal |aw enforcenent agency officials for a period of two
years follow ng disposition of the drugs.

(3) Records described in this section that are kept at

the [facility] inspection site or that can be i medi ately
retrieved by conmputer or other electronic neans shall be
readily avail able for authorized inspection during the
retention period. Records kept at a central |ocation apart

fromthe [facility] inspection site and not electronically

retrievable shall be nmade avail able for inspection within two
wor ki ng days of an authorized request by an authorized
official of a Federal, State or |ocal |aw enforcenent agency.
(h) Witten policies and procedures.--The |icensee shal
establish, maintain and adhere to witten policies and
procedures, which shall be followed for the receipt, security,
storage, inventory and distribution of prescription drugs,
i ncludi ng policies and procedures for identifying, recording and
reporting losses or thefts and for correcting all errors and
i naccuracies in inventories. The |licensee shall include in its
witten policies and procedures the follow ng:

(1) A procedure whereby the ol dest approved stock of a
prescription drug product is distributed first. The procedure
may permit deviation fromthis requirenent if the deviation
is tenporary and appropri ate.

(2) A procedure to be followed for handling recalls and
wi t hdrawal s of prescription drugs. The procedure shall be
adequate to deal with recalls and withdrawal s due to any of
t he foll ow ng:

(i) Any action initiated at the request of the
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[departnent] board, the United States Food and Drug

Admi ni stration or other Federal, State or |ocal |aw

enf orcenment or other government agency.

(i1i) Any voluntary action by the manufacturer to
remove defective or potentially defective drugs fromthe

mar ket .

(ti1) Any action undertaken to pronote public health
and safety by replacing existing nmerchandise with an

i mproved product or new package desi gn.

(3) A procedure to ensure that the |licensee prepares
for, protects against and handl es any crisis that affects
security or operation of the facility in the event of strike,
fire, flood or other natural disaster or other situations of
national, State or |ocal energency.

(4) A procedure to ensure that any outdated prescription
drugs shall be segregated from other drugs and either
returned to the manufacturer or destroyed. This procedure
shall provide for witten docunentation of the disposition of
out dat ed prescription drugs. This docunentation shall be
mai ntai ned for two years after disposition of the outdated
dr ugs.

(i) Responsible persons.--The |icensee shall:

(1) Establish and maintain lists of officers, directors,
managers and ot her persons in charge of whol esal e drug
di stribution, storage and handling, including a description
of their duties and a summary of their qualifications.

(2) Ensure that all personnel involved in the whol esal e
di stribution of prescription drugs have an adequate
conbi nation of education, training and experience to perform

their duties in a manner that ensures conpliance with this
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act and applicabl e regul ati ons.

(j) Sal vagi ng and reprocessing.--The |icensee shall conply
with any applicable Federal, State or local |aw or regul ation
that relates to prescription drug sal vagi ng or reprocessing.

(k) Conpliance with Federal, State and |ocal |aw. --The
| icensee shall operate in conpliance with applicabl e Federal,
State and local |aws and regul ations. The |licensee shall permt
the [departnment] board and authorized Federal, State and | ocal
| aw enforcenent officials to enter and inspect its prem ses and
delivery vehicles and to audit its records and witten operating
procedures, at reasonable tinmes and in a reasonabl e manner, to
the extent authorized by law. The |icensee that deals in
control |l ed substances shall register with the Drug Enforcenent
Adm ni stration (DEA) and shall conply with all applicabl e DEA,
State and | ocal regul ations.

Section 7. Additional requirenents.

The [departnent] board may, by regul ation, establish
additional requirenents for the distribution, storage and
handl i ng of prescription drugs and for the establishnment and
mai nt enance of prescription drug distribution records. The
[departnent] board may al so, by regulation, nodify the standards
in section 6 if nodification of those standards is necessary to
satisfy m nimumrequirenents contained in the United States
Department of Health and Human Services regul ati ons setting
forth guidelines for state |icensing of persons who engage in
t he whol esal e distribution of prescription drugs.

Section 4. The act is anmended by adding a section to read:

Section 7.1. Annual report.

Li censees nust submit an annual report to the board that

i ncludes, but is not limted to, the follow ng information:
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(1) Al the prescription drugs purchased by the

| i censee.

(2) The sellers for each purchased prescripti on drug.

(3) The AWP for each prescription drug purchased by the

(4) The price paid by the |licensee for each of the

prescri pti on drugs.

(5) The purchase price paid for the prescription drugs

by each purchaser

Section 5. Sections 8, 9, 10, 11, 12, 13 and 14 of the act
are anmended to read:
Section 8. Persons without |icense and current renewal.

Any person who does not have a license and current renewal
and who [operates a facility in this Comonweal th through which
it] engages in the wholesale distribution of prescription drugs

in this Commonweal th shall conply with the requirenments of

sections 6 and 7, notwithstanding the person's failure to secure
a license or a current renewal .
Section 9. Refusal, revocation, suspension or limtation of

i cense.

(a) Reasons for discipline.--The [departnment] board may
refuse to issue or may suspend, revoke or limt any and al
licenses held by a licensee or fine a |licensee for any of the
foll ow ng reasons:

(1) Failing to denonstrate the qualifications for a
i cense.
(2) Violating any provision of this act.
(3) Being convicted of a felony or of a crine relating

to drug sanples, wholesale or retail drug distribution or any

other law relating to the handling of drugs.
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(4) WMaking m sleading, deceptive, untrue or fraudul ent
representations in obtaining or seeking to obtain a |license
or registration.

(5) Having a license or equival ent authorization
currently or previously held for the manufacture or
di stribution of any drugs deni ed, suspended, revoked,
restricted or subjected to any other sanction for
di sciplinary reasons by a Federal, State or |ocal governnent
agency.

(6) Violating a regulation pronul gated by the
[departnent] board or violating a |awful order of the

[departnent] board entered in a disciplinary proceeding.
(7) Engaging in conduct which is harnful to the public
heal th, safety or welfare.

(b) Notice of deficiencies.--Wenever the [departnent] board
shal |, upon inspection, investigation or conplaint,
prelimnarily find a violation of this act or the regul ations
pronul gated thereunder, it may, in lieu of proceeding with
di sciplinary action, issue a witten notice to the |icensee
speci fying the violation and directing that the violation be
corrected and that a witten plan of correction be filed with it
by a specified date. The licensee shall respond as directed and
shall either deny the alleged violation or provide a plan of
correction by the date specified in the notice. If the plan of
correction is accepted by the [departnment] board, the |icensee

shall inplenment it as directed by the [departnent] board.

(c) Reinstatenent.--A person whose |icense has been revoked
may not apply for reinstatenent until five years have expired
during which the license was revoked.

Section 10. Injunction against unlawful practice.
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The [departnment] board may maintain an action for an
injunction to restrain a person from|[operating a facility
within this Cormonweal th through which it engages] engaging in

t he whol esal e distribution of prescription drugs when that

1

2

3

4

5 person does not have a license and a current renewal of that

6 license as required by this act. To secure an injunction, it

7 shall not be necessary to show that any person has been injured
8 by the actions conplained of. The renmedy of injunction is an

9 addition to any other administrative, civil or crimnal renedy
10 aut hori zed.

11 Section 11. Penalties for unlicensed practice.

12 (a) GCvil penalty.--The [departnent] board shall have

13 authority to assess a civil penalty of up to [$500] $1,000 for
14 each day that a person engages in the whol esale distribution of
15 prescription drugs without a |license as required by this act.

16 (b) Crimnal penalty.--A person who engages in the whol esal e
17 distribution of prescription drugs without a |license as required
18 by this act comrmits a m sdeneanor of the third degree and shall,
19 upon conviction, be sentenced to pay a fine of not nore than

20 $2,000 and to inprisonment for not nore than [six] 12 nonths, or
21 both, for the first violation. On the second and each subsequent
22 conviction, the person shall be sentenced to pay a fine of not
23 less than $5,000 nor nore than $20,000 or to inprisonnent for

24 not less than six nonths nor nore than one year, or both.

25 Section 12. Disciplinary proceedi ngs.

26 Al'l actions of the [departnent] board taken under sections

27 9(a) and 11(a) shall be subject to the right of notice, hearing
28 and adjudication and the right of appeal therefromin accordance
29 with the provisions of 2 Pa.C.S. (relating to adm nistrative |aw

30 and procedure).
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Section 13. R ght to enter and inspect.

For the purpose of determining the suitability of an
applicant for |icensure and for the purpose of determ ning
conpliance with the provisions of this act and applicable
regul ati ons of any person licensed or requiring a |license under
this act, the [departnent] board by its authorized agent may

enter, visit and inspect the building, grounds and equi pnent and

supplies of any facility in this Comobnweal th engagi ng or

appearing to engage in the whol esal e distribution of
prescription drugs, shall have full and free access to the
records of the facility and to the enpl oyees therein and their
records and shall have full opportunity to interview enpl oyees
and i nspect such prem ses and records of the facility. Upon
entering the facility, the authorized agents shall properly
identify thenmselves to the individual on the prem ses then in
charge of the facility.

Section 14. Rules and regul ati ons.

The [departnent] board may pronul gate rul es and regul ati ons
to adm nister and enforce this act.

Section 6. Rules and regulations of the Departnent of Health
under the act in effect on the effective date of this act shal
remain in effect thereafter until repeal ed or anended by the
State Board of Pharmacy, provided that the board shal
imredi ately initiate the repeal or anendnent of any rule or
regul ation which is inconsistent with the provisions of this
act. Fees of the Departnent of Health under the act and in
effect on the effective date of this act shall remain in effect
thereafter until repealed or anended by the State Board of
Phar macy.

Section 7. Any person who holds a valid |license issued by
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t he Departnent of Health under the act prior to the effective
date of this act shall, on and after the effective date of this
act, be deened licensed by the State Board of Pharmacy.

Section 8. Al records, papers and other docunments in
possessi on, custody and control of the Departnent of Health in
connection with the functions of the departnent transferred by
this act shall be transferred and delivered to the possession,

custody and control of the State Board of Pharmacy.
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Section 9. This act shall take effect in 60 days.
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