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STATE OF WISCONSIN 
PIIARMACY EXAMINING BOARD 

IN TIIE MATTER OF RULE-MAKING 
PROCEEDINGS BEFORE THE 
PHARMACY EXAMINING BOARD 

ORDER 

ORDER OF THE 
PHARMACY EXAMINING BOARD 

ADOPTING RULES 
(CLEARINGHOUSE RULE 92-24) 

An order of the Pharmacy Examining Board to repea1 and recreate ch. Phar 13 of 
the administrative code re1ating to the 1icensing and requirements for 
distributors of prescription drugs and devices. 

Analysis prepared by the Department of Regu1ation and Licensing. 

ANALYSIS 

Statutes authorizing promu1gation: ss. 15.08 (5) (b), 227.11 (2) (a), 
450.02 (3) (a) and 450.07 (4), Stats. 

Statutes interpreted: ss. 450.01 (9), (12) and (13) and 450.07, Stats. 

This proposed order of the Pharmacy Examining Board sets forth the 
qualifications necessary in order to become 1icensed as a distributor of 
prescription drugs and devices in the state of Wisconsin and estab1ishes 
minimum requirements for the storage, hand1ing and recordkeeping of 
prescription drugs and devices by distributors. 

These proposed rules are necessitated by the Prescription Drug Marketing Act 
of 1987 (PDMA) , Pub. L. 100-293, 102 State 95, which prohibits the wholesale 
distribution of prescription drugs in interstate commerce after September 14, 
1992 un1ess the wholesale distributor is 1icensed by a state in accordance 
with federally prescribed minimum standards, conditions, and terrns, as set 
forth in guide1ines issued by the Food and Drug Administration (FDA) on 
September 14, 1990 (Federa1 Register, Vol. 55, No. 179, pp. 38012-28). The 
guidelines inc1uded minimum requirements for storage, hand1ing and 
recordkeeping. Accordingly, un1ess ru1es are adopted meeting the minimum 
guidelines issued by the FDA, a wholesale distributor 10cated in Wisconsin 
will not be ab1e to distribute prescription drugs in interstate commerce under 
federal law. 

In order to foster national uniformity of the requirements which have to be 
adopted by all states under the PDMA, the National Association of Boards of 
Pharmacy (NAEP) deve10ped mode1 regu1ations in this area, which were adopted 
in May, 1991. The Pharmacy Examining Board was advised by the NABP through 
correspondence dated Ju1y 29, 1991, that the FDA had indicated that the NABpls 
model regulations satisfy the minimum standards required by the PDMA. 
Accordingly, these proposed ru1es substantial1y fo11ow the mode1 regu1ations 
advanced by the NAEP. 

Section Phar 13.02 sets for th definitions of various terms which are used 
within the substantive provisions of the proposed ru1es. The definition of 
the term "distributor" in subparagraph (6) sets forth specific activities 
which wi11 be subject to the ru1es. Subparagraph (11) 1ists those activities 
which are exc1uded from regu1ation, inc1uding intracompany sa1es, transfers 
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neeessitated for "emergency medical reasons," sales pursuant to a prescription 
order, the distribution of drug samples and the distribution of blood and 
blood components. 

Section Phar 13.03 requires that a license must be obtained in order to engage 
in wholesale distribution and specifica1ly pro~ides that a distributor's 
license may not be transferred from one licensee to another and that each 
10eation at which wholesale distribution activity is condueted must be 
separate1y 1ieensed. 

Section Phar 13.04 1ists the information whieh must be submitted to the board 
in order to obtain a distributor's 1icense. 

Seetion Phar 13.05 restates the current requirements that a fee be paid for a 
1icense, that eaeh faci1ity must pass an inspeetion prior to 1ieensure and 
that, if app1ieab1e, the faei1ity a1so register with the Drug Enforcement 
Administration. 

Section Phar 13.06 sets forth the factors whieh the board wi1l take into 
consideration in determining an app1icant's eligibility for licensure, 
ine1uding prior criminal eonvietions and experience in the manufaeture or 
distribution of preseription drugs or deviees. 

Section Phar 13.07 provides that applieations sha11 be acted upon within 60 
days following reeeiptand that app1icants have a right to a hearing in the 
event of denial. 

Section Phar 13.08 requires distributors to emp10y adequate personnel with the 
edueation and experience necessary to engage in wholesale distribution. 

Section Phar 13.09 1ists the general requirements for faei1ities whieh store 
prescription drugs or deviees, inc1uding eleanliness and a quarantine area for 
outdated and damaged drugs. 

Section Phar 13.10 sets forth the eonditions whieh must be met in order to 
assure that faci1ities are secured from unauthorized entry. These inc1ude the 
insta11ation of an alarm system, 1ighting the exterior of the premises and 
1imiting access to preseription drugs and deviees only to authorized personne1. 

Seetion Phar 13.11 requires that all prescription drugs and deviees be stored 
under appropriate temperatures and conditions to assure that quality and 
purity are not adversely affeeted. 

Section Phar 13.12 requires that upon reeeipt, and prior to shipment, all 
preseription drugs and devices must be inspeeted for possib1e eontamination or 
other damage whieh wou1d render them unfit for distribution. 

Section Phar 13.13 deseribes the proeedure for hand1ing returned, damaged or 
outdated preseription drugs and devices. 

Seetion Phar 13.14 1ists the records whieh must be kept by distributors 
regarding the receipt and distribution of preseription drugs and devices, 
including the names and addresses of se11ers and purchasers, as we11 as the 
identityand nature of the drugs and devices involved. 

2 



Seetion Phar 13.15 requires distributors to estab1ish written po1icies and 
proeedures for the reeeipt, security, storage, inventory and distribution of 
preseription drugs and deviees, and for reporting losses or thefts. 

Seetion Phar 13.16 provides for the maintenanee of a list of names of the 
individua1s responsib1e for various distribution funetions and a deseription 
of their duties and qua1ifieations. 

Seetion Phar 13.17 mandates that distributors eomply with all federal, state 
and 10eal laws and authorizes federal, state and local law enforcement 
offieials to enter and inspeet faeilities and audit records. 

TEXT OF RULE 

SECTIaN 1. Chapter Phar 13 is repealed and recreated to read: 

CHAPTER PHAR 13 
DISTRIBUTOR REQUIREMENTS 

Phar 13.01 AUTHORITY. The rules in this ehapter are adopted under 
authority in ss. 15.08 (5) (b), 227.11 (2) (a), 450.02 (3) (a) and 450.07 (4), 
Stats. 

Phar 13.02 DEFINITIONS. In this ehapter: 

(1) "Blood" me ans whole blood eolleeted from a single donor and 
proeessed either for transfusion or further manufacturing. 

(2) "Blood eomponent" means that part of blood separated by physieal 
01' meeltanieal means. 

(3) "Contro11ed substanee" has the meaning set forth in 
s. 161.01 (4), Stats. 

(4) "Deviee" has the meaning set forth in s. 450.01 (6), Stats. 

(5) "Distribute" has the meaning set forth in s. 450.01 (8), Stats. 

(6) "Distributor" me ans any person engaged in wholesale distribution 
of preseription drugs or devices, including, but not limited to, 
manufacturers; repackers; own-label distributors; private-1abel distributors; 
jobbers; brokers; warehouses, including manufaeturers' and distributors' 
warehouses, chain drug warehouses, and wholesale drug warehouses; independent 
wholesale drug traders; and pharmacies that conduct wholesale distributions 
not coineident to the eompounding, packaging, labeling and dispensing of 
prescription drugs and devices. 

(7) "Drug sample" means a unit of a preseription drug that is not 
intended to be sold and is intended to promotethe sale of the drug. 

(8) "Facility" means a location at whieh 'I-Iholesale distribution 
operations are eonducted. 

(9) "Manufacturer" means any person who is engaged in manufaeturing, 
preparing, propagating, compounding, processing, packaging, repackaging, Dr 
labeling of a prescription drug or device. 
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(10) "Prescription drug" has the meaning set forth in s. 450.01 
.(20), Stats. 

(11) "Wholesale distribution" means distribution of prescription 
drugs or devices to persons other than a consumer or patient. The term does 
not inc1ude: 

(a) Intracompany sales, which inc1ude any transaction or 
transfer between any division, subsidiary, parent, affiliated or related 
company under the common ownership and contro1 of a corporate entity. 

(b) A pharmacy's coincident distribution of a drug or device, 
or the sale, purchase, or trade of a drug or device, or an offer to sell, 
purehase, or trade a drug or device for emergency medical reasons. In this 
paragraph, "emergeney medical reasons" include transfers of prescription drugs 
or devices by a pharmacy to another pharmacy or other licensed health care 
eotity to alleviate a temporary shortage. 

(e) The sale, purchase, or trade of a drug or device, an offer 
to sell, purchase, or trade a drug or device, or the dispensing of a drug or 
device pursuant to a prescriptioll order. 

(d) The 1awfu1 distribution of drug samp1es by manufaeturers' 
representatives or distributors' representatives. 

(e) The sale, purchase, or trade of blood and blood components 
intellded for transfusion or further manufaeture. 

Phar 13.03 LIJ;;JENSE R~QUIRED. No person, 10cated within or outside 
Wisconsin, may sell or distribute at wholesale any prescription drug or device 
into, out of, or within this state unless a distributor's license is granted 
to the person by the board under this chapter. A distributor's license may 
not be transferred from one facility to another or from one person to 
aoother. A person must abtain a distributor's license for each facility. 

Phar 13.04 LICENSE; APPLICATION. To abtain a distributor's license a 
person shall provide the following information to the board: 

(1) The name, full business address, and telephone number of the 
applicant; 

(2) All trade or business names to be used by the applicant; 

(3) Addresses, telephone numbers, and the names of contact persons 
for the faeility to be used by the applicant for the storage, handling, and 
distribution of prescription drugs or devices; 

(4) Whether the applicant is a partnership, corporation, sale 
proprietorship or person; 

(5) If a partnership, the full name of each partner, and the name of 
the partnership; 
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(6) If a corporation, the full name and title of each corporate 
offieer and director, the state of incorporation, and the name of the parent 
company, if any; 

(7) If a sole proprietorship, the full name of the sole proprietor 
and tOhe name of the business entity; 

(8) If a person, the full name of the person; 

(9) Any convictions of the applicant under any federal, state, or 
local laws relating to drug samples, wholesale or retail drug or device 
distribution, or distribution of controlled substances; 

(10) Any felony convictions of the applicant under federal, state, 
or local laws, the circumstances of which are substantially related to the 
practice of a distributor; 

(11) &ly suspension or revocation by federal, state, or local 
government of any license currently or previously held by the applicant for 
the manufacture or distribution of any devices or drugs, including controlled 
substances; 

(12) The applicant's past experience in the manufacture or 
distribution of prescription drugs or devices, and any controlled substances; 

(13) CompIianee with licensing requirements under previously granted 
licenses, if any; and 

(14)Compliance with requirements to maintain or make available to a 
state licensing authority or to federal, state, or local law enforcement 
officials those records required to be maintained by wholesale drug or device 
distributors. 

Note: An application form may be obtained from the board offiee, 1400 East 
Washington ~venue, P.O. Box 8935, Madison, Wisconsin 53708. 

Phar 13.05 LICENSE; OTHER REOUIREMENTS. In addition to providing the 
application information, to obtain a license a person shall: 

(1) Pay the fee specified in s. 440.05 (1), Stats. 

(2) Pass an inspection of the facility conducted by the board or its 
representative to determine if the location meets standards specified in 
ss. Phar 13.08 to Phar 13.11, 21 U.S.C. ss. 351 and 352 (1990) and 21 C.F.R. 
ss. 211.142 (b) (1991). 

(3) Register with the drug enforcement administration, if intending 
to distribute controlled substances. 

Note: Copies of federal applications may be obtained from the Drug 
Enforcement Administration, Suite 500, Dirksen Federal Building, 219 South 
Dearborn Street, Chicago, Illinois 60604. Copies of federal statutes and 
rules may be obtained from the Superintendent of Documents, Government 
Printing Offiee, Washington DC 20402-9325. 
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Phar 13.06 LICENSE; FACTORS CONSIDERED. In determining eligibility for a 
distributor's license, the board shall consider the following factors: 

(1) Any convictions of the app1icant under any federal, state, or 
local laws relating to drug samples, wholesale or retail drug or device 
distribution, or distribution of controlled substances; 

(2) Any felony convictions of the applicant under federal, state, or 
1oca1 laws, the circumstances of which are substantially related to the 
practice of a distributor; 

(3) The applicant's past experience in the manufacture or 
distribution of prescription drugs or devices, and any controlled substances; 

(4) The furnishing by the applicant of false or fraudulent material 
in any application made in connection with drug manufacturing or distribution; 

(5) Suspension or revocation by federal, state, or local government 
of any 1icense currently or previous1y he1d by the applicant for the 
manufacture or distribution of any devices or drugs, including controlled 
substances; 

(6) CompIianee with licensing requirements under previously granted 
licenses, if any; 

(7) CompIianee with the requirements to maintain or make available 
to a state licensing authority or to federal, state, or local law enforcement 
officials those records required to be maintained by wholesale drug or device 
distributors; and 

(8) Any other factors or qualifications the board considers relevant 
to and consistent with the public health and safety. 

Phar 13.07 APPLICATION REVIEW. The board shall act upon an application 
for a license within 60 days after receiving the completed application. If 
the license is denied, the applicant may request a hearing pursuant to 
ch. RL 1. 

Phar 13.08 ~~RSO~EL. A distributor shall employ adequate personnel with 
the education and experience necessary to safely and lawfully engage in the 
wholesale distribution of drugs and devices. 

Phar 13.09 FACILITY REOUIREMENTS. All facilities at which prescription 
drugs or devices are stored, warehoused, handled, held, offered, marketed, or 
displayed shall: 

(1) Be of suitable size and construction to facilitate cleaning, 
maintenance, and proper operations; 

(2) 'Have storage areas designed to provide adequate lighting, 
ventilation, temperature, sanitation, humidity, space, equipment, and security 
conditions; 

(3) Have a quarantine area for storage of prescription drugs or 
devices that are outdated, damaged, deteriorated, misbranded, or adulterated, 
or that are in immediate or seal ed secondary containers that have been opened; 
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(4) Be maintained in a clean and orderly condition; and 

(5) Be free from infestation by insects, rodents, birds, or vermin 
of any kind. 

Phar 13.10 SECURITY REQUIREMENTS. All facilities sha1l require that: 

(1) Access from outside the premises is kept to a minimum and be 
well controlled; 

(2) The outside perimeter of the premises is weIl lighted; 

(3) Entry into areas where prescription drugs or devices are held is 
limited to authorized personnel; 

(4) An alarm system is maintained to deteet entry after hours; and 

(5) A security system is maintained that'wi1l provide suitab1e 
protection against theft and diversion, including, when appropriate, a system 
that provides protection against theft or diversion that is facilitated or 
hidden by tampering with computers or e1ectronic records. 

Phar 13.11 STORAGE REQUIREMENTS. (1) All prescription drugs and devices 
stored in a facility shal1 be stored at appropriate temperatures and under 
appropriate conditions in accordance with requirements, if any, in the 
labeling of such products, or with requirements in the current edition.of an 
oUicial compendiumo 

(2) If no storage requirements are estab1ished for a prescription 
drug or device, the product may be held at a controlled room temperature, as 
defined in an official compendium, to nelp ensure that its identity, strength, 
quality, and purity are not adversely affected. 

(3) Appropriate manual, e1ectromechanica1, or electronic temperature 
and humidity recording equipment, devices, and/or 10gs shall be utilized to 
document proper storage of prescription drugs and devices. 

(4) The recordkeeping requirements in~. Phar 13.14 sha11 be 
followed for all stored drugs and devices. 

Phar 13.12 EXAMINATION OF MATERIALS REQUIREMENTS. (1) Up on receipt by.a 
facility, each outside shipping container sha11 be visua1ly examined for 
identityand to prevent the acceptance of contaminated prescription drugs or 
devices, or prescription drugsor devices that are otherwise unfit for 
distribution. This examination shall be adequate to reveal container damage 
that would suggest possible contamination or other damage to the contents. 

(2) Each outgoing shipment from a facility shall be carefully 
inspected for identity of the prescription drug or device and to ensure that 
there is no delivery of prescription drugs or devices that have been damaged 
in storage or held under improper conditions. 

(3) The recordkeeping requirements in S. Phar 13.14 shall be 
followed for all incoming and outgoing prescription drugs and devices at a 
facility. 
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Phar 13.13 RETURNED, DAMAGED AND OUTDATED PRESCRIPTION DRUG AND DEVICE 
R~IREMENTS. (1) Prescription drugs and devices in a faci1ity that are 
outdated, damaged, deteriorated, misbranded, or adu1terated sha11 be 
quarantined and physically separated from other prescription drugs and devices 
unti1 they are destroyed or returned to their supp1ier. 

(2) Any prescription drugs or devices in a faci1ity whose immediate 
or sea1ed outer or sea1ed secondary containers have been opened or used sha11 
be identified as such, and sha11 be quarantined and physica11y separated from 
other preseription drugs and devices unti1 they are either destroyed or 
returned to the supp1ier. 

(3) If the conditions under which a prescription drug or device has 
been returned to a faci1ity east doubt on the product's safety, identity, 
strength, qua1ity, or purity, then the product sha11 be destroyed, or returned 
to the supp1ier, unIess examination, testing, or other investigation proves 
that the product meets appropriate standards of safety, identity, strength, 
qua1ity, and purity. In determining whether the conditions under which a 
product has been returned east doubt on its safety, identity, strength, 
qua1ity, or purity, the distributor sha11 consider, among other things, the 
conditions under which the product has been he1d, stored, or shipped before or 
during its return and the condition of the product and its container, carton, 
or 1abe1ing, as aresult of storage or shipping. 

(4) The recordkeeping requirements in s. Phar 13.14 sha11 be 
fo11owed for all outdated, damaged, deteriorated, misbranded, or adu1terated 
prescription drugs and devices. 

Phar 13.14 RECORDKEEPING REQUIREMENTS. (1) A distributor sha11 estab1ish 
and maintain inventories and records of all transactions regarding the receipt 
and distribution or other disposition of prescription drugs and devices. 
These reeords sha11 inelude the following information: 

(a) The source of the drugs or devices, inc1uding the name and 
principa1 address of the se11er or transferor, and the address of the 1ocation 
from which the drugs or devices were shipped; 

(b) The identityand quantity of ~he drugs or devices reeeived 
and distributed or disposed of; and 

(e) The dates of receipt and distribution or other disposition 
of the drugs or devices. 

(2) Inventories and records sha11 be made avai1ab1e for inspeetion 
and copying by the board, its authorized representatives, and authorized 
representatives of federa1, state and 1oca1 law enforcement agencies for a 
period of 2 years following distribution or other disposition of the drugs or 
devices. 

(3) Records described in this section that are kept at the 
inspection site or that can be immediate1y retrieved by computer or other 
e1ectronic means sha1l be readily avai1ab1e for authorized inspection during 
the retention period. Records kept at a central 1oeation apart from the 
inspection site and not e1ectroniea11y retrievab1e sha11 be made avai1ab1e for 
inspection within 2 working days of arequest by the board or its authorized 
represelltative. 
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Phar 13.15 WRITTEN POLICIES AND PROCEDURES. A distributor sha11 
estab1ish, maintain, and adhere to written po1ieies and proeedures, whieh 
sha11 be fo11owed for the reeeipt, seeurity~ storage, inventory, and 
distribution of preseription drugs and deviees, ine1uding po1ieies and 
proeedures for identifying, reeording, and reporting losses or thefts, and for 
eorreeting all errors and inaeeuraeies in inventories. A distributor sha11 
ine1ude in their written po1ieies and proeedures the following: 

(1) A proeedure to ensure that the oldest approved stock of a 
preseription drug or deviee is distributed first. The proeedure may permit 
deviation from this requirement if the deviation is temporary and appropriate. 

(2) A proeedure to be fo11owed for hand1ing reea11s and withdrawa1s 
of prescription drugs and deviees. The procedure sha11 be adequate to dea1 
with reealis and withdrawa1s due to: 

(a) Any action initiated at the request of the food and drug 
administration or other federa1, state, or 1oea1 law enforeement or other 
governmental agency, ine1uding the board; 

(b) Any vo1untary action by the manufaeturer to remove 
defeetive or potentia11y defective drugs or deviees from the market; or 

(e) Any action undertaken to promote public hea1th and safety 
by the rep1acing of existing merchandise with an improved produet or new 
paekage design. 

(3) A proeedure to ensure that a distributor prepares for, proteets 
against, and hand1es any crisis that affects security or operation of any 
faci1ity in the event of strike, fire, f1ood, or other natural disaster, or 
other situations of local, state, or national emergency. 

(4) A proeedure to ensure that any outdated preseription drugs or 
devices are segregated from other produets and either returned to the 
manufaeturer or destroyed. This proeedure sha11 provide for written 
doeumentation of the disposition of outdated preseription drugs or deviees. 
This documentation sha11 be maintained for 2 years after disposition of the 
outdated drugs or deviees. 

Phar 13.16 RESPONSIBLE PERSONS. A distributor sha11 establish and 
maintain 1ists of offieers, direetors, managers, and other persons in charge 
of wholesale drug and deviee distribution, storage, and hand1ing, ine1uding a 
deseription of their duties and a summary of their qua1ifieations. 

Phar 13.17 COMPLIANCE WITH FEDERAL, STATE AND LOCAL LAWS. (1) A 
distributor sha11 operate in eompIianee with applieab1e federa1, state, and 
1oca1 1aws and regu1ations. A distributor that dea1s in contro11ed substanees 
sha11 register with the drug enforeement administration. 

(2) Fai1ure to comp1y with app1ieab1e federa1, state, and 1oca1 1aws 
and regu1ations constitutes unprofessiona1 eonduet for purposes of s. 450.10, 
Stats. 

(3) A distributor sha11 permit the board or its authorized 
representatives and authorized federa1, state and 1oca1 law enforeement 
officia1s to enter and inspeet their premises and de1ivery vehie1es, and to 

9 



audit their records and written operating procedures, at reasonable times and 
.in a reasonable manner, to the extent authorized by law. Such officials shall 
be required to show appropriate identification prior to being permitted access 
to a distributor's premises and delivery vehicles. 

(END OF TEXT OF RULE) 

The rules adopted in this order shall take effeet on the first day of the 
month following publication in the Wisconsin administrative register, pursuant 
to s. 227.22 (2) (intro.), Stats. 

Dated ~ Agency~~ K~~ 
Chairperson 

Pharmacy Examining Board 
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