c. addresses, telephone numbers, and the names of contact persons
for all facilities used by the 1licensee for the storage, handling, and
distribution of drugs;

D. whether the ownership or operation is a partnership, corporation,
or sole proprietorship; and

E. the name of the owner and operator of the licensee, including:

(1) 4if an individual, the name of the individual;

(2) 1if a partnership, the rame of each partner, and the name of
the partnership;

(3) if a corporation, the name and title of each corporate

officer and director, the corporate names, and the name of the state of
incorporation; and

(1) if a sole proprietorship, the full name of the sole
proprietor, and the name of the business entity.

Changes in any information in items A to E shall be submitted to the board
within 30 days of the change.

6800.1420 MINIMUM QUALIFICATIONS.

The board may deny, suspend, revoke, or refuse to renew any license for a

wholesale drug distributor based on the board's finding of any of the following
factors:

A. any convictions of the applicant under any federal, state, or

local laws relating to drug samples, wholesale or retail drug distribution, or
distribution of controlled substances;

B. any felony convictions of the applicant under federal, state, or
local law;

c. the lack of previous experience on the part of the applicant in
the manufacture or distribution of drugs, including controlled substances;

D. the furnishing by the applicant of false or fraudulent material
in any application made in connection with drug manufacturing or distribution;

E. the suspension or revocation by federal, state, or 1local
government bodies of any license currently or previcusly held by the applicant
for the manufacture or distribution of any drugs, including controlled
substances;

F. the lack of compliance by the applicant with 1licensing
requirements under previously granted licenses, if any;

G. the lack of compliance by the applicant with requirements to
maintain or make available to the board of pharmacy or to federal, state, or
local law enforcement officials those records required under this part; and
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’ H. the lack of compliance by the applicant with requirements for
the storage and handling of drugs as specified in part 6800.1440,

6800.1430 PERSONNEL.

Each wholesale drug distributor shall require each person employed in any
prescription drug wholesale activity to have enough education, training, and
experience, in any combination, sufficient for that person: (1) to do assigned
work in a manner that maintains the quality, safety, and security of the drug
products in accordance with parts 6800.1400 to 6800.1440; and (2) to assume

responsibility for compliance with the licensing requirements of parts 6800.1300
to 6800.1440.

6800.1840 MINIMUM REQUIREMENTS FOR STORAGE AND HANDLING OF DRUGS AND FOR
ESTABLISHMENT AND MAINTENANCE OF DRUG DISTRIBUTION RECORDS.

Subpart 1. Application. The minimum requirements in this part apply to
all wholesale drug distributors located in this state and to their officers,
agents, representatives, and employees.

Subp. 2. Incorporation by reference. "United States Pharmacopeia/National
Formulary® means the United States Pharmacopeia/National Formulary published by
the United States Pharmacopeial Convention Inc. (Rockville, Maryland, 1990),
which is incorporated by reference. The United States Pharmacopeia/National
Formulary is subject to frequent change. The book is available for inspection
and copying at the Biomedical Library, University of Minnesota, Diehl Hall, 505
Essex Street S.E., Minneapolis, Minnesota 55455, or through the Minitex
interlibrary loan system.

Subp. 3. Facilities. All facilities at which prescription drugs are
stored, warehoused, handled, held, offered, marketed, or displayed shall:

A. be of suitable size and construction to facilitate cleaning,
maintenance, and proper operations;

B. have storage areas designed to provide adequate 1lighting,

ventilation, temperature, sanitation, humidity, space, equipment, and security
conditions;

C. have a physically separate area for storage of all prescription
drugs that are outdated, damaged, deteriorated, misbranded, or adulterated, or
that are in immediate or sealed, secondary containers that have been opened;

D. be maintained in a clean and orderly condition; and

E. be free from infestation by insects, rodents, birds, or vermin of
any kind.

Subp. & Security. The requirements in items A to C govern security.

A. All facilities used for wholesale drug distribution shall be
secure from unauthorized entry as follows:
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(1) access from outside the premises shall be kept to a minimum
and be well-controlled; y

(2) the outside perimeter of the premises shall be well-lighted;
and

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

B. All facilities shall be equipped with an alarm system to detect
entry after hours.

c. All facilities shall be equipped with a security system that will
provide suitable protection against theft and diversion. When appropriate, the
security system shall provide protection against theft or diversion that is
facilitated or hidden by tampering with computers or electronic records.

Subp. 5. Storage. Items A to D govern storage of drugs.

A. All drugs shall be stored at temperatures and under conditions in
accordance with the requirements, if any, in the labeling of such drugs, or with
requirements in the current edition of the United States Pharmacopeia/National
Formulary.

B. If no storage requirements are established for a drug, the drug
may be held at "controlled room temperature," as defined in the United States
Pharmacopeia/National Formulary, to help ensure that its identity, strength,
quality, and purity are not adversely affected.

C. Manual, electromechanical, or electronic temperature and humidity

recording equipment, devices, or logs shall be used to document proper storage
of prescription drugs.

D. The record keeping requirements in subpart 8 shall be followed
for all stored drugs.

Subp. 6. Examination of materials. Upon receipt, each outside shipping
container shall be visually examined for identity and to prevent the acceptance
of contaminated drugs or drugs 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.

Each outgoing shipment shall be carefully inspected for identity of the
prescription drug products and to ensure that there is no delivery of drugs that
have been damaged in storage or held under improper conditions.

The record keeping requirements in subpart 8 shall be followed for all
incoming and outgoing drugs.
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Subp. T Returned, damaged, and outdate drugs. Items A to D govern
returned, damaged, outdated, deteriorated, misbranded, and adulterated drugs.

A. Drugs that are damaged, outdated, deteriorated, misbranded, or
adulterated shall be physically separated from other drugs until they are
destroyed or returned to their supplier. '

B. Any prescription drugs whose immediate or sealed ocuter or sealed
secondary containers have been opened or used shall be identified as such, and
shall be physically separated from other drugs until they are either destroyed
or returned to the supplier.

C. If the conditions under which a drug has been returned cast doubt
on the drug's safety, identity, strength, quality, or purity, then the drug
.Shall be destroyed or returned to the supplier, unless examination, testing, or
+ other investigation proves that the drug meets appropriate standards of safety,
identity, strength, quality, and purity. In determining whether the conditions
under which a drug has been returned cast doubt on the drug's safety, identity,
strength, quality, or purity, the wholesale drug distributor shall consider,
among other things, the conditions 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 shipping.

D. The record keeping requirements in subpart 8 shall be followed
for all damaged, outdated, deteriorated, misbranded, or adulterated drugs.

Supb. 8. Record keeping. Items A to C govern record keeping.

A. Vholesale drug distributors shall establish and maintain
inventories and records of all transactions regarding the receipt and
distribution or other disposition of drugs. These records shall include the
following information:

(1) the source of the drugs, including the name and principal
address of the seller or transferor, and the address of the location from which
the drugs were shipped;

(2) the identity and quantity of the drugs received and
distributed or disposed of; and

(3) the dates of receipt and distribution or other disposition
of the drugs.

B. Inventories and records shall be made available for inspection
and photocopying by authorized federal, state, or local law enforcement agency
officials for a period of two years following disposition of the drugs.

c. Records described in this part that are kept at the inspection
site or that can be immediately retrieved by computer or other electronic means
shall be readily available for authorized inspection during the retention
period. Records kept at a central location apart from the inspection site and
not electronically retrievable shall be made available for inspection within two
working days of a request by an authorized official of a federal, state, or
local law enforcement agency.
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Subp. 9. Written policies and procedures. Wholesale drug distributors
shall establish, maintain, and adhere to written policies and procedures, which
shall be followed for the receipt, security, storage, inventory, and
distribution of drugs. They must include policies and procedures for
identifying, recording, and reporting losses or thefts and for correcting all
errors and inaccuracies in inventories. Wholesale drug distributors shall
include the written policies and procedures described in items A to D.

A. A procedure where the oldest approved stock of a drug product is
distributed first. The procedure may permit deviation from this requirement, if
the deviation is temporary and appropriate.

B. A procedure to be followed for handling recalls and withdrawals
of drugs. The procedure shall be adequate to deal with recalls and withdrawals
due to:

(1) any action initiated at the request of the Food and Drug
Administration or other federal, state, or local law enforcement or other
government agency, including the board of pharmacy;

{2) any voluntary action by the manufacturer to remove defective
or potentially defective drugs from the market; or

(3) any action undertaken to promote public health and safety by
replacing of existing merchandise with an improved product or new package
design.

c. A procedure to ensure that wholesale drug distributors prepare
for, protect against, and handle any crisis that affects security or operation
of any facility in the event of strike, fire, flood, or other natural disaster,
or other situations of local, state, or national emergency.

D. 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 written documentation of the
disposition of outdated drugs. This documentation shall be maintained for two
years after disposition of the outdated drugs.

Subp. 10. Responsible persons. Wholesale drug distributors shall
establish and maintain lists of officers, directors, managers, and other persons
in charge of wholesale drug distribution, storage, and handling, including a
description of their duties and a summary of their qualifications.

Subp. 11. Compliance with federal, state, and local law. Wholesale drug
distributors shall operated in compliance with applicable federal, state, and
local laws and regulations.

Wholesale drug distributors shall permit the board of pharmacy and
authorized federal, state, and 1local law enforcement officials to enter and
inspect both their premises and delivery vehicles and to audit their records and
written operating procedures, at reasonable times and in a reasonable manner, to
the extent authorized by law.
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Wholesale drug distributors who deal in controlled substances shall
register with the board of pharmacy and with the Drug Enforcement
Administration, and shall comply with all applicable state, 1local, and Drug
Enforcement Administration regulations.

Subp. 12. Salvaging and reprocessing. Wholesale drug distributors are
subject to any applicable federal, state, or local laws or regulations that
relate to drug product salvaging or reprocessing, including Code of Federal
Regulations, title 21, parts 207, 210, and 211, and Minnesota Statutes, section
151.39.

On April 13, 1992, the Minnesota Board of Pharmacy adopted the following changes
in its rules.

ANNUAL RENEWAL, FEES, AND POSTING.

6800.1150 ANNUAL RENEWAL, FEES, AND POSTING.

Each pharmacist license shall expire on March 1 of each year and shall be
renewed annually by filing an application for license renewal on or before
February 1 of each year, together with a fee of $75. Any pharmacist 1license
renewal application submitted after March 1 shall be subject to a late filing
fee of an amount equal to 50 percent of the renewal fee in addition to the
renewal fee.

Each pharmacist shall post the license or renewal in a conspicuous place
within the pharmacy in which the pharmacist is practicing. For community
pharmacies, this place shall be a place which is readily visible to the public,

6800.1250 APPLICATIONS FOR LICENSURE.

Subpart 1. Submitting. Applicants for licensure by examination shall
submit a completed application for examination including affidavits of
internship, a copy of applicant's birth certificate, and a recent photograph.
All applicants shall show evidence of graduation with a bachelor of science
degree or doctor of pharmacy degree, as the first professional undergraduate
degree in pharmacy, from a college of pharmacy or a department of pharmacy of a
university approved by the board and meeting at least the minimum standards set
by the American Council on Pharmaceutical Education in the current edition of
its accreditation manual. The evidence shall be shown by submitting an official
final transcript showing the date on which degree was conferred. The above
listed documents together with a check for $250 must be submitted to the board
at least 45 days prior to the examination. An applicant who is a graduate of a
school or college of pharmacy located outside the United States, which has not
been recognized and approved by the board, but who is otherwise qualified to
apply for a license to practice pharmacy in this state, is considered to have
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satisfied the requirements of graduation if the applicant verifies to the board
the applicant's academic record and the applicant's graduation. Before taking
the licensing examination, a foreign graduate applicant shall pass the Foreign
Pharmacy Graduate Equivalency Examination, which is recognized and approved by
the board, given by the Foreign Pharmacy Graduate Examination Commission and
demonstrate proficiency in the English language by passing the Test of English
as a Foreign Language, which is recognized and approved by the board, given by
the Educational Testing Service as a prerequisite to taking the licensure
examination.

Subp. 2. Retaking exam. Any applicant who has failed to pass the
examination required by Minnesota Statutes, section 151.06, 151.07, 151.10, or
151.12, may retake the examination within the next ensuing 14 months, provided
that no applicant who has failed in three examinations shall be permitted to
take a further examination, except upon petition setting forth facts acceptable
to the board. The applicant shall, at least 45 days before an examination,
notify the board in writing of the intention to retake the examination,
certifying that information furnished on the original application remains true
and correct, or reporting any changes therein, including additional education
and experience, and shall submit a fee of $250 payable to the Minnesota Board of

Pharmacy. The board reserves the right to request a full and complete
application.

6800.1300. RECIPROCITY.

Subpart 1. Applications. Applications for reciprocal licensure (licensure
as a pharmacist on the basis of licensure as a pharmacist in another state)
together with a fee of $175 shall be filed with the secretary of the board at
least 30 days before the date the application is to be considered by the board.
The board will consider applications for reciprocity in at least January and
June of each calendar year.
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PERSONS PREVIOUSLY LICENSED OR REGISTERED BY THE BOARD WHOSE
LICENSES OR REGISTRATIONS WERE REVOKED, SUSPENDED OR OTHERWISE

—— T S——————— ——— S—

REVOCATION, SUSPENSION OR ALTERATIONS.

FY 91 FY 92 FY 91 & 92
TOTAL number of revocations 106 70 176
TOTAL number of suspensions 1 5 6
TOTAL number of other status changes 23 25 48

Type of license or registration: All cases involved pharmacists,

TYPE OF STATUS CHANGE

REVOKED SUSPENDED OTHER (SPECIFY) REASON FOR CHANGE
176 Non-payment of Fees
3 Chemical Dependency
2 Recordkeeping
1 Unprofessional Conduct/
Recordkeeping/Chemical
Dependency
2 Suspension-Stayed Chemical Dependency
1 Suspension-Stayed Staffing/Recordkeeping
1 Probation Unprofessional Conduct/
Poor Recordkeeping
2 Probation Unprofessional Conduct
6 Probation Chemical Dependency
1 Probation Misbranding Drugs
3 Probation Recordkeeping
1 Probation Theft of Controlled
Substances
1 Probation Recordkeeping/Chemical
Depondency
1 Probation Staffing/Recordkeeping
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ge 2 of 2

Warning Letter
Off Suspension

Off Suspension

Off Suspension

Off Suspension

Off Suspension

Off Suspsnsion

Off Probation
Off Probation
Off Probation

Off Probation

Off Probation

Off Probation

Off Probation

Unprofessional Conduct
Chemical Dependency

Voluntary Surrender of
License

Unprofessional Conduct/
Recordkeeping/Chemical
Dependency
Recordkeeping

Unprofessional Conduct/
Poor Recordkeeping

Non-Renewal of License/
Violation of Probation

Drug Abuse
Chemical Dependency
Unprofessional Conduct

Chemical Dependency/
Theft of Drugs

Welfare Fraud

Practicing without a
License

Unprofessional Conduct/
Poor Recordkeeping
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Clause n:  LIST THE NUMBER OF COMPLAINTS AND OTHER COMMUNICATIONS RECEIVED
BY THE EXECUTIVE DIRECTOR, EACH BOARD MEMBER, EMPLOYEE OR OTHER
PERSON PERFORMING SERVICES FOR THE BOARD

That allege or imply a violation of a statute or rule which the Board 1is
empowered to enforce. These totals include cases referred to the attorney
general's staff who are assigned to assist your board.

FY 91 FY g2
Written 57 61
Oral 2 5

Which are forwarded to other agencies as required by M.S. 214.10.

FY 91 FY 92
Written 14 12
Oral 0 0

Please indicate the number of complaints referred to each other governmental
agency (federal, state and local) in each fiscal year:

FY 91 FY 92
Medical Board 13 8
Dental Board 1 2
Nursing Board 1
Chiropractic Board 1
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Clause o: SUMMARIZE, BY SPECIFIC CATEGORY, THE SUBSTANCE OF THE COMPLAINTS

AND COMMUNICATIONS REFERRED TO IN CLAUSE (N) OF M.S. 214.07 AND,
FOR EACH SPECIFIC CATEGORY, THE RESPONSES OR DISPOSITIONS THEROF

—— ——————— —  ——————————  S——————

FOR DISPOSITION).
SUMMARY OF COMPLAINTS AND COMMUNICATIONS SUMMARY OF RESPONSES AND
BY SPECIFIC CATEGORY. DISPOSITION FOR EACH SPECIFIC
CATEGORY
54 Prescription Errors All complaints investigatei, no

disciplinary action taken. All
pharmacists were subject to
educational sessions as per 214.10

23 Unprofessional Conduct Dismissed (214.10)
7 Pricing Issues Dismissed (214.10)
2 Labeling errors Dismissed (214.10)
6 Billing errors Dismissed (214.10)
2 No Pharmacist On Duty Dismissed (214.10)
2 Chemical Dependency Dismissed (214.10)
2 Advertising Dismissed (214.10)
4 Outdated Drugs Dismissed (214.10)
5 Unauthorized Refills Dismissed (214.10)
1 Improper Use of Supportive Personnel Dismissed (214.10)
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Clause p: STATE ANY OTHER OBJECTIVE INFORMATION WHICH THE BOARD MEMBERS
BELIEVE WILL BE USEFUL IN REVIEWING BOARD ACTIVITIES.

Many warning letters (over 100) were written and several formal disciplinary
actions took place as a result of inspections by our staff.

1. An informal, but yet effective, sharing of information is in effect between
the health licensing boards. With all health licensing boards located in
the same building, communication is continually on-going.

2. Minnesota Board of Pharmacy participates in a national disciplinary

clearing house mediated through the National Association of Boards of
Pharmacy.
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