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02 DEPARTMENT OF PROFESSIONAL AND FINANCIAL REGULATION
392 MAINE BOARD OF PHARMACY

Chapter 12: REGISTRATION-LICENSURE OF MANUFACTURERS AND WHOLEESALE
PRUG-OUTEETSWHOLESALERS

Summary: This chapter sets forth registration-license requirements for whelesale-dras
eutletswholesalers, also known as whelesaterswholesale pharmacies or wholesale drug distributors,
and manufacturers.

1. Scope

This chapter applies to manufacturers and whelesale-drug-outletswholesalers.

2. Application for Regis%%eﬁLicensure

The manufacturer or whelesale-drug-eutletwholesaler shall provide the following information
on forms supplied by the board, along with such other information as the board may require.
Applications will not be considered for approval until they are complete. Incomplete
applications will be returned to the applicant.

1. The name, physical address, contact address, telephone number, email address and
world wide web address of the whelesale-drugeutletwholesaler or manufacturer;

2. All trade or business names used by the w«he%esa%e—émg—eaﬂe%wholesa]ér or
manufacturer;

3. The name, address, 24-hour telephone number and email address of a contact person

for the facility used by the whelesale-drugoutletwholesaler or manufacturer for
storing, handling and distributing prescription drugs.

>

Type of ownership or operation (i.e., partnership, corporation, limited liability company or
sole proprietorship); and

5. The name(s) of the owner and/or operator of the whelesale-drug-outletwholesaler or
manufacturer, including:

A. If a partnership, the name, contact address, telephone number and employer
identification number of the partnership, and the name and contact address of
each partner;

B. If a corporation, the name, contact address, telephone number and employer

identification number of the corporation; the name of the parent company, if



Adopted Rules

02-392 - Maine Board of Pharmacy page 21

any; the name, contact address and title of each corporate officer and director;
the name and contact address of each shareholder owning 10% or more of the
voting stock of the corporation, including over-the-counter stock, unless the
stock is traded on a major stock exchange and not over-the-counter; a
certificate of existence from the corporation's state of organization and, for
corporations not organized under Maine law, a certificate of authority from
the Maine Secretary of State if such certificate is required by 13-C M.R.S.A.
§1501;

If a limited liability company, the name, contact address, employer

identification number, telephone number, fax number and email address of
the limited liability company: the names and mailing addresses of each
member and manager; a certificate of existence from the Maine Secretary of
State or, for limited liability companies not organized under Maine law, a
certificate of authority or certificate of qualification from the Maine Secretary
of State; and the name of the member or manager who will be representing
the applicant in matters before the board.

If a sole proprietorship, the name, contact address, telephone number and
social security number of the sole proprietor and the name of the business
entity;

The DEA number;

If the applicant is accredited by VAWD. proof of current accreditation.

7-A.

Verification-of licensure-forA list of all jurisdictions in which the manufacturer or
whelesale-drug-eutletwholesaler has-at-any-time-beenis licensed as of the date of
application to the board, along with the license number and license expiration date for

each such jurisdiction;

Disclosure of, and the final disposition document pertaining to, any disciplinary

action taken against the manufacturer or wholesaler by a licensing or regulatory

authority in any jurisdiction. If the applicant is accredited by VAWD, such disclosure

and documentation need only pertain to the period of time subsequent to the

wholesaler’s initial accreditation or most recent annual renewal of accreditation.

A copy of the most recent inspection report from the state in which the manufacturer
or whelesale-drug-eutletwholesaler is located. If a wholesaler is accredited by
VAWD, this information need not be provided; and

The fee required by Chapter 10 of the rules of the Department of Professional and
Financial Regulation, Office of Licensing and Registration, entitled "Establishment of
License Fees."

3. Separate Applications for Separate Facilities
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The owner must file a separate application for each facility that manufactures or distributes
wholesale prescription drugs. Applications need not be filed for business locations at which
no manufacturing or distribution occurs.

4, Minimum Qualifications

The board will consider the following factors in determining the eligibility for registration
licensure of persons who engage in the manufacture or wholesale distribution of drugs:

1. Subject to 5 M.R.S.A. §5301 et seq., any findings by the board that the applicant has
violated any federal, state or local laws relating to drug manufacturing or distribution;

2, Subject to 5 M.R.S.A. §5301 et seq., any felony convictions of the applicant under
federal, state or local laws;

3. The applicant's past experience in the manufacture or distribution of drugs;

4. The furnishing by the applicant of false or fraudulent material in any application

made in connection with drug manufacturing or distribution;

5. Suspension-orrevoeationDisciplinary action taken by federal, state or local
government of any license currently or previously held by the applicant for the
manufacture or distribution of drugs;

6. Compliance with previously granted licenses of any kind; ard
7. Compliance with the requirements to maintain and/or make available to the board or
to federal, state or local law enforcement officials those records required to be

maintained by manufacturers or wholesale drug distributors-; and

8. Accreditation by VAWD.

S. Change of Owner or Location; Change in Other Registration Information

Upon a change of ownership, a manufacturer or whelesale-drag-outletwholesaler shall file a
new application with the board by-registered-mail-no less than 7 days prior to the change.
Upon a change of location, a manufacturer or whelesale-drag-eutletwholesaler shall file a
new application with the board by-first-elassmail-no less than 7 days prior to the change. The
licensee shall notify the board of any other change in the information provided on its

apphcatlon W 1th1n 10 daVS after the changelﬁ—ehe—eveﬂt-eﬁ-aﬁyeﬂaef—ehaage—m—ehe

6. Operation of Manufacturer or Whelesale- Drug-OutletWholesaler
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A manufacturer or whelesale-drug-outletwholesaler shall comply with the rules of operation
contained in Chapter 716, "Operation of Whelesale-DrugOutletsWholesalers and
Manufacturers" of the board's rules.

STATUTORY AUTHORITY: 32 M.R.S.A. §§13720, 13721(1}(E), 13723, 13751, 13758

EFFECTIVE DATE:
November 8, 2004 - filing 2004-514



