DISCUSSION AND DETERMINATION

VISUAL SECURITY OF A MECHANICAL DEVICE

At the September, 2010 Board meeting, UMC requested (and was granted) permission
to place a mechanical device, from which patients could pick up their filled prescriptions,
in their waiting room which was not within a “secured area” of the pharmacy, but
certainly under “visual security” of pharmacy staff at all times. (see pictures)

NAC 639.718 (1)(c)(1)(l) is the “secured area” language referred to above. Mr.
Macdonald moved in his motion in September not only to grant the request of UMC, but

also for Board staff to bring forward discussion on revising the regulation to include
visual security.
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2. A pharmacy may transfer prescriptions by facsimile machine to another pharmacy
without complying with the provisions of subparagraph (2) of paragraph (a) of subsection 1 only
upon application to and authorization by the Board. The Board may grant that anthority to a
pharmacy if the Board is satisfied that:

(a) The pharmacy’s computer system will accurately represent the identity of the pharmacist
responsible for the transfer; and

(b) The identity of the pharmacist responsible for the transfer cannot be falsified, modified,
added or otherwise provided without the knowledge and assent of that pharmacist.

3. A pharmacy which maintains its records of prescriptions in a computer system shall
invalidate in its system a prescription transferred by a facsimile machine to another pharmacy. A
pharmacy which transfers a prescription by a facsimile machine is not required to process the
original prescription in the manner prescribed in paragraph (c) of subsection 1 if the pharmacy
cancels the prescription stored in its computer system in a manner which ensures that the
prescription cannot be refilled by that pharmacy.

(Added to NAC by Bd. of Pharmacy by R155-04, eff. 12-20-2004)

NAC 639.715 Mechanical devices: Restrictions on use, (NRS 639.070, 639.2655) No
drug, controlled substance, medicine, chemical or poison, as those terms are defined in chapters
453, 454 and 639 of NRS, may be sold or offered for sale or dispensed by means of any
mechanical device except as otherwise provided in NAC 639.718 and 639.720.

[Bd. of Pharmacy, § 639.315, eff. 6-26-80]—(NNAC A by R038-07, 10-31-2007)

NAC 639.718 Mechanical devices: Use by pharmacy to furnish prescription drugs to
patients. (NRS 639.070, 639.2655)

1. Except as otherwise provided in this section, a pharmacy may use a mechanical device to
furnish a prescription drug to a patient. The device must conform to all of the following
provisions:

(a) The device must contain only prescription drugs:

(1) For which counseling is not required pursuant to NAC 639.707; and

(2} For which the prescriptions have been processed, verified and completed in the same
manner as prescriptions for drugs that are delivered manually by the pharmacy, including
the provision of printed medication guides and any other information required pursuant to
NAC 639.707.

(b) The device must not contain controlled substances included in schedule II.

(¢} The device must be designed to ensure that the device:

(1} Is located such that access to the device:

(D) For stocking, cleaning, maintenance or any other purpose can be obtained only by a
pharmacist or a member of the staff of the pharmacy from within a secured area of the pharmacy;
and

(I) Is secure from unauthorized access to and removal of prescription drugs from the
device.

(2) Records the name of each person at the pharmacy who authorizes access to the device.

(3) Cannot be used by a patient:

(I) Outside the physical location of the pharmacy.

(I) Unless the patient previously has indicated to the pharmacy that he desires that his
prescription drugs be furnished by the mechanical device.

(4) Provides a method to identify the patient and furnishes a prescription drug only to the
patient or to an authorized agent of the patient.

(5) Can furnish one, any combination or all of the prescription drugs available to a patient
at the option of the patient at the time that the patient removes the prescription drugs from the
device.

(6) Records the date and time that the patient removes the prescription drugs from the
device,

(7) Informs a patient:
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(I) That a prescription drug is not available to be furnished by the device if the
pharmacist wishes to counsel the patient regarding the prescription drug.

(IT) If he is using the device at the time that the pharmacy is open, that the patient may
discuss questions and concerns regarding the prescription drug with a pharmacist at the
pharmacy.

(IIT) If he is using the device at the time that the pharmacy is closed, that the patient
may discuss questions and concerns regarding the prescription drug using a toll-free telephone
number at which a pharmacist at a pharmacy licensed by the Board will respond at all hours
when the pharmacy at which the device is located is closed. A pharmacist who responds to
questions or concerns pursuant to this sub-subparagraph must have access by computer to the
same information regarding the patient that a pharmacist would have using the computer system
of the pharmacy at which the device is located.

2. A pharmacy shall not use a mechanical device to furnish a prescription drug to a patient
until the pharmacy has notified the Board in writing of:

(a) The type of device that will be used; and

(b) The anticipated date that the device will first be used.

3. The Board may prohibit a pharmacy from using a mechanical device to furnish a
prescription drug to a patient if the Board determines that the device or the pharmacy’s use of the
device does not comply with this section.

4. The provisions of this section do not prohibit the use of a mechanical device to furnish a
drug or device that is approved by the Food and Drug Administration for sale over the counter
without a prescription if the pharmacy using the mechanical device is otherwise authorized to use
the mechanical device pursuant to this section.

(Added to NAC by Bd. of Pharmacy by R038-07, eff. 10-31-2007)

NAC 639.720 Mechanical devices: Use to farnish drugs and medicines for
administration to registered patients in medical facility and to patients receiving treatment
in emergency room of hospital. (NRS 639.070, 639.2655)

1. Except as otherwise provided in subsections 4 and 6, a mechanical device may be used to
furnish drugs and medicines for administration to registered patients in a medical facility. The
device must conform to all the following provisions:

(a) All drugs and medicines stocked in the device must be approved for use in the device by a
registered pharmacist employed by the:

(1) Medical facility in which the drug or medicine is administered; or

(2) Pharmacy that supplies the medical facility in which the drug or medicine is
administered.

(b) Access to the device must be:

(1) Limited to pharmaceutical technicians, pharmaceutical technicians in training, intern
pharmacists, registered pharmacists, licensed practical nurses, registered nurses or other
practitioners who are:

(I) Authorized by law to prescribe or administer controlled substances, poisons, or
dangerous drugs and devices; and
(II) Employed by the medical facility or pharmacy that supplies the medical facility.

(2) Monitored and controlled by the pharmacy which supplies the medical facility or the
registered pharmacist who is employed by the medical facility.

(c) Each container of a drug or medicine stored in the device must be labeled in a manner
which includes the information required pursuant to subsection 2 of NAC 639.476.

(d) The device must be designed in such a manner that:

(1) Each time a person obtains access to the device, the device automatically prepares a
record which is readily retrievable and which includes:

(I) The name, strength, quantity and form of dosage of the drug or medicine which is
stocked, inventoried or removed for administration to a patient;
(II) The day and time access to the device is obtained;
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DISCUSSION AND DETERMINATION

DRUG DISTRIBUTION AGENTS

Board staff often wrestles with the licensing of “drug distribution agents,” who
essentially are involved in the manufacture or wholesale distribution of drugs in Nevada,
but do not at any time have possession of any of the active product ingredients or the
final product, and do not participate in the actual manufacturing process. These above
mentioned “agents” may be referred to as “brokers” or “co-manufacturing partners”.

Staff feels that these “agents” should be regulated in some manner, but how? They are
not really a manufacturer, nor a wholesaler (since they never show on a pedigree)}, and
certainly not a pharmacy. Possibly the Board should consider a new license
classification called “drug distribution agent”.

The following pages are comprised of the regulation that Oregon just adopted to
address these agents, and would serve as a good model for our purposes, if that is the
desire of the Board.



BOARD OF PHARMACY
DIVISION 62

DRUG DISTRIBUTION AGENT

855-062-0003

Application:

(1) Any person who is involved in the manufacture or wholesale distribution of a drug that
is intended for distribution, dispensing or administration in Oregon, but who does not at
any time have possession of any of the Active Product Ingredients {API) or the final
product, and does not participate in the actual manufacturing process, shall register under
these rules as a Drug Distribution Agent, except that any such person, registered with the

FDA as a manufacturer, who is accountable to the FDA for the purity and integrity of a
drug shall register as a manufacturer under QAR 855-060-0001,

(2) The following persons shall register as a Drug Distribution Agent under this division of
rules:

{a) A broker;

{b) An import broker;

(c) An agent for a foreign manufacturer who is registered with the FDA as required by 21
USC 360(2)(iX(1);

(d) Sales and marketing office for a drug;

(e) A Drug Order Contractor

(f) A person registered with the FDA as the holder of a New Drug Application (NDA) or an
Abbreviated New Drug Application (ANDA) that contracts with a third-party for the

manufacture of a drug but does not take physical possession of the drug, does not have its

name on the label and is not accountable to the FDA for the purity and integrity of the
drug.
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(3) Any person who would otherwise be required to register as a wholesaler under QAR

855-065-0001 but who does not at any time have possession of a drug intended for

distribution shall register as a Drug Distribution Agent under this division of rules.

(4) A person whese sole purpose is the marketing, brokering or arranging the initial
distribution of drugs manufactured by a registered manufacturer, but does not take

physical possession of a product shall register as a Drug Distribution Agent.

Stat. Auth.: ORS 689.205

Stats.Implemented: ORS 689.155

855-062-0005

Definitions:

(1) "Broker' means a person engaged in the marketing. offering, or contracting for

wholesale distribution and sale of a drug into, within, or out of Oregon and who does not
take physical possession of the drug.

(2) "Closed Door Pharmacy" means a pharmacy that provides pharmaceutical services to a

defined and exclusive group of patients and is not open for dispensing to the general patient

population and cannot be registered as a wholesale distributor.

(3) "Co-Manufacturing Partner' means a pharmaceutical manufacturer that has entered

into an agreement with another pharmaceutical manufacturer to engage in a business

activity or occupation related to the manufacture or distribution of a preseription drug.

(4) “Drug”: In this division of rules, the term “drug” shall mean any drug and any
prescription device as these terms are defined in QRS 689.005.

(8) “Manufacturer” means any person, including a manufacturer's co-manufacturing

pariner, that is engaged in the manufacture of a drug, is responsible or otherwise
accountable to the FDA for the manufacture of the drug, or is the private label

manufacturer or distributor of product bearing its NDC number that is intended for sale

distribution, dispensing or administration in Oregon, and who holds one or more of the

following registrations or licenses with the FDA:
(a) A New Drug Application number (NDA):

(b) An Abbreviated New Drug application number (ANDA);

(c} A Labeler Code number (1.C) or National Drug Code Number (NDC);
{d) An FDA Central File Number (CFN);

(e) An FDA Establishment Identifier number (FEI).




{6) “Manufacture” means the preparation, propagation, compounding, or processing of a

drug or device intended for human or animal use. Manufacture includes repackaging or
otherwise changing the container, wrapper, or labeling of any drug package in furtherance
of the distribution of the drug from the original place of manufacture to the person who
makes final delivery or sale to the ultimate consumer or user, except when the process is
part of a shared pharmacy service agreement as defined in OAR 855-006-0005:

(7) “Person” means individual, corporation, partnership, association, joint-stock company,
business trust or unincorporated organization.

Stat. Auth.: ORS 689.205

Stats.Implemented: ORS 689.155

855-062-0020

Registration

(1) Any person engaged in any part of the process of manufacture or wholesale distribution

of a drug into, out of, or within Oregon must be registered with the Board. A person shall
register as either:

(a) A manufacturer under OAR 855-060-0001 through 855-060-0035: or

(b) A wholesaler under OAR 855-065-0001 through 855-065-0013; or

¢) A Drug Distribution Agent under this Division of Rules.

(2) A person that is required to register as a Drug Distribution Agent must be registered

before commencing business in Oregon and before any drug for which they Pprovide a
manufacturing, marketing or distribution service, may_be sold, distributed, dispensed or

administered in Oregon.

(3) A person that is required to register as a Drug Distribution Agent must apply for
registration on a form provided by the Board and must provide information required by
the Board that shall include but is not limited to:

{a) The name, business address, social security number or federal tax identification number

of each owner, officer, and stockholder owning more than 10 per cent of the stock of the

company, unless the stock of the company is publicly traded;

(b) Every trade or business name used by the applicant;

(c) Any disciplinary action taken by any state or federal authority against the applicant or
any other distributor under common ownership or control, or any owner, principal or
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designated representative of the applicant. in connection with the drug laws or regulations
of any state or the federal government,

(4) An applicant for renewal must complete the form provided by the Board and submit it
to the Board with the appropriate fee by August 31 annually,

3) An applicant that provides a manufacturing or distribution service in respect of a
controlled substance as defined in Division 80 of this chapter of rules must also complete

and submit the Controlled Substance registration form provided by the Board, with the
appropriate fee,

(6) The Board may require a criminal history and financial background check of each

principal, owner or officer of the applicant prior to initial registration and prior to any
renewal unless the applicant is publicly traded. Any such checks shall be at the applicant's

expense.

(7) The Board may require a physical inspection of each facility prior to initial registration
and prior to any renewal.

(8) Each separate business entity and each location that does business in Oregon must be
separately registered by the Board.

(9) The registrant must notify the Board, within 15 days, of any substantial change to the
information provided on the registration application. Substantial change shall include but

is not limited to:

(a) Change of ownership;
(b) Change of business address;
{c) Any disciplinary action taken or pending by any state or federal authority against the

registrant, or any of its principals, owners, directors, officers.
(10) The registration certificate js issued to a specific person and is non-transferable. Any

addition or deletion of an owner or partner constitutes a change of ownership.

(11) The Board may waive any requirement of this rule if, in the Board's judgment. a
waiver will further public health or safety. A waiver granted under this section shall only
be effective when issued in writing.

Stat. Auth.: ORS 689.205

Stats.Implemented; ORS 689.155
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855-062-0030

Minimum Qualifications

The Board may deny an application for registration or renewal of registration as a Drug
Distribution Agent on any of the following grounds:

(1) The applicant has been found by the Board or by a court to have violated the pharmacy

or drug laws or rules of this state or of any other state, or of the federal government:

(2) The applicant has a history of non-compliance with state or federal rules or laws
regulating the manufacture, distribution, or dispensing of drugs;

(3) The applicant has made a material misrepresentation to the Board in the course of

applving for an initial or renewal of registration;

(4) Disciplinary action has been taken by the federal government or by any state, or local
government regarding any license or registration currently or previously held by the

applicant for the manufacture, distribution or dispensing of any drugs;

(5) The applicant has engaged in any conduct involving moral turpitude;

(6) The Board determines that granting the registration is not consistent with the public
health or safety or is otherwise not in the public interest.

Stat. Auth.: ORS 689.205

Stats.Implemented: ORS 689.155

855-062-0040

Record Keeping

(1) A Drug Distribution Agent must establish and maintain records of all transactions
regarding the distribution or other disposition of a drug. These records must comply with

all federal drug laws and regulations and must include the following information;:

(a) The source of the drug, including the name and physical address of the seller or
transferor and any broker or other person involved in the transaction, the address of the
location from which the drug was shipped and the address of the location_to which the

drug was shipped;

(b) The name, dose and quantity of the drug distributed;
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(c) The date of distribution or other disposition of the drug;

(2) Records required by this rule must be made available for inspection and copying by any

authorized official of the Drug Enforcement Agency, the Food and Drug Administration,
the Department of Agriculture, authorized law enforcement agencies, and this Board.

(3) Records required under these rutes must be maintained for three years.

(4) Records required under these rules that are less than 13 months old must be kept at the
address of record or be immediately retrievable by computer or other electronic means,
and must be immediately available for inspection. All other records required by these rules
must be made available for inspection within three business days of a request.

Stat. Auth.: ORS 689.205

Stats.Implemented: ORS 689.155

855-062-0050

Prohibited Practices

{1) The following practices are expressly prohibited:

(a} A Drug Distribution Agent may not participate in the purchase of a drug from a closed-
door pharmacy.

{b) A Drug Distribution Agent may not participate in any way in the sale, distribution or
transfer of a drug to a person who is required by the laws and rules of Oregon to be
registered with the Board and who is not appropriately registered. Before authorizing or

facilitating the distribution of a drug, a Drug Distribution Agent must verify that the

person supplying or receiving the drug is appropriately registered with the Board.

(2) A Drug Distribution Agent may not perform, cause the performance of, or aid the
performance of any of the following:

(a) The manufacture, repackaging, sale, delivery, holding, or offering for sale of a drug that
is adulterated, mishranded, counterfeit, suspected counterfeit, or is otherwise unfit for

distribution.

(b) The adulteration, misbranding, or counterfeiting of a drug,

{¢) The receipt of a drug that is adulterated, misbranded, stolen, obtained by fraud or

deceit, counterfeit, or suspected counterfeit, and the delivery or proffered delivery of the
drug for pay or otherwise.
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(d) The alteration, mutilation, destruction, obliteration, or removal of the whole or a part

of the labeling of a drug or the commission of another act with respect to a drug that
results in the drug being misbranded.

{e) The forging, counterfeiting, simulating, or falsely representing a drug using a mark,

stamp, tag, label, or other identification device.

(f) The purchase or receipt of a drug from a person that is not registered to distribute
drugs to the purchaser or recipient.

(g) The sale or transfer of a drug to a person that is not authorized under the law of the

jurisdiction in which the person receives the drug, to purchase or receive drugs from the
person selling or transferring the drug,

(b) The failure to maintain or provide records as required under these rules.

(i) Providing the Board, a representative of the Board, or a state or federal official with
false or fraudulent records or making false or fraudulent statements regarding a matter

related to these rules.

() Participating in the wholesale distribution of a drug that was:

(A) Purchased by a public or private hospital or other health care entity under the terms of

an "own-use" contract: or

(B) Donated or supplied at a reduced price to a charitable organization; or

(C) Stolen or obtained by fraud or deceit; or

(D) Ilegally imported into the USA.
(k) Facilitating the distribution or attempting to facilitate the distribution of a drug by

fraud, deceit, or misrepresentation.

(1) Facilitating the distribution of a drug that was previously dispensed by a retail
pharmacy or a practitioner.

(0) Failing to report an act prohibited by any of the rules in OAR Chapter 855 to the
appropriate state or federal authorities.

Stat. Auth.: ORS 689.205

Stats.Implemented: ORS 689.155
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