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Dayton T. Reardan et al.
SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

101.031US1

PATENT APPLICATION TRANSMITTAL

BOX PATENT APPLICATION
Commissioner for Patents

Washington, D.C. 20231

We are transmitting herewith the following attached items and information (as indicated with an "X"):

X Return postcard.

x Utility Patent Application under 37 CFR § 1.53(b) comprising:
X Specification (_l§ pgs, including claims numbered L through E and 21 1 page Abstract).
X Formal Drawing(s) ( _1g sheets).

2{_ Unsigned Combined Declaration and Power of Attorney ( A pgs).
Applicant claims small entity status under 37 C.F.R 1.27.l><
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BASIC FEE
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P.O. Box 2938, Minneapolis, MN 55402 (612-373-6900)

  
Reg.-No. 30,837

Customer Number 1

"Express Mail" mailing Iabcl number: EV I49 506 149 US
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Sensitive Drug Distribution System and Method

Field of the Invention

The present invention relates to distribution of drugs, and in particular to the

distribution of sensitive drugs.

Background of the Invention

Sensitive drugs are controlled to minimize risk and ensure that they are not

abused, or cause adverse reactions. Such sensitive drugs are approved for specific uses

by the Food and Drug Administration, and must be prescribed by a licensed physician in

order to be purchased by consumers. Some drugs, such as cocaine and other common

street drugs are the object of abuse and illegal schemes to distribute for profit. Some

schemes include Dr. shopping, diversion, and pharmacy thefts. A locked cabinet or safe

is a requirement for distribution of some drugs.

Certain agents, such as gamma hydroxy buterate (GH B) are also abused, yet also

are effective for therapeutic purposes such as treatment of daytime cataplexy in patients

with narcolepsy. Some patients however, will obtain prescriptions from multiple doctors,

and have them filled at different pharmacies. Still further, an unscrupulous physician

may actually write multiple prescriptions for a patient, or multiple patients, who use cash

to pay for the drugs. These patients will then sell the drug to dealers or others for pro lit.

There is a need for a distribution system and method that directly addresses these

abuses. There is a further need for such a system and method that provides education and

limits the potential for such abuse.

Summary of the Invention

A drug distribution system and method utilizes a central pharmacy and database

to track all prescriptions for a sensitive drug. Information is kept in a central database

regarding all physicians allowed to prescribe the sensitive drug, and all patients receiving

the drug. Abuses are identified by monitoring data in the database for prescription

pattems by physicians and prescriptions obtained by patients. Further verification is

Docket 101.03 lUSl 1
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made that the physician is eligible to prescribe the drug by consulting a separate database

for a valid DEA license, and optionally state medical boards to determine whether any

corrective or approved disciplinary actions relating to controlled substances have been

brought against the physician. Multiple controls beyond those for traditional drugs are

imposed on the distribution depending on the sensitivity of the drug.

Education is provided to both physician and patient. Prior to shipping the drug

for the first time, the patient is contacted to ensure that product and abuse related

educational materials have been received and/or read. The patient may provide the name

of a designee to the central pharmacy who is authorized to accept shipment of the drug.

Receipt of the initial drug shipment is confirmed by contacting the patient. Either a

phone call or other communication to the patient within a set time after delivery may be

made to ensure receipt. Further, a courier service’s tracking system is used to confirm

delivery in further embodiments. If a shipment is lost, an investigation is launched to

find it.

In one embodiment, the drug may be shipped by the central pharmacy to another

pharmacy for patient pick-up. The second pharmacy’s ability to protect against diversion

before shipping the drug must be confirmed. This ability may be checked through NTIS

and State Boards of Pharmacy.

Prescription refills are permitted in the number specified in the original

prescription. ln addition, if a prescription refill is requested by the patient prior to the

anticipated due date, such refills will be questioned. A lost, stolen, destroyed or spilled

prescription/supply is documented and replaced to the extent necessary to honor the

prescription, and will also cause a review or full investigation.

The exclusive central database contains all relevant data related to distribution of

the drug and process of distributing it, including patient, physiciah and prescription

information. Several queries and reports are run against the database to provide

information which might reveal potential abuse of the sensitive drug; such as early refills.

Brief Description of the Drawings

FIG. 1 is a block diagram of a computer system for use in implementing the

system and method of the present invention.
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