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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 (GHB) 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 profit.

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

patterns by physicians and prescriptions obtained by patients. Further verification is
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made that the physician is cligible 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 abi]'ity 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. In 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, physicia\n 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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FIG.s 2A, 2B and 2C are a flowchart describing a method for sensitive drug distribution
at least partially utilizing a computer system such as that shown in FIG. 1.

FIG. 3 is a flowchart of a physician success program at least partially
implemented on a computer system such as that shown in FIG. 1.

FIG.s 4A and 4B are a flowchart describing a method for handling refill requests at least
partially utilizing a computer system such as that shown in FIG. 1.

FIG. 5 is a flowchart of a process for requesting special reimbursement when a
patient is uninsured or underinsured at least partially utilizing a computer
system as that shown in FIG. 1.

FIG. 6 is a flowchart of a process for inventory control at least partially utilizing a

computer system such as that shown in FIG. 1.

FIG. 7 is a block diagram of database fields.

FIG. 8 is a block diagram showing a list of queries against the database fields.
FIG. 9 is a copy of one example prescription and enrollment form.

FIG. 10 is a copy of one example of a NORD application request form for patient

financial assistance.

FIG. 11 is a copy of one example voucher request for medication for use with the
NORD application request form of FIG. 10.

FIG. 12 is a copy of certificate of medical need.

FIG.s 13A, 13B and 13C are descriptions of sample reports obtained by querying a

central database having fields represented in FIG. 7.

Detailed Description of the Invention

In the following description, reference is made to the accompanying drawings that
form a part hereof, and in which is shown by way of illustration specific embodiments in
which the invention may be practiced. These embodiments are described in sufficient
detail to enable those skilled in the art to practice the invention, and it is to be understood
that other embodiments may be utilized and that structural, logical and electrical changes
may be made without departing from the scope of the present invention. The following
description is, therefore, not to be taken in a limited sense, and the scope of the present

invention is defined by the appended claims.
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The functions or algorithms described herein are implemented in software or a
combination of software and human implemented procedures in one embodiment. The
software comprises computer executable instructions stored on computer readable media
such as memory or other type of storage devices. The term “computer readable media” is
also used to represent carrier waves on which the software is transmitted. Further, such
functions correspond to modules, which are software, hardware, firmware of any
combination thereof. Multiple functions are performed in one or more modules as
desired, and the embodiments described are merely examples. The software is executed
on a digital signal processor, ASIC, microprocessor, or other type of processor operating
on a computer system, such as a personal computer, server or other computer system.

A sensitive drug is one which can be abused, or has addiction properties or other
properties that render the drug sensitive. One example of such a drug is sodium oxybate,
also known as gamma hydroxy butyrate (GHB C,H;NaO;) which is useful for treatment
of cataplexy in patients with narcolepsy. GHB is marketed under the trademark of
Xyrem® (sodium oxybate oral solution), which trademark can be used interchangeably
with GHB herein. Sensitive drugs also include narcotics or other drugs which require
controls on their distribution and use to monitor behaviors to prevent abuse and adverse
side effects.

In one embodiment, Xyrem® is subject to a restricted distribution program. One
aspect of the program is to educate physicians and patients about the risks and benefits of
Xyrem, including support via ongoing contact with patients and a toll free helpline.
Initial prescriptions are filled only after a prescriber and patient have received and read
the educational materials. Further, patient and prescribing physician registries are
maintained and monitored to ensure proper distribution.

In a further embodiment, bulk sodium oxybate is manufactured at a single site, as
is the finished drug product. Following manufacture of the drug product, it is stored at a
facility compliant with FDA Schedule III regulations, where a consignment inventory is
maintained. The inventory is owned by a company, and is managed by a central
pharmacy, which maintains the consignment inventory. Xyrem® is distributed and

dispensed through a primary and exclusive central pharmacy, and is not stocked in retail
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pharmacy outlets. It is distributed by overnight carriers, or by US mail in one
embodiment to potentially invoke mail fraud laws if attempts of abuse occur.

FIG. 1 is a simplified block diagram of a computer system 100, such as a personal
computer for implementing at least a portion of the methods described herein. A central
processing unit (CPU) 110 executes computer programs stored on a memory 120.
Memory 120 in one embodiment comprises one or more levels of cache as desired to
speed execution of the program and access to data on which the programs operate. The
CPU is directly coupled to memory 120 in one embodiment. Both CPU 110 and memory
120 are coupled to a bus 130. A storage 140, /O 150 and communications 160 are also
coupled to the bus 130. Storage 140 is usually a long term storage device, such as a disk
drive, tape drive, DVD, CD or other type of storage device. In one embodiment, storage
140 is used to house a database for use with the present invention. I/O 150 comprises
keyboards, sound devices, displays and other mechanisms by which a user interacts with
the computer system 100. Communications 160 comprises a network, phone connection,
local area network, wide area network or other mechanism for communicating with
external devices. Such external devices comprise servers, other peer computers and other
devices. In one embodiment, such external device comprises a database server that is
used in place of the database on storage 140. Other computer system architectures
capable of executing software and interacting with a database and users may also be used.
Appropriate security measures such as encryption are used to ensure confidentiality.
Further, data integrity and backup measures are also used to prevent data loss.

FIG.s 2A, 2B and 2C represent an initial prescription order entry process for a
sensitive drug, such as Xyrem. At 202, a medical doctor (MD) sends a Rx/enrollment
form via mail, fax, email or other means to an intake/reimbursement specialist at 204,
who makes a copy of the RX/enrollment form that is stamped “copy”. The original fax is
forwarded to a pharmacy team. The enrollment form contains prescriber information,
prescription information, checkboxes for the prescriber indicating they have read
materials, educated the patient, understand the use in treatment, and understand certain
safety information, and also contains patient information.

The prescriber information contains standard contact information as well as

license number, DEA number and physician specialty. Patient and prescription
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information includes name, social security number, date of birth, gender, contact
information, drug identification, patient’s appropriate dosage, and number of refills
allowed, along with a line for the prescriber’s signature. Patient insurance information is
also provided.

There are two workflows involved at the pharmacy team, intake reimbursement
206 and pharmacy workflow 208, which may proceed in parallel or serially. ‘The intake
work flow 206 starts with an intake reimbursement specialist entering the patient and
physician information into an application/database referred to as CHIPS, which is used to
maintain a record of a client home infusion program (CHIP) for Xyrem®. A check is
made to ensure the information is complete at 212. If not, at 214, an intake representative
attempts to reach the MD or prescriber to obtain the missing information. If the missing
information has not been obtained within a predetermined period of time, such as 24
hours at 216, the Rx/Enrollment form is sent back to the MD with a rejection explanation.
A note is entered in CHIPS that the application was rejected.

If the information is complete at 212, the MD is contacted at 220 to verify receipt
and accuracy of the patient’s Rx. This contact is recorded in CHIPS. The intake and
reimbursement specialist then sends a consent form and a cover letter to the patient at
224. The insurance provider is contacted at 226 to verify coverage and benefits. At 228,
a determination is made regarding coverage for the drug. If it is not available, it is
determined at 230 whether the patient is willing and able to pay. If not, a process is
performed for handling patients who are uninsured or underinsured. In one embodiment,
the process is referred to as a NORD process.

If the patient is willing and able to pay at 230, the patient is informed of the cost
of the product and is given payment options at 234. At 236, once payment is received,
the intake reimbursement specialist submits a coverage approval form with the
enrollment form to the pharmacy team as notification to process the patient’s
prescription. If coverage is approved at 228, the intake reimbursement specialist also
submits the coverage approval form with the enrollment form to the pharmacy team as
notification to process the patient’s prescription. Processing of the prescription is

described below.
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Upon receipt and initial processing of the prescription enrollment form and
sending an original to the pharmacy work flow block 208, the patient is shipped a
Xyrem® success packet via mail. In one embodiment, the Xyrem® success packet
contains educational material for a patient that advises of the proper use, care and

5  handling of the drug and consequences of diversion at 268. The medical doctor’s
credentials are checked to determine if the physician has a current DEA license to
prescribe controlled substances and if he or she has had any actions related to
misuse/misprescribing of controlled drugs against him or her, within a predetermined
time, such as three months at 270. If they have, a pharmacist holds the prescription until

10  receiving a coverage approval form from the intake reimbursement specialist at 272.

If the credentials have not been recently checked, the pharmacist verifies the
credentials and enters all findings in the database at 274. If the credentials are approved
at 276, the physician is indicated as approved in a physician screen populated by
information from the database at 280. The prescription is then held pending coverage

15 approval at 282.

If any disciplinary actions are identified, as referenced at block 278, management
of the pharmacy is notified and either approves processing of the prescription with
continued monitoring of the physician, or processing of the prescription is not performed,
and the physician is noted in the database as unapproved at 284. The enrollment form is

20  then mailed back to the physician with a cover letter reiterating that the prescription
cannot be processed at 288. The patient is also sent a letter at 290 indicating that the
prescription cannot be processed and the patient is instructed to contact their physician.

Actual filling of the approved prescription begins with receipt of the coverage
approval form as indicated at 240. The patient is contacted by the pharmacy, such as by a

25  technician to complete a technician section of a patient counseling checklist. Ifa
pharmacist verifies that the program materials were not read at 242, the receipt of the
material is confirmed at 244 and another call is scheduled to counsel the patient before
the drug is shipped.

If the program materials were read at 242, the checklist is completed at 246 and

30  the technician transfers the patient to the pharmacist who reviews the entire checklist and

completes remaining pharmacist specified sections. At 248, the pharmacist indicates in
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the database that the patient counseling and checklist was successfully completed,
indicating the date completed.

At 250, the pharmacist schedules the patient’s shipment for the next business day
or the next business day that the patient or designee is able to sign for the package.
Further, as indicated at 252, the shipment must be sent to the patient’s home address
unless the patient is traveling or has moved. In that event, the pharmacist may determine
that an exception may be made. The patient or the patient’s designee who is at least 18
years old, must sign for the package upon delivery.

At 254, the pharmacist enters the prescription order in the database, creating an
order number. The pharmacist then verifies at 256 the prescription and attaches a
verification label to the hard copy prescription. At 258, a pick ticket is generated for the
order and the order is forwarded to the pharmacy for fulfillment. The shipment is
confirmed in the database at 260, and the order is shipped by USPS Express Mail. Use of
the US mail invokes certain criminal penalties for unauthorized diversion. Optionally,
other mail services may be used. Potential changes in the law may also bring criminal
penalties into play. Following shipment, the patient is called by the central pharmacy to
confirm that the prescription was received.

As noted at 266, for the sensitive drug, Xyrem, all inventory is cycle counted and
reconciled with the database system quantities before shipments for the day are sent.
This provides a very precise control of the inventor.

A physician success program materials request process begins at 310 in F1G. 3.
At 320, the MD calls to the central pharmacy to request program materials. A special
phone number is provided. MD demographics, DEA number, and data or request are
entered into the database at 330. At 340, a request is made to ship the materials to the
MD via a fulfillment website, or other mechanism. The request process ends at 350.

A refill request process begins at 302 in FIG.s 4A and 4B. There are two different
paths for refills. A first path beginning at 404 involves generating a report from the
central database of patients with a predetermined number of days or product remaining.
A second path beginning at 406 is followed when a patient calls to request an early refill.

In the first path, a copy of the report is provided to an intake reimbursement

specialist at 408. No sooner than 8 days before the medication depletion, a pharmacy
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technician contacts the patient at 410 to complete the pre-delivery checklist. At 412, if
the patient is not reached, a message is left mentioning the depletion, and a return number
at 414. A note is also entered into the database indicating the date the message was left at
416.

5 If the patient is reached at 412, the next shipment is scheduled at 418, the
prescription is entered into the database creating an order at 420, the pharmacist verifies
the prescription and attaches a verification label at 422 and the shipment is confirmed in
the database at 424. Note at 426 that the inventory is cycle counted and reconciled with
the database quantities before the shipments for a day or other time period are sent. A

10  pick ticket is generated for the order and the order is forwarded for fulfillment at 428,
with the first path ending at 430.

The second path, beginning at 406 results in a note code being entered into the
database on a patient screen indicating an early refill request at 432. The pharmacist
evaluates the patient’s compliance with therapy or possible product diversion, misuse or

15  over-use at 436. In one embodiment, cash payers are also identified. The pharmacist
then contacts the prescribing physician to alert them of the situation and confirm if the
physician approves of the early refill at 438. If the physician does not approve as
indicated at 440, the patient must wait until the next scheduled refill date to receive
additional product as indicated at 442, and the process ends at 444.

20 If the physician approves at 440, the pharmacist enters a note in the database on a
patient screen that the physician approves the request at 446. The pharmacist notifies an
intake reimbursement specialist to contact the patient’s insurance provider to verify
coverage for the early refill at 448. If the insurance provider will pay as determined at
450, the specialist submits the coverage approval form as notification that the refill may

25  beprocessed at 452. At 454, the pharmacy technician contacts the patient to schedule
shipment of the product for the next business day, and the process of filling the order is
continued at 456 by following the process beginning at 240.

If the insurance provider will not pay at 450, it is determined whether the patient
1s willing and/or able to pay at 458. If not, the patient must wait until the next scheduled

30  refill date to receive additional product at 460. If it was determined at 458 that the patient

was willing and able to pay, the patient is informed of the cost of the product and is given
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payment options at 462. Once payment is received as indicated at 464, the specialist
submits a coverage approval form to the pharmacy team as notification that the refill
request can be processed at 466. At 468, the pharmacy technician contacts the patient to
schedule shipment. The process of filling the order is continued at 470 by following the
process beginning at 240.

A process, referred to as a NORD process in one embodiment is used to
determine whether donated, third party funds are available for paying for prescriptions
where neither insurance will, nor the patient can pay. The process begins at 510 upon
deterniining that a patient is uninsured or underinsured. A reimbursement specialist
explains the NORD program to the patient and faxes an application request form to
NORD for the patient. At 515, the intake reimbursement specialist documents in the
database that an application has been received through NORD. At 520, NORD mails an
application to the patient within one business day.

A determination 1s made at 525 by NORD whether the patient is approved. If not,
at 530, NORD sends a denial letter to the patient, and it is documented in the database at
540 that the patient was denied by NORD. If the patient is approved, NORD sends an
acceptance letter to the patient and faxes a voucher to the central pharmacy (SDS in one
embodiment) to indicate the approval at 545. At 550, an intake reimbursement specialist
submits a coverage approval form to the pharmacy team as notification that the patient
has been approved for coverage. The process of filling the order is continued at 555 by
following the process beginning at 240.

An inventory control process is illustrated in FIG. 6 beginning at 610. Each
week, a responsible person at the central pharmacy, such as the director of the pharmacy
transfers inventory for the week’s shipments to a segregated warchouse location for
production inventory. At 620, a purchase order is generated for the inventory transferred
to the production location and is sent, such as by fax, to a controller, such as the
controller of the company that obtained approval for distribution and use of the sensitive
drug. At 630, the controller invoices the central pharmacy for the product moved to
production. The process ends at 640.

The central database described above is a relational database running on the

system of FIG. 1, or a server based system having a similar architecture coupled to
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workstations via a network, as represented by communications 160. The database is
likely stored in storage 140, and contains multiple fields of information as indicated at
700 in FIG. 7. The organization and groupings of the fields are shown in one format for
convenience. It is recognized that many different organizations or schemas may be

5 utilized. In one embodiment, the groups of fields comprise prescriber fields 710, patient
fields 720, prescription fields 730 and insurance fields 740. For purposes of illustration,
all the entries described with respect to the above processes are included in the fields. In
further embodiments, no such groupings are made, and the data is organized in a different
manner.

10 Several queries are illustrated at 800 in FIG. 8. There may be many other queries
as required by individual state reporting requirements. A first query at 810 is used to
identify prescriptions written by physician. The queries may be written in structured
query language, natural query languages or in any other manner compatible with the
database. A second query 820 is used to pull information from the database related to

15 prescriptions by patient name. A third query 830 is used to determine prescriptions by
frequency, and a n™ query finds prescriptions by dose at 840. Using query languages
combined with the depth of data in the central database allows many other methods of
mvestigating for potential abuse of the drugs. The central database ensures that all
prescriptions, prescribers and patients are tracked and subject to such investigations. In

20  further embodiments, the central database may be distributed among multiple computers
provided a query operates over all data relating to such prescriptions, prescribers and
patients for the drug.

An example of one prescription and enrollment form is shown at 900 in FIG. 9.
As previously indicated, several fields are included for prescriber information,

25  prescription information and patient information.

FIG. 10 is a copy of one example NORD application request form 1000 used to
request that an application be sent to a patient for financial assistance.

FIG. 11 is a copy of one example application 1100 for financial assistance as
requested by form 1000. The form requires both patient and physician information.

30 Social security number information is also requested. The form provides information for

approving the financial assistance and for tracking assistance provided.
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FIG. 12 is a copy of one example voucher request for medication for use with the
NORD application request form of FIG. 10. In addition to patient and physician
information, prescription information and diagnosis information is also provided.
FIG.s 13A, 13B and 13C are descriptions of sample reports obtained by querying
5  acentral database having fields represented in FIG. 7. The activities grouped by sales,
regulatory, quality assurance, call center, pharmacy, inventory, reimbursement, patient
care and drug information. Each report has an associated frequency or frequencies. The
reports are obtained by running queries against the database, with the queries written in
one of many query languages.
10 While the invention has been described with respect to a Schedule III drug; it is
useful for other sensitive drugs that are DEA or Federally scheduled drugs in Schedule II-
V, as well as still other sensitive drugs where multiple controls are desired for

distribution and use.

15
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Claims
L. A method of distributing a sensitive drug, the method comprising:

receiving prescription requests from a medical doctor containing information
identifying the patient, the sensitive drug, and various credentials of the doctor;

entering the information into a central database for analysis of potential abuse
situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to
shipping the sensitive drug;

confirming receipt of the sensitive drug; and

generating periodic reports via the central database to evaluate potential abuse

patterns.

2. The method of claim 1 wherein receipt of the sensitive drug is confirmed by

telephone call from the central pharmacy to the patient.

3. The method of claim 1 and further comprising launching an investigation of lost
shipments.
4, The method of claim 1 and further comprising recording the confirmation with the

patient that the educational material has been read in the central database.

5. The method of claim 1 and further comprising verifying the patient’s home
address.
6. The method of claim 1 and further comprising recording a designee identified by

the patient to receive the sensitive drug.

7. The method of claim 1 and further comprising establishing a delivery date.
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8. The method of claim 1 wherein prescription refills requested prior to an

anticipated date are questioned by the pharmacist.

9. The method of claim 1 and further comprising shipping comprehensive printed

materials to the physician if the physician is a first time prescriber of the sensitive drug.

10. The method of claim 1 wherein the credentials of the doctor comprise DEA (Drug

Enforcement Agency) and state license numbers.

11. A method of monitoring potential abuse of a sensitive drug by use of an exclusive
central database, the method comprising: -

generating queries of prescription information from a database containing selected
information for all prescriptions of the sensitive drug, wherein the queries comprise
prescriptions by physician specialty, prescriptions by patient name, prescriptions by

frequency and prescriptions by dose.

12. The method of claim 11 and further comprising running multiple predetermined

reports based on data in the exclusive central database.

13. The method of claim 12 wherein such reports are selected from groups of reports
consisting of sales, regulatory, quality assurance, pharmacy, inventory, reimbursement,

patient care, and drug information.

14. The method of claim 13 wherein sales reports are selected from the group
consisting of prescriptions by zip code, prescriptions by physician by zip code and total

dollars by zip code.

15. The method of claim 13 wherein regulatory reports are selected from the group
consisting of number of physician registries, number of denied physician registries and
reasons, number of completed patient registries, number of problem identification,

number of cycle counts performed.

Docket 101.031US1 14
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16. The method of claim 13 wherein inventory reports are selected from the group
consisting of number of returned products and reasons, number of outdated bottles of
product, inventory counts of consignment and production inventory, number of units

received, and lots received.

17. The method of claim 13 wherein patient care reports are selected from the group
consisting of number of adverse events, number of dosing problems and type, number of
noncompliance episodes and reason, number of patients counseled and reason, number of
discontinued and reason, number of patients referred to physician and reason, number of
active patients, number of new patents, number of restart patients, and number of

discontinued patients and reason.

18. The method of claim 13 wherein selected reports are run weekly, monthly or

quarterly.

19. A method of obtaining FDA (Food and Drug Administration) approval for a
sensitive drug, the method comprising:

determining current and anticipated patterns of potential abuse of the sensitive
drug;

selecting multiple controls for distribution by an exclusive central pharmacy
maintaining a central database, the controls selected from the group consisting of
communicating prescriptions from a physician to the central pharmacy, identifying the
physicians name, license and DEA (Drug Enforcement Agency) registration information,
verifying the prescription; obtaining patient information, verifying the physician is
eligible to prescribe the sensitive drug by consulting the National Technical Information
Services to determine whether the physician has an active DEA number and check on
whether any actions are pending against the physician, provide comprehensive printed
materials to the physician, contacting the patient’s insurance company if any, verifying
patient registry information, providing comprehensive education information to the

patient, verifying the patient has reviewed the educational materials, verifying the home
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address of the patient, shipping via US postal service or similar shipping service,
receiving the name of an at least 18 year old designee to receive the drug, confirming
receipt of an initial shipment of the drug to the patient, returning the drug to the
pharmacy after two attempts to deliver, launching an investigation when a shipment is
lost, shipping to another pharmacy for delivery, requiring manufacture at a single
Jocation, releasing inventory in a controlled manner to the central pharmacy, questioning
early refills, flagging repeat instances of lost, stolen, destroyed or spilled prescriptions,
limiting the prescription to a one month supply, requiring rewriting of the prescription
periodically, making the database available to the DEA for checking for abuse patterns in
the data, cash payments, inappropriate questions; and

negotiating with the FDA by adding further controls from the group until approval

is obtained.

20. The method of claim 19 wherein initially selected controls comprise
communicating prescriptions from a physician to the central pharmacy, identifying the
physicians name, license and DEA registration information, verifying the prescription;
obtaining patient information, verifying the physician is eligible to prescribe the sensitive
drug by consulting the National Technical Information Services to determine whether the
physician has an active DEA number and check on whether any actions are pending
against the physician, verifying patient registry information, providing comprehensive
education information to the patient, verifying the patient has reviewed the educational
materials, verifying the home address of the patient, shippihg via US postal service,
confirming receipt of an initial shipment of the drug to the patient releasing inventory in a
controlled manner to the central pharmacy, flagging repeat instances of lost, stolen,
destroyed or spilled prescriptions, and making the database available to the DEA for

checking for abuse patterns in the data

21. The method of claim 19 wherein the sensitive drug is a scheduled drug in

Schedule II-V.

22. A method of distributing a sensitive drug, the method comprising:
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determining current and anticipated patterns of potential abuse of the sensitive
drug;

selecting multiple controls for distribution of the sensitive drug; and

adding additional controls to provide sufficient reassurance to a governmental
regulatory body that the sensitive drug distribution can be adequately controlled in order

to obtain marketing approval by the governmental regulatory body.

23.  The method of claim 22 wherein the system allows marketing of a drug product

pursuant to FDA subpart 4 regulation embodied in Title 21, CFR Part 314.

24. The method of claim 22 wherein distribution of the sensitive drug is controlled by
a central distribution center sufficient to allow the DEA (Drug Enforcement Agency) to

approve the central distribution center.

25. The method of claim 22 wherein the governmental regulatory body comprises a

state regulatory agency that approves distribution of the sensitive drug in a state.
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Abstract of the Disclosure

A drug distribution system and method utilizes a central pharmacy and database
to track all prescriptions for a sensitive drug. Information is kept in the database
regarding all physicians allowed to prescribe the sensitive drug, and all patients receiving

5  the drug. Abuses are identified by monitoring data in the database for prescription
patterns by physicians and prescriptions obtained by patients. Further verification is
made that the physician is eligible to prescribe the drug by consulting a separate database,
and optionally whether any actions are taken against the physician. Multiple controls
beyond those for normal drugs are imposed on the distribution depending on the

10 sensitivity of the drug.
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[ WD ALS/FAYES IN Ry/ENROLLMENT FORM
i 204

AN INTAKE/REIMBURSEMENT SPECIALIST MAKE A COPY OF
THE Rx/ENROLLMENT FORM (THE COPY IS STAMPED
“COPY") AND THE ORIGINAL FAX IS THEN FORWARDED
T0 THE PHARMACY TEAM
|

206
\
MD MAILS/FAXES N Re/ENROLLVENT FORM |

210
i

THE INTAKE/REIMBURSEMENT SPECIALIST ENTERS THE

PATIENT AND PHYSICIAN INFO INTO CHiPS

212 214

IS o

THE INFO NO AN INTAKE REPRESENTATIVE WILL MAKE 1 ATTEMPT TO

COMPLETE? ™1 REACH THE MD TO OBTAIN THE MISSING INFORMATION

216

YES ‘
,220 THE MISSING INFORMATION HAS NOT BEEN OBTAINED
THE INTAKE/REIMBURSEMENT SPECIALIST CONTACTS MD WITHIN 24 HOURS, THE Rx/ENROLLMENT FORM IS FAXED |

TO VERIFY RECEIPT & ACCURACY OF THE PATIENTS Rx BACK TO THE MD WITH A REJECTION EXPLANATION LETTER

& THIS CONTACT IS RECORDED IN CHiPS * 518

‘ o A NOTE IS ENTERED IN CHiPS THAT THE
THE INTAKE/REIMBURSEMENT SPECIALIST SENDS CONSENT APPLICATION WAS REJECTED
FORM AND A COVER LETTER TO THE PATIENT
204
. 232
. THE INTAKE/REIMBURSEMENT SPECIALIST FAXES A )
STATEMENT OF MEDICAL NECESSITY TO THE ( SEE NORD PROCESS FOR PAﬂENTS)
MD TO COMPLETE WHO ARE UNINSURED OR UNDERINSURED
+ 226
THE INTAKE /REIMBURSEMENT SPECIALIST CONTACTS
THE PATIENT'S INSURANCE PROVIDER TO VERIFY
COVERAGE & BENEFITS

234
o
THE PATIENT IS INFORMED OF THE COST OF THE
PRODUCT AND IS GIVEN PAYMENT OPTIONS
‘ 236
o ONCE PAYMENT IS RECEIVED, INTAKE/REIMBURSEMENT
INTAKE /REIMBURSEMENT SUBMITS A COVERAGE SUBMITS A COVERAGE APPROVAL FORM (STAPLED TO
APPROVAL FORM (STAPLED TO THE “COPY” OF THE Rx THE “COPY” OF THE Rx/ENROLLMENT FORM) T0 THE
ENROLLMENT FORM) TO THE PHARMACY TEAM AS PHARMACY TEAM AS NOTIFICATION TO PROCESS
NOTIFICATION TO PROCESS THE PATIENT'S Rx THE PATIENT'S Rx
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~ PHARMACIST MONITORS THE MD.'S
THE PHARMACIST VERIFIES PROGRAM ACTIVITY
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MD.'S CREDENTIALS
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A COVERAGE APPROVAL FORM
FROM INTAKE/REIMBURSEMENT

| THE PHYSICIAN IS INDICATED | | PHARMACIST & INFORMED THAT
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+ 282 H288

THE PHARMACIST HOLDS THE THE Rx AND ENROLLMENT FORM
PATIENT'S Rx UNTIL RECEIVING IS MAILED BACK TO THE MD
A COVERAGE APPROVAL FORM ALONG WITH A COVER LETTER
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-
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‘ 240

UPON RECEIPT OF THE COVERAGE APPROVAL FORM FROM
INTAKE /REIMBURSEMENT THE PHARMACY TECHNICIAN
CONTACTS THE PATIENT TO COMPLETE THE ““TECHNICIAN”
SPECIFIED SECTIONS OF THE PATIENT
COUNSELING CHECKLIST

244

~
THE RECEIPT OF THE MATERIALS IS CONFIRMED AND
ANOTHER CALL IS SCHEDULED TO COUNSEL THE
PATIENT BEFORE THE XYREM IS SHIPPED

o
AFTER COMPLETING THE SPECIFIED SECTIONS OF THE
CHECKLIST WITH THE PATIENT THE PHARMACY TECHNICIAN
TRANSFERS THE CALLER TO THE <PHARMACIST WHO
REVIEWS THE ENTIRE CHECKLIST AND COMPLETES THE
REMAINING “‘PHARMACIST” SPECIFIED SECTIONS
248

-

THE PHARMACIST INDICATES IN CHiPS THAT THE PATIENT

COUNSELING CHECKLIST WAS SUCCESSFULLY COMPLETED 959
INCLUDING THE DATE COMPLETED ~

* 250 THE SHIPMENT MUST BE SENT TO THE PATIENTS HOME

,./
I PRARNACIST SCHEDULE THE PATIENTS SHIPWENT FORl |, ADDRESS UNLESS THE PATIENT IS TRAVELING OR HAS

THE NEXT BUSINESS DAY OR THE NEXT BUSINESS DAY
THE PATIENT IS AVALABLE TO SIGN FOR THE PACKAGE
* 254

~

THE PHARMACIST ENTERS THE Rx ORDER
IN CHPS, CREATING AN ORDER NUMBER

MOVED, IN WHICH CASE THE PHARMACIST WILL DETERMINE
IF AN EXCEPTION WILL BE MADE. THE PATIENT OR THE
PATIENT'S DESIGNEE MUST SIGN FOR THE PACKAGE
UPON DELIVERY

256

~

THE PHARMACIST VERIFIES THE Rx AND ATTACHES THE
VERIFICATION LABEL TO THE HARD COPY Rx

* 258

~
A PICK TICKET IS GENERATED FOR THE ORDER & THE
RDER IS FORWARDED TO THE PHARMACY FOR FULFILLMEN]

760
Pod
[ THE SHIPMENT IS CONFIRVED IN CHPS |
! 262
THE ORIGIAL Rx IS FILED WITH THE PHARMACY
R'S IN NUMERICAL ORDER 266
264

~
o ALL XYREM INVENTORY IS CYCLE COUNTED AND
| THE ORDER IS SHIPPED BY USPS EXPRESS MAL F—  RECONCILED WITH THE CHiPS SYSTEM QUANTITIES
BEFORE THE DAYS SHIPMENTS ARE SENT OUT
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340
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| 410
=
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412 ' 414
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k) H422
THE PHARMACIST VERIFIES THE Rx AND ATTACHES THE
VERIFICATION LABEL TO THE HARD COPY Rx
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434

A NOTE CODE IS ENTERED IN CHiPS ON THE PATIENT
SCREEN INDICATING THE EARLY REFILL REQUEST

‘ 436
~

o
A XYREM PROBLEM IDENTIFICATION & MANAGEMENT RISK
DIVERSION REPORT IS COMPLETED & DOCUMENTED IN
CHiPS. THE REPORT IS THEN FAXED TO OMI & THE
ORIGINAL IS FILED IN A MONTHLY BATCH FILE

THE PHARMACIST EVALUATES THE PATIENT'S
COMPLIANCE WITH THERAPY AND/OR POSSIBLE PRODUCT
DIVERSION, MISUSE OR OVERUSE

+ 438

~

THE PHARMACIST CONTACTS THE PRESCRIBING
PHYSICIAN TO ALERT OF THE SITUATION AND CONFIRM
IF THE PHYSICIAN APPROVES OF THE EARLY REFILL

! 442

THE PATIENT MUST WAT UNTIL THE NEXT SCHEDULED
REFILL DATE TO RECEIVE ADDITIONAL PRODUCT

440

DOES
THE PHYSICIAN
APPROVE?

YES 446

END 444
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.
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REFILL DATE TO RECEIVE ADDITIONAL PRODUCT
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L~

THE PHARMACIST NOTIFIES AN INTAKE/REIMBURSEMENT
SPECIALIST TO CONTACT THE PATIENT'S INSURANCE
PROVIDER TO VERIFY COVERAGE FOR THE EARLY REFILL
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PATIENT WILL T0
PAY?

YES 462

=
THE PATIENT S INFORMED OF THE COST OF THE
PRODUCT AND IS GIVEN PAYMENT OPTIONS

! 464
ONCE PAYMENT IS RECEIVED THE ORDER IS RELEASED
‘ 466

~

~

INTAKE /REIMBURSEMENT SUBMITS A COVERAGE APPROVAL
FORM TO THE PHARMACY TEAM AS NOTIFICATION THAT
THE PATIENT'S REFILL REQUEST CAN BE PROCESSED
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, 454
~
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o
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236

o
FACH WEEK, THE DIRECTOR OF PHARMACY TRANSFERS
INVENTORY FOR THE WEEK'S SHIPMENTS TO A
SEGREGATED WAREHOUSE LOCATION
FOR PRODUCTION INVENTORY

L
-~

A PURCHASE ORDER IS GENERATED FOR THE
INVENTORY TRANSFERRED TO THE PRODUCTION
LOCATION & IS FAXED TO THE OMI CONTROLLER

236

THE OMI CONTROLLER INVOICES SDS FOR
THE PRODUCT MOVED TO PRODUCTION

END 350
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900

s

PRESCRIPTION AND ENROLLMENT FORM

PRESCRIBER INFORMATION

PRESCRIBER'S NAME: OFFICE CONTACT:

STREET ADDRESS: .

CInY: STATE: IP:
PHONE: 4 : FAX:

LICENSE NUMBER: DEA NUMBER:

MD SPECIALTY:

PRESCRIPTION FORM

PATIENT NAME: SS#: DOB: SEX M/ F
ADDRESS: ' :
CITY: STATE: 1IP:
Rx: XYREM ORAL SOLUTION (500 mg/ml) 180 MI. BOTTLE QUANTITY: MONTHS SUPPLY
SIG: TAKE ____ GMS P.0. DILUTED IN 60 mL WATER AT H.S. AND THEN AGAIN 2 1/2 TO 4 HOURS LATER
REFILLS (CIRCLE ONE): 0 1 2 (MAXIMUM OF 3 MONTH SUPPLY)

DATE: / /

PRESCRIBER'S SIGNATURE

PHYSICIAN DECLARATION-PLEASE CHECK EACH BOX T0 BE COMPLETED AT INITAL PRESCRIPTION ONLY

3 | HAVE READ THE MATERIALS IN THE XYREM PHYSICIAN SUCCESS PROGRAM
[——J | VERIFY THAT THE PATIENT HAS BEEN EDUCATED WITH RESPECT TO XYREM PREPARATION, DOSING AND SCHEDULING.
7 | UNDERSTAND THAT XYREM IS APPROVED FOR THE TREATMENT OF CATAPLEXY IN PATIENTS WITH NARCOLEPSY,
AND THAT SAFETY OR EFFICACY HAS NOT BEEN ESTABLISHED FOR ANY OTHER INDICATION.
"7 | UNDERSTAND THAT THE SAFETY OF DOSES GREATER THAN 9gm/DAY HAS NOT BEEN ESTABLISHED

PATIENT INFORMATION

BEST TIME TO CONTACT PATIENT: T3 DAY 3 NIGHT

DAY #: EVENING #:

INSURANCE COMPANY NAME: PHONE #:

INSURED'S NAME: RELATIONSHIP TO PATIENT:

IDENTIFICATION NUMBER: POLICY/GROUP NUMBER:

PRESCRIPTION CARD: CINO CJYES IF YES, CARRIER: ___ POUCY #:___ GROUP:

PLEASE ATTACH COPIES OF PATIENT'S INSURANCE CARDS

FAX COMPLETED FORM TO XYREM SUCCESS PROGRAM (TOLL-FREE) 1-866-470-1744
FOR INFORMATION, CALL THE XYREM TEAM (TOLL FREE) AT 1-866-XYREMBS (1-866-997-3688)

FIG. 9
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1000

e

PATIENT ASSISTANCE APPLICATION REQUEST FORM
DATE:

10: PATIENT ASSISTANCE ORGANIZATION
FROM:  SDS

FAX § 203-798-2291

PLEASE SEND A XYREM PATIENT ASSISTANCE PROGRAM APPLICATION TO:

PATIENT NAME
ADDRESS

TELEPHONE: ()

PATIENT DOSAGE: _ (GRAMS) TWICE MIGHTLY FOR A TOTAL DOSAGE OF __ (GRAMS)
BOTTLES (THREE MONTHS SUPPLY)
BACKGROUND INFORMATION:

FIG. 10
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SENSITIVE DRUG PATIENT ASSISTANCE PROGRAM ,'/1

T

00

VOUCHER REQUEST FOR MEDICATION

PATIENT INFORMATION
<FIRST NAME><LAST NAME>
<ADDRESS 1>

<ADDRESS 2>

<CITY, STATE ZIP CODE>

PHONE: <123-456-7890
DOB: 01/01/1900

SN: 123-45-6789
DRUG ALLOTMENT: 100%
“LRD: 03/01/2001

CASE CODE: x##ssis

PHYSICIAN INFORMATION
<PHYSICIAN NAME>
<ADDRESS 1>
<ADDRESS 2>

<CITY, STATE ZIP CODE>

PHONE: <123-456-7890

FIRST SHIPMENT THIS YEAR

DRUG QUANTITY
XYREEM 180m! bl 1
VALIDATION. DATE: 03/01/2001 +HPHARMACY USE*+*
EXPIRATION DATE: 05/31/2001
ISSUE DATE: 03/15/2001
| APPROVED
NORD COPY

ok 5k ok 3k 3k >k sk 3K 5K oK Sk ok ok ok 3k 3K 3K ok sk ok ok ok ok ok ok ok ok Sk sk 3 e e ok sk sk 3K ok ok ke sk ok 3 ok ok ok ok 3K oK ok 3k ok ok ok

(DETACH HERE)

PATIENT INFORMATION
<FIRST NAME><LAST NAME>
<ADDRESS 1>

<ADDRESS 2>

<CITY, STATE ZIP CODE>

PHONE: <123-456-7890
DOB: 01/01/1900

SSN: 123-45-6789

DRUG ALLOTMENT: 100% -
LRD: 03/01/2001

CASE CODE: +s#tess

PHYSICIAN INFORMATION
<PHYSICIAN NAME>
<ADDRESS 1>
<ADDRESS 2>

<CITy, STATE ZIP CODE>

PHONE: <123-456-7890

FIRST SHIPMENT THIS YEAR

DRUG QUANTITY
XYREM 180ml bt 1

VALIDATION DATE: 03/01/2001 +HPHARMACY USE#**
EXPIRATION. DATE: 05/31/2001

ISSUE. DATE: 03/15/2001

APPROVED

FIG. 11
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1200

s

SENSITIVE DRUG PHYSICIAN'S CERTIFICATE
OF MEDICAL NEED

PATIENT INFORMATION
DATE:

NAME:

LAST FIRST M
DATE OF BIRTH:

DRUG BEING PRESCRIBED: XYREM

DIAGNOSIS/CONDITION FOR WHICH DRUG S BEING PRESCRIBED:
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Attorney Docket No.101.031US1

SCHWEGMAN ®m LUNDBERG m WOESSNER ® KLUTH

United States Patent Application

COMBINED DECLARATION AND POWER OF ATTORNEY

As a below named inventor I hereby declare that: my residence, post office address and citizenship are as
stated below next to my name; that

I verily believe I am the original, first and joint inventor of the subject matter which is claimed and for which
a patent is sought on the invention entitled: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD.

The specification of which is attached hereto.

I hereby state that I have reviewed and understand the contents of the above-identified specification, including
the claims, as amended by any amendment referred to above.

I acknowledge the duty to disclose information which is material to the patentability of this application in
accordance with 37 C.F.R. § 1.56 (attached hereto). 1also acknowledge my duty to disclose all information known to
be material to patentability which became available between a filing date of a prior application and the national or
PCT international filing date in the event this is a Continuation-In-Part application in accordance with 37 C.F.R.
§1.63(e).

I hereby claim foreign priority benefits under 35 U.S.C. §119(a)-(d) or 365(b) of any foreign application(s) for
patent or inventor's certificate, or 365(a) of any PCT international application which designated at least one country
other than the United States of America, listed below and have also identified below any foreign application for
patent or inventor's certificate having a filing date before that of the application on the basis of which priority is
claimed:

No such claim for priority is being made at this time.

I hereby claim the benefit under 35 U.S.C. § 119(e) of any United States provisional application(s) listed
below:

No such claim for priority is being made at this time.

I hereby claim the benefit under 35 U.S.C. § 120 or 365(c) of any United States and PCT international
application(s) listed below and, insofar as the subject matter of each of the claims of this application is not disclosed
in the prior United States or PCT international application in the manner provided by the first paragraph of 35 U.S.C.
§ 112, T acknowledge the duty to disclose material information as defined in 37 C.F.R. § 1.56(a) which became
available between the filing date of the prior application and the national or PCT international filing date of this
application: :

No such claim for priority is being made at this time.
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Attorney Docket No.: 101.031US1 Page 2 of 4
Serial No. not assigned ’
Filing Date: not assigned

I hereby appoint the following attorney(s) and/or patent agent(s) to prosecute this application and to transact
all business in the Patent and Trademark Office connected herewith:

Anglin, J. Michael Reg. No. 24,916 Haack, John L. Reg. No. 36,154 Nama, Kash Reg. No. 44,255
Arora, Suneel Reg. No. 42,267 Harris, Robert J. Reg. No. 37,346 Nelson, Albin J. Reg. No. 28,650
Beekman, Marvin L. Reg. No. 38,377 Jackson Huebsch, Katharine A. Reg. No. 47,670 Nielsen, Walter W. Reg. No. 25,539
Bianchi, Timothy E. Reg. No. 39,610 Jurkovich, Patti J. Reg. No. 44,813 Padys, Danny J. Reg. No. 35,635
Billion, Richard E. Reg. No. 32,836 Kalis, Janal M. Reg. No. 37,650 Parker, 1. Kevin Reg. No. 33,024
Black, David W. Reg. No. 42,331 Klima-Silberg, Catherine I. Reg. No. 40,052 Perdok, Monique M. Reg. No. 42,989
Brennan, Thomas F. Reg. No. 35,075 Kluth, Daniel J. Reg. No. 32,146 Peret, Andrew R. Reg. No. 41,246
Chadwick, Robin A. Reg. No. 36,477 Lacy, Rodney L. Reg. No. 41,136 Peterson, David C. Reg. No. 47,857
Clark, Barbara J. Reg. No. 38,107 Lemaire, Charles A. Reg. No. 36,198 Prout, William F. Reg. No. 33,995 .
Clise, Timothy B. Reg. No. 40,957 LeMoine, Dana B. Reg. No. 40,062 Schumm, Sherry W. Reg. No. 39,422
Cochran, David R. Reg. No. 46,632 Lundberg, Steven W. Reg. No. 30,568 Schwegman, Micheal L. Reg. No. 25,816
Dahl, John M. Reg. No. 44,639 Maki, Peter C. ~ Reg. No. 42,832 Speier, Gary J. Reg. No. 45,458
Drake, Eduardo E. Reg. No. 40,594 Malen, Peter L. Reg. No. 44,894 Steffey, Charles E. Reg. No. 25,179
Embretson, Janet E. Reg. No. 39,665 Mates, Robert E. Reg. No. 35,271 Stordal, Leif T. Reg. No. 46,251
Forrest, Bradley A. Reg. No. 30,837 McCrackin, Ann M. Reg. No. 42,858 Terry, Kathleen R. Reg. No. 31,884
Gamon, Owen J. Reg. No. 36,143 McGough, Kevin J. Reg. No. 31,279 Tong, Viet V. Reg. No. 45,416
Gorrie, Gregory J. Reg. No. 36,530 McTavish, Hugh E. Reg. No. 48,341 Viksnins, Ann S. Reg. No. 37,748
Gortych, Joseph E. Reg. No. 41,791 Mehrle, Joseph P. Reg. No. 45,535 Woessner, Warren D. Reg. No. 30,440
Greaves, John N. Reg. No. 40,362 Muller, Mark V. Reg. No. 37,509

I hereby authorize them to act and rely on instructions from and communicate directly with the person/assignee/attorney/
firm/organization/who/which first sends/sent this case to them and by whom/which I hereby declare that I have consented after full disclosure
to be represented unless/until I instruct Schwegman, Lundberg, Woessner & Kluth, P.A. to the contrary.

Please direct all correspondence in this case to Schwegman, Lundberg, Woessner & Kluth, P.A. at the address indicated below:
P.O. Box 2938, Minneapolis, MN 55402
Telephone No. (612)373-6900

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and
belief are believed to be true; and further that these statements were made with the knowledge that willful false statements and the like so
made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.

Full Name of joint inventor number 1:  Dayton T. Reardan
Citizenship: United States of America Residence: Excelsior, MN
Post Office Address: 22345 Bracketts Road

Excelsior, MN 55331
Signature: . Date:

Dayton T. Reardan

Full Name of joint inventor number 2:  Patti Engel
Citizenship: United States of America Residence: Eagen, MN
Post Office Address: 852 Basswood Lane

Eagen, MN 55123
Signature: Date:

Patti Engel

X Additional inventors are being named on separately numbered sheets, attached hereto.
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Attorney Docket No.: 101.031US1 Page 3 of 4
Serial No. not assigned
Filing Date: not assigned

I hereby declare that all statements made herein of my own knowledge are true and that all statements made
on information and belief are believed to be true; and further that these statements were made with the knowledge
that willful false statements and the like so made are punishable by fine or imprisonment, or both, under Section
1001 of Title 18 of the United States Code and that such willful false statements may jeopardize the validity of the
application or any patent issued thereon.

Full Name of joint inventor number 3 : Bob Gagne
Citizenship: United States of America Residence: St. Paul, MN
Post Office Address: 202 So. Wheeler Street

St. Paul, MN 55015

Signature: Date:
Bob Gagne

Full Name of inventor:

Citizenship: Residence:
Post Office Address:
Signature: . . . Date:

Full Name of inventor:

Citizenship: Residence:
Post Office Address:
Signature: Date:

Full Name of inventor:
Citizenship: Residence:
Post Office Address:

Signature: . . Date:
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§ 1.56 Duty to disclose information material to patentability.
(a) A patent by its very nature is affected with a public interest. The public interest is best served, and the most effective patent

examination occurs when, at the time an application is being examined, the Office is aware of and evaluates the teachings of all information
material to patentability. Each individual associated with the filing and prosecution of a patent application has a duty of candor and good
faith in dealing with the Office, which includes a duty to disclose to the Office all information known to that individual to be material to
patentability as defined in this section. The duty to disclose information exists with respect to each pending claim until the claim is canceled
or withdrawn from consideration, or the application becomes abandoned. Information material to the patentability of a claim that is canceled
or withdrawn from consideration need not be submitted if the information is not material to the patentability of any claim remaining under
consideration in the application. There is no duty to submit information which is not material to the patentability of any existing claim. The
duty to disclose all information known to be material to patentability is deemed to be satisfied if all information known to be material to
patentability of any claim issued in a patent was cited by the Office or submitted to the Office in the manner prescribed by §§ 1.97(b)-(d) and
1.98. However, no patent will be granted on an application in connection with which fraud on the Office was practiced or attempted or the
duty of disclosure was violated through bad faith or intentional misconduct. The Office encourages applicants to carefully examine:

(1) prior art cited in search reports of a foreign patent office in a counterpart application, and

(2) the closest information over which individuals associated with the filing or prosecution of a patent application believe any
pending claim patentably defines, to make sure that any material information contained therein is disclosed to the Office.

(b) Under this section, information is material to patentability when it is not cumulative to information already of record or being
made of record in the application, and

(1) It establishes, by itself or in combination with other information, a prima facie case of unpatentability of a claim; or
(2) TItrefutes, or is inconsistent with, a position the applicant takes in:
(i) Opposing an argument of unpatentability relied on by the Office, or
(ii) Asserting an argument of patentability.
A prima facie case of unpatentability is established when the information compels a conclusion that a claim is unpatentable under the
preponderance of evidence, burden-of-proof standard, giving each term in the claim its broadest reasonable construction consistent with the
specification, and before any consideration is given to evidence which may be submitted in an attempt to establish a contrary conclusion of
patentability.
(c) Individuals associated with the filing or prosecution of a patent application within the meaning of this section are:
(1) Each inventor named in the application:

(2) Each attorney or agent who prepares or prosecutes the application; and

(3) Every other person who is substantively involved in the preparation or prosecution of the application and who is associated
with the inventor, with the assignee or with anyone to whom there is an obligation to assign the application.

(d) Individuals other than the attorney, agent or inventor may comply with this section by disclosing information to the attorney,
agent, or inventor.
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PATENT AND
*x ITRADEMARK OFFICE

\w UNITED STATES

Commissioner for Patents
Washingtor, OC 20231
WIAW. USDTO GOV

| APPLICATION NUMBER | FILING/RECEIPT DATE |  FRSTNAMEDAPPLICANT |  ATTORNEY DOCKET NUMBER |
10/322,348 12/17/2002 Dayton T. Reardan 101.031US1
CONFIRMATION NO. 5446
21186 FORMALITIES LETTER
S gy ' \DBERG, WOESSNER & KLUTH, P-A. R AT
MINNEAPOLIS, MN 55402 10€000000009686927°

Date Mailed: 03/24/2003

NOTICE TO FILE MISSING PARTS OF NONPROVISIONAL APPLICATION
FILED UNDER 37 CFR 1.53(b)
Filing Date Granted

Items Required To Avoid Abandonment:

An application number and filing date have been accorded to this application. The item(s) indicated below,
however, are missing. Applicant is given TWO MONTHS from the date of this Notice within which to file all
required items and pay any fees required below to avoid abandonment. Extensions of time may be obtained by
filing a petition accompanied by the extension fee under the provisions of 37 CFR 1.136(a).

e The statutory basic filing fee is missing.
Applicant must submit $ 375 to complete the basic filing fee for a small entity.

e The oath or declaration is unsigned.

¢ To avoid abandonment, a late filing fee or oath or declaration surcharge as set forth in 37 CFR 1.16(e) of

$65 for a small entity in compliance with 37 CFR 1.27, must be submitted with the missing items identified
in this letter.

Items Required To Avoid Processing Delays:

The item(s) indicated below are also required and should be submitted with any reply to this notice to avoid
further processing delays.

. Ad'ditional claim fees of $87 as a small entity, including any required multiple dependent claim fee, are

required. Applicant must submit the additional claim fees or cancel the additional claims for which fees are
due.

SUMMARY OF FEES DUE:

Total additional fee(s) required for this application is $527 for a Small Entity

e $375 Statutory basic filing fee.

e $65 Late oath or declaration Surcharge.

o Total additional claim fee(s) for this application is $87
s $45 for 5 total claims over 20 .
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= $42 for 1 independent claims over 3 .

A copy of this notice MUST be returned with the reply.

Loty

Custontter Service Center
Initial Patent Examination Division (703) 308-1202
PART 3 - OFFICE COPY
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IN THE UNITED STATES PATENT AND TRADEMARK OFEICE

Applicant: Dayton T. Reardan et al.

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

Docket No.: 101.031US1 Serial No.: 10/322,348

Filed: December 17, 2002 Due Date: N/A RE;

Examiner: Unknown Group Art Unit: 1743 4 CS?V 5
Commissioner for Patents m ! 6 ?0 D
Washington, D.C. 20231 o 7> 03
We are transmitting herewith the following attached items (as indicated with an "X"): 00

X A return postcard.

X  An Information Disclosure Statement (1 pg.), Form 1449 (1 pg.), and copies of 7 cited documents,

Please consider this a PETITION FOR EXTENSION OF TIME for sufficient number of months to enter these papers and
please charge any additional required fees or credit overpayment to Deposit Account No. 19-0743,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. By: M A / — E

P.0. Box 2938, Minneapolis, MN 55402 (612-373-6900) Atty: Bradley A. Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelope addressed to: Commissioner for Patents, Washington, D.C. 20231, on this

day of April, 2003.
MEREOITH MER¢ Her™ ‘ﬂéammt@,:m_a&ﬂ@ﬂé)_
Name Signature
Customer Number 21186
SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. P.O. Box 2938, Minneapolis, MN 55402 (612-373-6900)

(GENERAL)
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S/N 10/322348 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Applicant: Dayton T. Reardan Ph.D. et al. Examiner: Unknown
Serial No.:  10/322,348 Group Art Unit: 1743
. iled: December 17, 2002 Docket: 101.0310, E
iNe: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD C D
o3 b - INFORMATION DISCLOSURE STATEMENT T ’6 20 i
U 170
ZapewA ssistant Commissioner for Patents 0

Washington, D.C. 20231

In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37 C.F.R.
§§ 1.97 et. seq., the enclosed materials are brought to the attention of the Examiner for consideration
in connection with the above-identified patent application. Applicants respectfully request that this
Information Disclosure Statement be entered and the documents listed on the attached Form 1449 be
considered by the Examiner and made of record. Pursuant to the provisions of MPEP 609,
Applicants request that a copy of the 1449 form, initialed as being considered by the Examiner, be
returned to the Applicants with the next official communication.

Pursuant to 37 C.F.R. §1.97(b), it is believed that no fee or statement is required with the
Information Disclosure Statement. However, if an Office Action on the merits has been mailed, the
Commissioner is hereby authorized to charge the required fees to Deposit Account No. 19-0743 in
order to have this Information Disclosure Statement considered.

The Examiner is invited to contact the Applicants' Representative at the below-listed
telephone number if there are any questions regarding this communication.

Respectfully submitted,
DAYTON T. REARDAN PH.D. ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938
Minneapolis, MN 55402

612-373-6972
bue__4-8-2003 5y o ST

Bradley A. Forfest

Reg. No. 30,837
CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelope addressed to: Commissioner of Patents, Washington, D.C. 20231, on this

daﬂ of April, 2003 N
Name :S]ignature
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PTO/SBO8A(10-01)

Approved for use through 10/31/2002. OMB 851-0031

US Patent & Trademark Office: U.S. DEPARTMENT OF COMMERCE

Under the P Reduction Act of 1885, ro are raquired to {0 a collection of information unless it contains a valid OMB control numbes.

Substitute for form 1448A/PTO \Complete if Known
INFORMATION DISCLOSURE Applicati n Number 10/322,348
Filing Date December 17,2002
First Nam dInvent r | Reardan Ph.D., DaytoﬁpnA
Group Art Unit 1743 ‘\'b‘/_
Examiner Name Unknown
Y ~
sne e Attorney Docket No: 101.031US1 e s !
US PATENT DOCUMENTS
Examiner USP Document Publication Date Name of Patentee or Class Subclass Filing Date
Initial * Number Applicant of cited Document If Appropriate
US-6,045,501 04/04/2000 Elsayed, Marc, et al 08/28/1998
US6315720 | 11/1312001 | /lems: Bruce A, et 10/23/2000

FOREIGN PATENT DOCUMENTS

Examiner Foreign Document No . Name of Patentee or Applicant of 2
Initials* J L Publication Date L cited Document Class Subclass T

OTHER DOCUMENTS -- NON PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item T
Initials* No' {book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
__publisher, city and/or country where published.

NASCSA National Conference, (November 2000),8 pages
"Diversion Prevention Through Responsible Distribution”, NADD| Regional
Training, (May 2001),12 pages
"Diversion Prevention Through Responsible Distribution”, NADDI Regional
Training Tennessee, (June 2001),14 Pages
"Diversion Prevention Through Responsible Distribution”, NADD! National
Conference, (November 2001),15 pages
"Peripheral and Central Nervous System Drugs Advisory Committee”,
Department of Health and Human Services Food and Drug Administration
Center for Drug Evaluation and Research, Holiday Inn, Bethesda,
Maryland,(06/06/2001),7 pages

EXAMINER DATE CONSIDERED

Substitute Disclosure Statement Form (PTO-1449)
* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considered. include copy of this form with next communication to
applicant.s Applicant's unique citation number 2Appli is to place a check mark here if English language Translation is attached
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T
O , Attomney Docket No.101.031US1
w [ ScHWEGMAN B LUNDBERG M WOESSNER M KLUTH
W !
(¢ ] . .
) United States Patent Application
Ly e COMBINED DECLARATION AND POWER OF ATTORNEY

As a below named inventor I hereby declare that: my residence, post office address and citizenship are as
stated below next to my name; that

I verily believe I am the original, first and joint inventor of the subject matter which is claimed and for which
a patent is sought on the invention entitled: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD.

The specification of which was filed on December 17, 2002 as application serial no. 10/322,348.

* I hereby state that I have reviewed and understand the contents of the above-identified specification,
including the claims, as amended by any amendment referred to above.

I acknowledge the duty to disclose information which is material to the patentability of this application in accordance
with 37 C.F.R. § 1.56 (attached hereto). I also acknowledge my duty to disclose all information known to be
material to patentability which became available between a filing date of a prior application and the national or PCT
international filing date in the event this is a Continuation-In-Part application in accordance with 37 C.F.R. § 1.63(e).

I hereby claim foreign priority benefits under 35 U.S.C. §119(a)-(d) or 365(b) of any foreign application(s)
for patent or inventor's certificate, or 365(a) of any PCT international application which designated at least one
country other than the United States of America, listed below and have also identified below any foreign application
for patent or inventor's certificate having a filing date before that of the application on the basis of which priority is
claimed:

No such claim for priority is being made at this time.

I hereby claim the benefit under 35 U.S.C. § 119(e) of any United States provisional application(s) listed
below:

No such claim for priority is being made at this time.

I hereby claim the benefit under 35 U.S.C. § 120 or 365(c) of any United States and PCT international
application(s) listed below and, insofar as the subject matter of each of the claims of this application is not disclosed
in the prior United States or PCT international application in the manner provided by the first paragraph of 35 U.S.C.
§ 112, I acknowledge the duty to disclose material information as defined in 37 C.F.R. § 1.56(a) which became
available between the filing date of the prior application and the national or PCT international filing date of this
application:

No such claim for priority is being made at this time.
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Attorney Docket No.: 101.031US1 Page 2 of 4
Serial No. 10/322348

Filing Date: December 17, 2002

I hereby appoint the following attorney(s) and/or patent agent(s) to prosecute this application and to transact

all business in the Patent and Trademark Office connected herewith:

Anglin, J. M Reg. No. 24,916 Harris, Robert J Reg. No. 37,346 Nielsen, Walter W Reg. No. 25,539
Arora, Suneel Reg. No. 42,267 Jackson Huebsch, Katharine A Reg. No. 47,670 Padys, Danny J Reg. No. 35,635
Beekman, Marvin L Reg. No. 38,377 Jurkovich, Patti J Reg. No. 44,813 Parker, J. K Reg. No. 33,024
Bianchi, Timothy E Reg. No. 39,610 Kalis, Janai M Reg. No. 37,650 Peacock, Gregg A Reg. No. 45,001
Billion, Richard E Reg. No. 32,836 Klima-Silberg, Catherine | Reg. No. 40,052 Perdok, Monique M Reg. No. 42,989
Black, David W Reg. No. 42,331 Kluth, Daniel J Reg. No. 32,146 Peret, Andrew R Reg. No. 41,246
Brennan, Thomas F Reg. No. 35,075 Lacy, Rodney L Reg. No. 41,136 Peterson, David C Reg. No. 47,857
Chadwick, Robin A Reg. No. 36,477 Lemaire, Charles A Reg. No. 36,198 Prout, William F Reg. No. 33,995
Clark, Barbara J Reg. No. 38,107 Lundberg, Steven W Reg. No. 30,568 Puckett, Ph. D., Craig L Reg. No. 43,023
Clise, Timothy B Reg. No. 40,957 Maki, Peter C Reg. No. 42,832 Schumm, Sherry W Reg. No. 39,422
Cochran, David R Reg. No. 46,632 Malen, Peter L Reg. No. 44,894 Schwegman, Micheal L Reg. No. 25,816
Dahl, John M Reg. No. 44,639 Mates, Robert E Reg. No. 35,271 Speier, Gary J Reg. No. 45,458
Drake, Eduardo E Reg. No. 40,594 McCrackin, Ann M Reg. No. 42,858 Sieffey, Charles E Reg. No. 25,179
Embretson, Janet E Reg. No. 39,665 McGough, Kevin J Reg. No. 31,279 Stordal, Leif T Reg. No. 46,251
Forrest, Bradiey A Reg. No. 30,837 McTavish, Hugh E Reg. No. 48,341 Terry, Kathleen R Reg. No. 31,884
Gorrie, Gregory J Reg. No. 36,530 Mehrle, Joseph P Reg. No. 45,535 Tong, Viet V Reg. No. 45,416
Gortych, Joseph E Reg. No. 41,791 Muller, Mark V Reg. No. 37,509 Viksnins, Ann 8 Reg. No. 37,748
Greaves, John N Reg. No. 40,362 Nama, Prakash Reg. No. 44,255 Woessner, Warren D Reg. No. 30,440
Haack, John L Reg. No. 36,154 Nelson, A.J Reg. No. 28,650

I hereby authorize them to act and rely on instructions from and communicate directly with the
person/assignee/attorney/firm/organization/who/which first sends/sent this case to them and by whom/which I hereby declare that I have
consented after full disclosure to be represented unless/until I instruct Schwegman, Lundberg, Woessner & Kluth, P.A. to the contrary.

Please direct all correspondence in this case to Schwegman, Lundberg, Woessner & Kluth, P.A. at the address indicated below: -
P.O. Box 2938, Minneapolis, MN 55402
’ Telephone No. (612)373-6900

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and
belief are believed to be true; and further that these statements were made with the knowledge that willful false statements and the like so
made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such willful false
statements may jeopardize the validity of the application or any patent issued thereon.

Full Name of joint inventor number 1 : Dayton T. Reardan Ph.D.

Citizenship: United States of America Residence: Excelsior, MN
Post Office Address: 22345 Bracketts Road
Exceig YMN 55331
Signatﬁre: I Date: ﬁ%ﬁ 3 , 200 3
/ Dayton T. Reardan Ph.D. !
Full Name of joint inventor number 2 : Pattl EN&QL.
Citizenship: United States of America Residence: Eagan, MN

Post Office Add s9: 852 Basswood Lane

Signature: m W

Patti Enpte
ﬂ’TT' A Eue—ﬁ (O

X Additional inventors are being named on separately numbered sheets, attached hereto.

Date: \‘”\OM\ }’57}00 ?)
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I hereby declare that all statements made herein of my own knowledge are true and that all statements made on information and belief are
believed to be true; and further that these statements were made with the knowledge that willful false statements and the like so made are
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code and that such willful false statements
may jeopardize the validity of the application or any patent issued thereon.

Full Name of joint inventor number 3 : Bob Gagne
Citizenship: United States of America Residence: St. Paul, MN
Post Office Address: 202 So. Wheeler Street

St. Paul, MN 55015

Signature@ GQSQ«/\-———— Date: / na1 2002

Bob Gagne
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§ 1.56 Duty to disclose information material to patentability.

(a) A patent by its very nature is affected with a public interest. The public interest is best served, and the most effective patent
examination occurs when, at the time an application is being examined, the Office is aware of and evaluates the teachings of all information
material to patentability. Each individual associated with the filing and prosecution of a patent application has a duty of candor and good
faith in dealing with the Office, which includes a duty to disclose to the Office all information known to that individual to be material to
patentability as defined in this section. The duty to disclose information exists with respect to each pending claim until the claim is canceled
or withdrawn from consideration, or the application becomes abandoned. Information material to the patentability of a claim that is
canceled or withdrawn from consideration need not be submitted if the information is not material to the patentability of any claim
remaining under consideration in the application. There is no duty to submit information which is not material to the patentability of any
existing claim. The duty to disclose all information known to be material to patentability is deemed to be satisfied if all information known
to be material to patentability of any claim issued in a patent was cited by the Office or submitted to the Office in the manner prescribed by
§§ 197(b)-(d) and 1.98. However, no patent will be granted on an application in connection with which fraud on the Office was practiced
or attempted or the duty of disclosure was violated through bad faith or intentional misconduct. The Office encourages applicants to
carefully examine:

(1) prior art cited in search reports of a foreign patent office in a counterpart application, and

(2) the closest information over which individuals associated with the filing or prosecution of a patent application believe any
pending claim patentably defines, to make sure that any material information contained therein is disclosed to the Office.

(b) Under this section, information is material to patentability when it is not cumulative to information already of record or being
made of record in the application, and

(1) Tt establishes, by itself or in combination with other information, a prima facie case of unpatentability of a claim; or
(2) It refutes, or is inconsistent with, a position the applicant takes in:
(i) Opposing an argument of unpatentability relied on by the Office, or
(it) Asserting an argument of patentability.
A prima facie case of unpatentability is established when the information compels a conclusion that a claim is unpatentable under the
preponderance of evidence, burden-of-proof standard, giving each term in the claim its broadest reasonable construction consistent with the
specification, and before any consideration is given to evidence which may be submitted in an attempt to establish a contrary conclusion of
patentability.
(©) Individuals associated with the filing or prosecution of a patent application within the meaning of this section are:
. (1) Each inventor named in the application:

(2) Each attorney or agent who prepares or prosecutes the application; and

(3) Every other person who is substantively involved in the preparation or prosecution of the application and who is associated
with the inventor, with the assignee or with anyone to whom there is an obligation to assign the application.

(d) Individuals other than the attorney, agent or inventor may comply with this section by disclosing information to the attorney,
agent, or inventor.
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PATENT

Applicant: Dayton T. Reardan et al. Examiner: Unknown
Serial No.:  10/322,348 Group Art Unit: Unknown
Filed: December 17, 2002 Docket No: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

ZFz”

PRELIMINARY AMENDMENT

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Prior to taking up this application for examination, please enter the following

amendments:

10/06/2004 MBELETE1 00000032 10322348

01 FC:2201
02 FC:2202

86.00 0P
34.00 0P
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IN THE CLAIMS

1. (Original) A method of distributing a sensitive drug, the method comprising:

receiving prescription requests from a medical doctor containing information identifying
the patient, the sensitive drug, and various credentials of the doctor;

entering the information into a central database for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to shipping the
sensitive drug;

confirming receipt of the sensitive drug; and

generating periodic reports via the central database to evaluate potential abuse patterns.

2. (Original) The method of claim 1 wherein receipt of the sensitive drug is confirmed by

telephone call from the central pharmacy to the patient.

3. (Original) The method of claim 1 and further comprising launching an investigation of

lost shipments.

4, (Original) The method of claim 1 and further comprising recording the confirmation with

the patient that the educational material has been read in the central database.

5. (Original) The method of claim 1 and further comprising verifying the patient’s home
address.
6. (Original) The method of claim 1 and further comprising recording a designee identified

by the patient to receive the sensitive drug.

7. (Original) The method of claim 1 and further comprising establishing a delivery date.
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8. (Original) The method of claim 1 wherein prescription refills requested prior to an

anticipated date are questioned by the pharmacist.

9. (Original) The method of claim 1 and further comprising shipping comprehensive

printed materials to the physician if the physician is a first time prescriber of the sensitive drug.

10.  (Original) The method of claim 1 wherein the credentials of the doctor comprise DEA

(Drug Enforcement Agency) and state license numbers.

11.  (Original) A method of monitoring potential abuse of a sensitive drug by use of an
exclusive central database, the method comprising:

generating queries of prescription information from a database containing selected
information for all prescriptions of the sensitive drug, wherein the queries comprise prescriptions
by physician specialty, prescriptions by patient name, prescriptions by frequency and

prescriptions by dose.

12. (Original) The method of claim 11 and further comprising running multiple

predetermined reports based on data in the exclusive central database.

13. (Original) The method of claim 12 wherein such reports are selected from groups of
reports consisting of sales, regulatory, quality assurance, pharmacy, inventory, reimbursement,

patient care, and drug information.

14.  (Original) The method of claim 13 wherein sales reports are selected from the group
consisting of prescriptions by zip code, prescriptions by physician by zip code and total dollars

by zip code.

15.  (Original) The method of claim 13 wherein regulatory reports are selected from the

group consisting of number of physician registries, number of denied physician registries and
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reasons, number of completed patient registries, number of problem identification, number of

cycle counts performed.

16.  (Original) The method of claim 13 wherein inventory reports are selected from the group
consisting of number of returned products and reasons, number of outdated bottles of product,
inventory counts of consignment and production inventory, number of units received, and lots

received.

17. (Original) The method of claim 13 wherein patient care reports are selected from the
group consisting of number of adverse events, number of dosing problems and type, number of
noncompliance episodes and reason, number of patients counseled and reason, number of
discontinued and reason, number of patients referred to physician and reason, number of active
patients, number of new patents, number of restart patients, and number of discontinued patients

and reason.

18.  (Original) The method of claim 13 wherein selected reports are run weekly, monthly or

quarterly.

19. (Original) A method of obtaining FDA (Food and Drug Administration) approval for a
sensitive drug, the method comprising:

determining current and anticipated patterns of potential abuse of the sensitive drug;

selecting multiple controls for distribution by an exclusive central pharmacy maintaining
a central database, the controls selected from the group consisting of communicating
prescriptions from a physician to the central pharmacy, identifying the physicians name, license
and DEA (Drug Enforcement Agency) registration information, verifying the prescription;
obtaining patient information, verifying the physician is eligible to prescribe the sensitive drug by
consulting the National Technical Information Services to determine whether the physician has
an active DEA number and check on whether any actions are pending against the physician,

provide comprehensive printed materials to the physician, contacting the patient’s insurance
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company if any, verifying patient registry information, providing comprehensive education
information to the patient, verifying the patient has reviewed the educational materials, verifying
the home address of the patient, shipping via US postal service or similar shipping service,
receiving the name of an at least 18 year old designee to receive the drug, confirming receipt of
an initial shipment of the drug to the patient, returning the drug to the pharmacy after two
attempts to deliver, launching an investigation when a shipment is lost, shipping to another
pharmacy for delivery, requiring manufacture at a single location, releasing inventory in a
controlled manner to the central pharmacy, questioning early refills, flagging repeat instances of
lost, stolen, destroyed or spilled prescriptions, limiting the prescription to a one month supply,
requiring rewriting of the prescription periodically, making the database available to the DEA for
checking for abuse patterns in the data, cash payments, inappropriate questions; and

negotiating with the FDA by adding further controls from the group until approval is

obtained.

20.  (Original) The method of claim 19 wherein initially selected controls comprise
communicating prescriptions from a physician to the central pharmacy, identifying the physicians
name, license and DEA registration information, verifying the prescription; obtaining patient
information, verifying the physician is eligible to prescribe the sensitive drug by consulting the
National Technical Information Services to determine whether the physician has an active DEA
number and check on whether any actions are pending against the physician, verifying patient
registry information, providing comprehensive education information to the patient, verifying the
patient has reviewed the educational materials, verifying the home address of the patient,
shipping via US postal service, confirming receipt of an initial shipment of the drug to the patient
releasing inventory in a controlled manner to the central pharmacy, flagging repeat instances of
lost, stolen, destroyed or spilled prescriptions, and making the database available to the DEA for

checking for abuse patterns in the data.

21.  (Original) The method of claim 19 wherein the sensitive drug is a scheduled drug in

Schedule II-V.
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22.  (Original) A method of distributing a sensitive drug, the method comprising:
determining current and anticipated patterns of potential abuse of the sensitive dmg;
selecting multiple controls for distribution of the sensitive drug; and
adding additional controls to provide sufficient reassurance to a governmental regulatory
body that the sensitive drug distribution can be adequately controlled in order to obtain marketing

approval by the governmental regulatory body.

23.  (Original) The method of claim 22 wherein the system allows marketing of a drug

product pursuant to FDA subpart 4 regulation embodied in Title 21, CFR Part 314.

24,  (Original) The method of claim 22 wherein distribution of the sensitive drug is controlled
by a central distribution center sufficient to allow the DEA (Drug Enforcement Agency) to

approve the central distribution center.

25. (Original) The method of claim 22 wherein the governmental regulatory body comprises

a state regulatory agency that approves distribution of the sensitive drug in a state.

26.  (New) A method to control abuse of a sensitive drug by controlling the distribution
thereof via an exclusive central pharmacy that maintains a central database that tracks all
prescriptions of said sensitive drug and analyzes for potential abuse situations, the method
comprising;:

determining current and anticipated patterns of potential prescription abuse of said
sensitive drug from periodic reports generated by the central database based on prescription
request data from a medical doctor, wherein said request data contain information identifying the
patient, the drug prescribed, and credentials of the doctor; and

selecting multiple controls for distribution by said exclusive central pharmacy, the
controls selected from the group consisting of communicating prescriptions from a physician to

the central pharmacy; identifying the physicians name, license, and DEA (Drug Enforcement



AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 56 of 560

PRELIMINARY AMENDMENT . . Page 7
Serial Number: 10/322,348 Docket No: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

Agency) registration information; verifying the prescription; obtaining patient information;
verifying the physician is eligible to prescribe the sensitive drug by consulting the National
Technical Information Services to determine whether the physician has an active DEA number
and to check on whether any actions are pending against the physician; providing comprehensive
printed materials to the physician; contacting the patient’s insurance company if any; verifying
patient registry information; providing comprehensive education information to the patient;
verifying the patient has reviewed the educational materials; verifying the home address of the
patient; shipping via US postal service or similar shipping service; receiving the name of an at
least 18 year old designee to receive the drug; confirming receipt of an initial shipment of the
drug to the patient returning the drug to the pharmacy after two attempts to deliver; launching an
investigation when a shipment is lost; shipping to another pharmacy for delivery; requiring
manufacture at a single location; releasing inventory in a controlled manner to the central
pharmacy; questioning early refills; flagging repeat instances of lost, stolen, destroyed, or spilled
prescriptions; limiting the prescription to a one month supply; requiring rewriting of the
prescription periodically; and making the database available to the DEA for checking for abuse

patterns in the data, for cash payments, and for inappropriate questions.

27.  (New) The method of claim 26 wherein initially selected controls comprise
communicating prescriptions from a physician to the central pharmacy; identifying the physicians
name, license, and DEA registration information; verifying the prescription; obtaining patient
information; verifying the physician is eligible to prescribe the sensitive drug by consulting the
National Technical Information Services to determine whether the physician has an active DEA
number and to check on whether any actions are pending against the physician; verifying patient
registry information; providing comprehensive education information to the patient; verifying the
patient has reviewed the educational materials; verifying the home address of the patient;
shipping via US postal service; confirming receipt of an initial shipment of the drug to the
patient; releasing inventory in a controlled manner to the central pharmacy; flagging repeat
instances of lost, stolen, destroyed, or spilled prescriptions; and making the database available to

the DEA for checking for abuse patterns in the data.
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28. (New) The method of claim 26 which further comprises consulting a separate database to

verify that the medical doctor is eligible to prescribe the drug.

29.  (New) A method to control abuse of gamma hydroxy butyrate (GHB) by controlling the
distribution of GHB via an exclusive central pharmacy that maintains a central database that
tracks all prescriptions of GHB and analyzes for potential abuse situations, the method
comprising;

determining current and anticipated patterns of potential prescription abuse of GHB from
periodic reports generated by the central database based on prescription request data from a
medical doctor, wherein said request data contain information identifying the patient, GHB as the
drug prescribed, and credentials of the doctor; and

selecting multiple controls for distribution by said exclusive central pharmacy, the
controls selected from the group consisting of communicating prescriptions from a physician to
the central pharmacy; identifying the physicians name, license, and DEA (Drug Enforcement
Agency) registration information; verifying the prescription; obtaining patient information;
verifying the physician is eligible to prescribe the sensitive drug by consulting the National
Technical Information Services to determine whether the physician has an active DEA number
and to check on whether any actions are pending against the physician; providing comprehensive
printed materials to the physician; contacting the patient’s insurance company if any; verifying
patient registry information; providing comprehensive education information to the patient;
verifying the patient has reviewed the educational materials; verifying the home address of the
patient; shipping via US postal service or similar shipping service; receiving the name of an at
least 18 year old designee to receive the drug; confirming receipt of an initial shipment of the
drug to the patient returning the drug to the pharmacy after two attempts to deliver; launching an
investigation when a shipment is lost; shipping to another pharmacy for delivery; requiring
manufacture at a single location; releasing inventory in a controlled manner to the central
pharmacy; questioning early refills; flagging repeat instances of lost, stolen, destroyed, or spilled

prescriptions; limiting the prescription to a one month supply; requiring rewriting of the
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prescription periodically; and making the database available to the DEA for checking for abuse

patterns in the data, for cash payments, and for inappropriate questions.

30. (New) The method of claim 29 wherein initially selected controls comprise
communicating prescriptions from a physician to the central pharmacy; identifying the physicians
name, license, and DEA registration information; verifying the prescription; obtaining patient
information; verifying the physician is eligible to prescribe the sensitive drug by consulting the
National Technical Information Services to determine whether the physician has an active DEA
number and to check on whether any actions are pending against the physician; verifying patient
registry information; providing comprehensive education information to the patient; verifying the
patient has reviewed the educational materials; verifying the home address of the patient;
shipping via US postal service; confirming receipt of an initial shipment of the drug to the
patient; releasing inventory in a controlled manner to the central pharmacy; flagging repeat
instances of lost, stolen, destroyed, or spilled prescriptions; and making the database available to

the DEA for checking for abuse patterns in the data.

31. (New) The method of claim 29 which further comprises consulting a separate database to

verify that the medical doctor is eligible to prescribe the drug.
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REMARKS
By this amendment, Applicants have added new claims 26 to 31. No new matter has

been added. Support for claim 26 appears in the specification at page 1( in the Summary of the
Invention) and in original claim 19. Support for claim 27 appears in original claim 20. Support
for claim 28 appears in the specification at page 2, line 1. Support for claim 29 appears at page
4, line 13, in the specification at page 1 (in the Summary of the Invention), and in original claim
19. Support for claim 30 appears at page 4, line 13 and in original claim 20. Support for claim
31 appears at page 4, line 13 and at page 2, line 1.
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Conclusion
Applicants respectfully submit that the claims are in condition for allowance and
notification to that effect is earnestly requested. The Examiner is invited to telephone
Applicants’ attorney at (703) 239-9592 to facilitate prosecution of this application.
If necessary, please charge any additional fees or credit overpayment to Deposit Account

No. 19-0743.

Respectfully Submitted,
DAYTON T. REARDAN ET AL.

By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(703) 239-9592

Date 7/30/ 200 Y By M% /j

Bradle§/ A. Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR § 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelop addressed to: Commissionerm.o. Box 145, Alexandria, VA 22313-

1450, on tfis SOMtay of SeptenfGir 2004,
Yhm(\ M. ,\h\Q_ Signature Iﬂ Wj

Name
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‘3/% 0‘},;'. pphcant Dayton T. Reardan et al. Examiner:
B> Serial No.:  10/322348 Group Art Unit:
" Filed: December 17, 2002 Docket: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

PETITION TO MAKE SPECIAL UNDER 37 C.F.R. § 1.102(d)

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Applicants hereby petition the Commissioner to advance the above-identified Application out of turn
for accelerated examination under the provisions of 37 C.F.R. 1.102(d).

The Application meets the requirements of M.P.E.P. §708.02, section VIII. The petition fee of $130.00
as set forth in § 1.17(i), which is required pursuant to 37 C.F.R. § 1.102(d), is enclosed. The Application is a
new application, not yet having received any examination. Applicants believe that all of the claims are directed
to a single invention; however, if the Office shall determine that they do not obviously encompass only a single
invention, Applicants agree to make a telephone election without traverse. An enclosed Statement avers that a
pre-examination search has been carried out, lists the field of the search, and discusses the relevant references,
pointing out how the claimed subject matter is patentable over these references with the particularity required
by 37 C.F.R. 1.111(b) and (c). Copies of the references deemed most closely related to the subject matter are
enclosed in the accompanying Information Disclosure Statement and Form 1449.

Respectfully submitted,
DAYTON T. REARDAN ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(703) 239-9592

Date '?/30/7"0'/ By %/%/‘—:j

Bradle{ A. Forrest
Reg. No. 36,530

I herehy certify that this corpegpondence is being deposited with the United States Postal Servwe as first clasy mail in an envelope addressed to
Commisioner for Patenls . Box 1450, Alexandria, VA 22313-1450 on Septe 004
Name™ Slgnature

10/06/2004 MBELETE1 00000032 10322348

03 FC:1460

130.00 0P
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Serial No.: 10/322348 Group Art Unit:
Filed: December 17, 2002 Docket: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

PRE-EXAMINATION STATEMENT
FOR PETITION TO MAKE SPECIAL UNDER 37 C.E.R. §1.102(d)

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Dear Sir:
The undersigned Attorney for Applicant has caused a search to be made for the subject
matter claimed in claims 1-31 of the above-identified Application.

The search was conducted in the USPTO classes/subclasses listed below:

Class  Subclasses Description
700/ DATA PROCESSING: GENERIC CONTROL SYSTEMS OR
SPECIFIC APPLICATIONS
237 ....Authorization (e.g., password, time usage limit, personal

identification number (PIN)

705/ DATA PROCESSING: FINANCIAL, BUSINESS PRACTICE,
MANAGEMENT, OR COST/PRICE DETERMINATION
1 AUTOMATED ELECTRICAL FINANCIAL OR BUSINESS
PRACTICE OR MANAGEMENT ARRANGEMENT
2 . Health care management (e.g., record management, ICDA billing)
3 .. Patient record management
707/ DATA PROCESSING: DATABASE AND FILE MANAGEMENT
OR DATA STRUCTURES
1 DATABASE OR FILE ACCESSING
10 . Distributed or remote access
104.1 . Application of database or data structure (e.g., distributed, multimedia,
image)
709/ ELECTRICAL COMPUTERS AND DIGITAL PROCESSING

SYSTEMS: MULTICOMPUTER DATA TRANSFERRING OR
PLURAL PROCESSOR SYNCHRONIZATION

200 MULTICOMPUTER DATA TRANSFERRING

201 . Distributed data processing
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217 . Remote data accessing
218 .. Using interconnected networks
219 .. Accessing a remote server

The references found to be relevant to claims 1-31 are listed on Form 1449 of the
enclosed Information Disclosure Statement, and copies of each of these references are attached
thereto. The following discussion sets forth with particularity the reasons why claims 1-31 are
patentable over the relevant references.

In summary, the present claims relate to a new paradigm for controlling distribution of a
sensitive drug. Heretofore, sensitive drug access has been restricted via a computer readable
storage medium containing information on the patient, the prescriber, and the pharmacy. The
computer readable storage medium evaluates risk parameters and generates an approval code to
the pharmacy after determining that the degree of risk of contraindications to the patient is
acceptable.

The new distribution model of the present system and method permits analysis and
control of abuse of the sensitive drug and control of adverse reactions to the sensitive drug. It
further permits obtaining FDA approval for the sensitive drug. The new model employs an
exclusive central pharmacy that relies upon imposition of controls for distribution of a sensitive
drug after a central database has analyzed for potential abuse situations and/or current and
anticipated patterns of potential adverse reactions to the drug.

Patent 5,845,255 and related published application 2002/0042725 A1 to Mayaud provide
for a PRESCRIPTION MANAGEMENT SYSTEM. Disclosed is a remote source database
that may provide prescription abuse monitoring parameters. Multiple physicians and/or
pharmacists may have access to a patient’s prescription history record so that when a patient
presents a problem or condition to more than one physician, it may be known. The system also
allows for access to comprehensive drug information including scientific literature .

Instant claims 19 and 26 recite a feature that embodies the new distribution model,
namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature is not
disclosed in Mayaud.

Patents 5,924,074 and 6,347,329 Bl to Evans provide for an ELECTRONIC
MEDICAL RECORDS SYSTEM. Disclosed is reference database 104, which includes
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diagnosis module 300, medication manager 302, and procedure module 304. A healthcare
provider may use the reference database for assistance in diagnosing a patient’s disease and
prescribing medications to treat the disease. Medication manager 302 provides information on
medications, such as proper dosages, allergies, contraindications, adverse interactions, and side
effects. This system also provides instant access to a patient’s electronic record by any
authorized healthcare provider from any geographical location.

Instant claim 19 recites a feature that embodies the new distribution model, namely the
distribution of a sensitive drug by an exclusive central pharmacy. This feature is not disclosed in
Evans.

Patent 6,021,392 to Lester et al. provides for a SYSTEM AND METHOD FOR DRUG
MANAGEMENT. Disclbsed 1s a system for health care supply distribution from a central
location.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Lester et al. These features do more than simply manage the distribution of health
care supplies as in Lester et al. In contrast, the present model analyses for and determines
potential abuse situations and current and anticipated patterns of potential adverse reactions.

Patent 6,055,507 to Cunningham provides for a METHOD AND SYSTEM FOR
DISPENSING TRACKING AND MANAGING PHARMACEUTICAL TRIAL
PRODUCTS. Disclosed is a centralized pharmaceutical sample distribution management
system for controlling dispensing of samples among prescribers, patients, and pharmacies.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Cunningham. These features do more than simply manage the distribution of
pharmaceutical samples as in Cunningham. In contrast, the present model analyses for and
determines potential abuse situations and current and anticipated patterns of potential adverse
reactions.,

Patent 6,112,182 to Akers et al. provides for a METHOD AND APPARATUS FOR
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INTEGRATED MANAGEMENT OF PHARMACEUTICAL AND HEALTHCARE
SERVICES. Disclosed is a database for storing information on patients, doctors, drugs and
prescriptions.  Practice management system 102 checks for adverse interactions that the
prescribed drug may have, and for possible adverse reactions of the patient to the drug due to
allergies. The drug conflict information is maintained in conflict table 410, and is displayed to
the pharmacist. A prescription record is created and kept in the database for the practice
management system 102 each time the drug is dispensed for reference.

Instant claims 19 and 26 recite a feature that embodies the new distribution model,
namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature is not
disclosed in Akers et al.

Patents 6,315,720 B1, 6,561,977 B2, and 6,755,784 B2 to Williams et al. provide for
METHODS FOR DELIVERING A DRUG TO A PATIENT WHILE RESTRICTING
ACCESS TO THE DRUG BY PATIENTS FOR WHOM THE DRUG MAY BE
CONTRAINDICATED. Disclosed is a computer readable storage medium in which the
prescriber, pharmacy and patient may be registered. A storage medium is used to educate and
reinforce the actions of patients who are taking a drug, as well as prescribers and pharmacies that
distribute the drug. Based on information collected, patients are assigned to risk groups in order
to limit unauthorized and inappropriate distribution of a drug.

Instant claims 19 and 26 recite a feature that embodies the new distribution model,
namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature is not
disclosed in Williams et al.

Patent 6,687,676 Bl and related published application 2004/0107117 Al to Denny
providle a PRESCRIPTION VERIFICATION SYSTEM. Disclosed is a method for
verifying/confirming prescription fulfillment, whereby a hosted database receives/provides
prescription information including health care provider codes, patient codes, pharmacy system
identification codes, and reports having prescription data summarized by patient name, social
security numbers, the names of the prescribing health care providers, and the physician's Drug
Enforcement Agency (DEA) number as means for minimizing fraud, abuse, and errors associated
with prescription drugs.

Instant claim 1 recites features that embody the new distribution model. For example,
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among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Denny. These features do more than simply verify and confirm fulfillment of
prescriptions, as in Denny. In contrast, the present model analyses for and determines potential
abuse situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2001/0001144 Al to Kapp provides for a PHARMACY
DRUG MANAGEMENT SYSTEM PROVIDING PATIENT SPECIFIC DRUG DOSING,
DRUG INTERACTION ANALYSIS, ORDER GENERATION, AND PATIENT DATA
MATCHING. Disclosed is a pharmacy drug management system that includes drug interaction
module 30. Through the module, each drug to be prescribed will be examined for potential
problems associated with other drugs and medical data of the patient such as the medical
condition, allergy, and food of the patient. The module allows the input of medical history;
allergies, diet, and prescribed drugs from all physicians being seen by the patient. '

Instant claims 19 and 26 recite a feature that embodies the new distribution model,
namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature is not
disclosed in Kapp.

Published patent application 2001/0042050 A1l to Fletcher et al. provides a SECURE
ELECTRONIC PROCUREMENT SYSTEM AND METHOD. Disclosed is a secure,
Internet-based electronic procurement system allowing a user (e.g., pharmacist) to érder and
confirm receipt of goods normally subject to a verifiable chain of custody (e.g., narcotics,
controlled drugs and substances).

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Fletcher et al. These features do more than simply facilitate the ordering and
receipt of drugs as in Fletcher et al. In contrast, the present model analyses for and determines
potential abuse situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2001/0047281 Al to Keresman et al. provides a SECURE
ON-LINE AUTHENTICATION SYSTEM FOR PROCESSING PRESCRIPTION DRUG
FULFILLMENT. Disclosed is a centralized database providing identity authentication over a
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communication network, whereby network users/vendors are registered and provided with a
uniquely defined identity as means for allowing ID authentication prior to closing a transaction.
For doctors 40 and pharmacies 30, the evaluation preferably includes a verification of their
credentials and/or licenses by comparing collected registration data 114 corresponding to data
made available from a government office or agency which issued the credentials and/or granted
licenses.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Keresman et al. These features do more than simply authenticate identity as in
Keresman et al. In contrast, the present model analyses for and determines potential abuse
situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2002/0032581 Al to Reitberg provides SINGLE-
PATIENT DRUG TRIALS USED WITH ACCUMULATED DATABASE: RISK OF
HABITUATION. Disclosed is a method of predicting the abuse potential of a drug or substance
when administered to an individual patient for chronic therapy or used habitually, and for gaining
FDA approval and surveillance post-approval for new drugs which have been discovered for the
treatment of chronic illnesses and conditions.

Instant claim 19 recites a feature that embodies the new distribution model, namely the
distribution of a sensitive drug by an exclusive central pharmacy in order to obtain FDA
approval. This feature is not disclosed in Reitberg.

Published patent application 2002/0032582 A1 to Feeney et al. provides for a SYSTEM
FOR MEDICATION DISPENSING AND INTEGRATED DATA MANAGEMENT.
Disclosed is a medical system for integrating data management with the process of controllably
dispensing products including medications, and whereby a central server connected via a network
to a prescription subsystem is configured to receive and process data including DEA, FDA, and
drug interactions as means to determine whether the medication is appropriate for a patient.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient

education, analysis of potential abuse, and generating periodic reports are not discussed or
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suggested by Feeney et al. These features do more than simply control dispensing of drugs at the
point of care as in Feeney et al. In contrast, the present model analyses for and determines
potential abuse situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2002/0042762 Al to McQuade et al. provides for
TRACKING THE DISTRIBUTION OF PRESCRIPTION DRUGS AND OTHER
CONTROLLED ARTICLES. Disclosed is a method for tracking the distribution of controlled
articles from a central inventory.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by McQuade et al. These features do more than simply control the distribution and
inventory of pharmaceutical samples as in McQuade et al. In contrast, the present model
analyses for and determines potential abuse situations and current and anticipated patterns of
potential adverse reactions.

Published patent application 2002/0052762 Al to Kobylevsky et al. provides for a
REMOTE PRESCRIPTION REFILL SYSTEM. Disclosed is a central pharmacy system
having software for automatically processing pharmacy orders.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Kobylevsky et al. These features do more than simply process refills automatically
so as to relieve the burden on pharmacists as in Kobylevsky et al. In contrast, the present model
analyses for and determines potential abuse situations and current and anticipated patterns of
potential adverse reactions.

Published patent application 2002/0161607 Al to Subich provides for a
PHARMACEUTICAL DRUG SAMPLE TRACKING AND CONTROL METHOD.
Disclosed is a pharmaceutical drug sample tracking and control method for storing patient
information, adverse reaction information experienced by a patient, and patient recovery state,
when a patient is treated with a drug sample.

Instant claim 1 recites features that embody the new distribution model. For example,
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among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports to evaluate potential abuse
patterns are not discussed or suggested by Subich. These features do more than simply store
prescription information so that interested parties may access the information.

Published patent application 2003/0046110 Al to Gogolak provides for a METHOD
AND SYSTEM FOR CREATING, STORING, AND USING PATIENT SPECIFIC AND
POPULATION-BASED GENOMIC DRUG SAFETY DATA. Disclosed is drug safety
database 10, which may be accessed by users as a single virtual database. This source data
covers three general areas: adverse event database 20, drug information database 30, and patient
or genomic database 40. Adverse event data are acquired by accessing, soliciting, or assembling
data on patients experiencing adverse drug reactions, and comparing the data against data from a
control set. This data may be provided from pharmaceutical corporations, hospitals, physicians,
and government agencies.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Gogolak. These features do more than simply provide a database as in Gogolak.
In contrast, the present model analyses for and determines potential abuse situations and current
and anticipated patterns of potential adverse reactions.

Published patent application 2003/0050802 Al to Jay et al. provides for a MEDICAL
SERVICE AND PRESCRIPTION MANAGEMENT SYSTEM. Disclosed is point-of-care
device 112, which may connect to health plan database 104. The system allows a doctor to
search for drugs and perform drug interaction checking. It helps in dispensing of medication by
presenting a warning message when the doctor selects a drug that is likely to cause drug-to-drug
interactions or drug-allergy interactions for the patient. The drug interaction warnings may also
include an analysis of the patient’s family history and living habits.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient

education, analysis of potential abuse, and generating periodic reports are not discussed or
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suggested by Jay et al. These features do more than simply allowing a doctor to search for drugs
and perform drug interaction checking as in Jay et al. In contrast, the present model analyses for
and determines potential abuse situations and current and anticipated patterns of potential
adverse reactions.

Published patent application 2003/0093295 A1 to Lilly et al. provides a CONTROLLED
SUBSTANCE TRACKING SYSTEM AND METHOD. Disclosed is a system and method for
providing access to potential medication abuse information comprising identification of
prescription duplications, potential drug interactions, multi-source interstate prescriptive
medication abuse, and fraudulent prescriptive medications. Data storage 122 provides means for
storing/receiving various types of data comprising: a doctor’s name, DEA number, patient name,
patient ID, patient address, patient phone number, drugs prescribed, dosage, frequency, start/end
date, duration, quantity, number refills, whether substitution is allowed, generic allowed, notes,
aberrant use flag, date prescription filed, location prescription was filled, pharmacist’s name,
phone number, and DEA number.

Instant claim 1 recites features that embody the new distribution .model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Lilly et al. These features do more than simply providing access to potential
medication abuse information as in Lilly et al. In contrast, the present model analyses for and
determines potential abuse situations and current and anticipated patterns of potential adverse
reactions.

Published patent application 2003/0110060 A1 to Clementi provides for a METHOD OF
PROVIDING COMPREHENSIVE DRUG COMPLIANCE INFORMATION. Disclosed is
database 20, which constructs patient report 12. Patient 10 may access this report to .see basic
personal information, a record of all medicines being used, interactions between the medicines,
and side effects of the medicine. The drug manufacturer 50 may also receive a number of such
reports and note the side effect in a future product warning.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient

education, and analysis of potential abuse are not discussed or suggested by Clementi. These
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features do more than simply provide information as in Clementi. In contrast, the present model
analyses for and determines potential abuse situations and current and anticipated patterns of
potential adverse reactions.

Published patent application 2003/0127508 Al to Jones provides a METHOD OF
INDIVIDUALLY TRACKING AND IDENTIFYING A DRUG DELIVERY DEVICE.
Disclosed is a method and system for identifying an individual drug delivery device and for
tracing its ownership, whereby a coded unique identifier is stored in a database for subsequent
association/identification of distributing entities (e.g., transferee and a prescribing physician).
Additional information added to the database may include the address of a patient, the RX
number, the MD number, the identity of the prescribing physician, the DEA number, the
pharmacy number, and the date of dispensation or transfer. .

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Jones. These features do more than simply track and identify a particular drug
delivery device as in Jones. In contrast, the present model analyses for and determines potential
abuse situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2003/0144876 Al to Kosinski et al. provides for an
APPARATUS AND METHOD FOR PROCESSING PHONE-IN PRESCRIPTION.
Disclosed is central or regional pharmacy 138 and prescription processing network 100, whereby
identification information including DEA data may be utilized as means to prevent prescription
fraud.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Kosinski et al. These features do more than simply process audible, fax, or e-mail
prescription requests as in Kosinski et al. In contrast, the present model analyses for and
determines potential abuse situations and current and anticipated patterns of potential adverse
reactions.

Published patent application 2003/0229519 Al to Eidex et al. provides for SYSTEMS
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AND METHODS FOR IDENTIFYING FRAUD AND ABUSE IN PRESCRIPTION
CLAIMS. Disclosed is a system for identifying fraudulent prescription claims. The system
monitors prescription transactions and returns appropriate notification messages to pharmacists or
other health care providers. Database 105 may store data relating to pharmacies, doctors, and
consumers. This may include typical doses filled by consumers, the likelihood indicatérs of fraud
and abuse screening processes, and reports relating to the results of fraud and abuse screening
processes. An example of a method of preventing drug abuse is a comparison of the distance
between the pharmacy and the patient with the statistical average distance that has been previously
computed.

Instant claims 19 and 26 recite a feature that embodies the new distribution model,
namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature is not
disclosed in Eidex et al.

Published patent application 2003/0233256 Al to Cardenas et al. providles SECURE
MEDICAL PRESCRIPTIONS. Disclosed is a centralized method and system for producing a
secure medical prescription by converting the physician's DEA number into an encrypted code
for placement onto a medical prescription.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Cardenas et al. These features do more than simply producing secure medical
prescriptions as in Cardenas et al. In contrast, the present model analyses for and determines
potential abuse situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2004/0019567 Al to Herceg et al. provides for an
ELECTRONIC PRESCRIPTION ORDERING METHOD, SYSTEM, AND PROGRAM
PRODUCT. Disclosed is Web-based central pharmaceutical computer 12 having database 24 as
means for providing electronic prescription ordering.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or

suggested by Herceg et al. These features do more than ordering prescriptions electronically. In
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contrast, the present model analyses for and determines potential abuse situations and current and
anticipated patterns of potential adverse reactions.

Published patent application 2004/0019794 Al to Moradi et al. provides a METHOD
AND SYSTEM FOR DELIVERING PRESCRIPTION MEDICINE. Disclosed is a system
and method of distributing medicine, whereby the method provides for: accepting a prescription
and a delivery address from a central server, wherein the prescription is for a medicine and
wherein the delivery address is associated with a person; delivering the medicine to the delivery
address; receiving a confirmation from the person that the medicine was delivered; and
communicating the confirmation to the central server. In addition, the system provides for
registering information relevant to the identification of a prescription issuing physician, patient,
and fulfillment pharmacy. '

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Moradi et al. These features do more than prevent receipt of too much medicine as
in Moradi et al. In contrast, the present model analyses for and determines potential abuse
situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2004/0078237 Al to Kaafarani et al. provides for a
METHOD OF DISPENSING MEDICAL PRESCRIPTIONS. Disclosed is a system which
may protect against fraudulent or illegal re-use of a prescription. It includes steps of prompting
the patient for personal information such as age, weight, telephone number, requested deliver
time, and secret confirmation codes. Another method employs retaining a data slip with a mark
of indelible ink or a patterned die cut.

Instant claims 19 and 26 recite a feature that embodies the new distribution model,
namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature is not
disclosed in Kaafarani et al.

Published patent application 2004/0117126 Al to Fetterman et al. provides a METHOD
OF ASSESSING AND MANAGING RISKS ASSOCIATED WITH A
PHARMACEUTICAL PRODUCT. Disclosed is method providing a continual and systematic

assessment and management of the risks associated with the use of a pharmaceutical product as
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means for gaining regulatory approval and physician adoption. In addition, a hazard assessment
is utilized for creating interventions to be utilized in mitigating the risk of the pharmaceutical
product, whereby educational materials may be continually evaluated and revised to achieve an
expected level of effectiveness on a target audience.

Instant claim 19 recites a feature that embodies the new distribution model, namely the
distribution of a sensitive drug by an exclusive central pharmacy in order to obtain FDA
approval. This feature is not disclosed in Fetterman et al.

Published patent applications 2004/0122712 A1l and 2004/0122713 Al to Hill et al.

provide a SYSTEM AND METHOD FOR PRESCRIPTION MANAGEMENT. Disclosed is
| a prescription filling system for allowing physicians 102 and patients 104 to interact with
pharmacy system 112 and central fill facility 124 to fill prescriptions. In addition, filled
prescriptions may be delivered by central fill facility 124 to pharmacies 106 or home delivered
for purchase by patient 104.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Hill et al. These features do more than provide a prescription filling system to
bypass manual filling as in Hill et al. In contrast, the present model analyses for and determines
potential abuse situations and current and anticipated patterns of potential adverse reactions.

Published patent application 2004/0162740 Al to Ericsson et al. provides for a
DIGITIZED PRESCRIPTION SYSTEM. Disclosed is an apparatus comprising an electronic
database containing a plurality of transaction records for transactions in which a prescription
medicinal substance is dispensed to a patient. Additionally, a method is utilized in conjunction
with FDA and DEA drug information to: obtain a patient's medication history comprising
searching the electronic database by the patient's social security number; determine whether a
proposed refill or remaining fill transaction is indicative of potential overuse; determine whether
a medicinal substance in a proposed transaction will result in possible interactions with a
patient's recently dispensed medicinal substances; and identify potential counterfeiting or illicit
importation of prescription medicinal substances.

Instant claim 1 recites features that embody the new distribution model. For example,
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among other distinctions recited in claim 1, patient education is not discussed or suggested by
Ericsson et al. This feature does more than facilitate exchange of data as in Ericsson et al. In
contrast, the present model analyses for and determines potential abuse situations and current and
anticipated patterns of potential adverse reactions and uses patient education as a control on the
distribution of a sensitive drug.

Published patent application 2004/0176985 Al to Lilly et al. provides a CONTROLLED
SUBSTANCE TRACKING SYSTEM AND METHOD. Disclosed is a method for tracking
prescription medications, as means to address and control prescription drug abuse, whereby
pharmaceutical information control organization 12 may be implemented as an independent
information utility acting as a central service center for the management of prescriptive
medication drugs.

Instant claim 1 recites features that embody the new distribution model. For example,
among other distinctions recited in claim 1, checking the credentials of the doctor, patient
education, analysis of potential abuse, and generating periodic reports are not discussed or
suggested by Lilly et al.  These features do more than generate a medication history for a
particular purchaser as in Lilly et al. In contrast, the present model analyses for and determines

potential abuse situations and current and anticipated patterns of potential adverse reactions.
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In addition, instant claims 19 and 26 recite a feature that embodies the new distribution
model, namely the distribution of a sensitive drug by an exclusive central pharmacy. This feature

1s not disclosed in Lilly et al.
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INDEPENDENT 6 4 2 x 43.00 = $86.00
CLAIMS
$0.00
[IMULTIPLE DEPENDENT CLAIMS PRESENTED
TOTAL $140.00

Please consider this a PETITION FOR EXTENSION OF TIME for sufficient number of months to enter these papers and
please charge any additional fees or credit overpayment to Deposit Account No. 19-0743.

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. By: W L—/

Customer Number 21186 Atty: Bradleﬂ Forrest
Reg. No. 36,530

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with suffj ment postage as first class mail, in an envelope addressed to: Commlsswner for Patents .O. Box 1450, Alexandria, VA 22313-

1450('3&1;“\ day pf September, 2004.
M. fale

Name Slgnature

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
(GENERAL)
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10/322,348 : . PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: Dayton T. Reardan et al. Examiner: Unknown
Serial No.: 10/322,348 Group Art Unit: 1743

Filed: December 17, 2002 Docket: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

INFORMATION DISCLOSURE STATEMENT

Commissioner for Patents
P.O. Box 1450
Alexandna, VA 22313-1450
In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37
C.F.R. §§ 1.97 et. seq., the enclosed materials are brought to the attention of the Examiner for
consideration in connection with the above-identified patent application. Applicants respectfully
request that this Information Disclosure Statement be entered and the documents listed dn the
attached Form 1449 be considered by the Examiner and made of record. Pursuant to the
provisions of MPEP 609, Applicants request that a copy of the 1449 form, initialed as being
considered by the Examiner, be returned to the Applicants with the next official communication.
Pursuant to 37 C.F.R. §1.97(b), it is believed that no fee or statement is required with the
Information Disclosure Statement. However, if an Office Action on the merits has been mailed,
the Commissioner is hereby authorized to charge the required fees to Deposit Account No. 19-

0743 in order to have this Information Disclosure Statement considered.
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INFORMATION DISCLOSURE STATEMENT . . Page 2
Serial No :10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

The Examiner is invited to contact the Applicants' Representative at the below-listed

telephone number if there are any questions regarding this communication.

Respectfully submitted,
DAYTON T. REARDAN ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(703) 239-9592

Date 7/30/209‘—/ By /{‘—/4[‘/

Bradley A. Horrest
Reg. No. 36,530

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelope addressed to: Commissioner for Patents, P,0. Box 1450, Alexandria, VA 22313-
1450, op this 2A0~day of S@tember, 2004,

NamDﬁ\‘“’\‘ (N ke | Dﬁm\ M.y

Signature
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PTO/SB/0BA(10-01)
for use through 10/31/72002. OMB 851-0031

US Patont & Trademark Office: U.S, DEPARTMENT OF COMMERCE

Reduction Act of 1995, no persons are required to respond to a colleclion of information uniess il contains a valid OMB control number.
.

STATEMENT Y APPLICANT Application Number | 10/322,348
Qv shoets as necessan) Filing Date December 17, 2002
First Named Inventor Reardan, Dayton
] Group Art Unit 1743
3 Examiner Name Unknown
' -’P.*“M of 2 Attorney Docket No: 101.031US1
US PATENT DOCUMENTS
Bt | namoer | TRIHOnORe lolcant o ced Dasoment | CoS® | Sebess It Appropriate
308612?21/ 05/10/2001 Kapp, Thomas L. - 12/22/2000
g&ggg&l 11/15/2001 g:?tcher, Robert J., et 01/05/2001
jorosr | 11292001 | el e 0310612001
g(;cggggf/ 03/14/2002 Reitberg, donald P. 06/01/2001
gos;ggg/ 03/14/2002 JFeZT?{ Jr., Robert 08/15/2001
80843325/ 04/11/2002 Mayaud, Christian 08/30/2001
g(i-ggggl 04/11/2002 (l\a/:c:aQLuade, Richard 08/30/2001
cL)Joss-g?gg/ 05/02/2002 sfbylevs'(y’ Paul, et 05/15/2001
gfgfgg?/ 10/31/2002 Subich, David C. 02/23/2001
(L)J()S4§$?g/ 03/06/2003 Gogolak, Victor 08/28/2002
g()séggggl 03/13/2003 Jay, Richard, et al. 04/03/2002
gﬁ-ggggl 06/12/2003 Clementi, William A. 12/12/2001
81823(5)83/ 07/10/2003 Jones, William N. 01/21/2003
813‘{2(8)92/ 07/31/2003 ;?sinski, Diana L., et 01/28/2002
(L)stz-gg?g/ 12/11/2003 Eidex, Brian H., et al. 05/16/2003
32835(2)5(3)2/ 12/18/2003 gtaarﬁenas, Rodolfo, 06/13/2002
g;'ggg;/ 01/29/2004 Ia-lltlarceg, Michael J., et 07/23/2002
8081'5982/ 01/29/2004 2/:.<Jradi, Ahmad , et 07/29/2002
gos_lggg;f/ 04/22/2004 ;aaalf.arani, William 0812812003
(l)J18 6;??‘71/ 06/03/2004 Denny, Lawrence A. 11/25/2003
EXAMINER DATE CONSIDERED

- . Substitute Disclosure Statement Form (PTO-1449)
* EXAMINER: iniiial if reference considered, whether or not citatlon is in conformance with MPEP 609. Draw line through citation if not in conf

applicant.1 Applicant's unique citation

ion number (opti 2 Appli
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PTO/SB/08A(10-01)
Approved lor use lhrough 10/31/2002. OME. 651-0031
ISubstitute for form 1449A/PTO . 4 *
INFORMATION DISCLOSURE Complele I Know
TEMENT BY APPLICANT Application Number 10/322,348
(many shees as necessary) Filing Date December 17, 2002
First Named Inventor Reardan, Dayton
. Group Art Unit 1743
f Examiner Name Unknown
0 o2 Attorney Docket No: 101.031US1
US-2004/ Fetterman, Jeffrey E.,
0117126 06/17/2004 ot al. 11/25/2003
US-2004/ Hill, Sr., Kenneth A.,
0122712 06/24/2004 et al. 12/20/2002
US-2004/ Hill, Sr., Kenneth A.,
0122713 06/24/2004 et al. 12/20/2002
US-2004/ Ericsson, Arthur D.,
0162740 08/19/2004 et al. 02/14/2003
US-2004/ .
0176985 09/09/2004 Lilly, Ralph B., et al. 03/18/2004
US-5,845,255 12/01/1998 Mayaud, C. 705 3 10/02/1997
US-5,924,074 07/13/1999 Evans, J. A. 705 3 09/27/1996
US-6,021,392 | 02/01/2000 Loster, Douglas D., et 12/08/1997
US-6,055,507 | 04/25/2000 SV“"”ingham’ David 08/20/1998
US-6,112,182 | 08/29/2000 :‘lker s, William R., et 01/16/1996
US-6,315,720 | 11/13/2001 Z\I’“"ams' Bruce A., et 10/23/2000
US-6,347,329 02/12/2002 Evans, Jae A. 08/01/2000
US-6,755,784 | 06/29/2004 ‘é\l""'ams' Bruce A., et 03/07/2003
FOREIGN PATENT DOCUMENTS
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Initials* No' (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
publisher, city and/or country where published.
EXAMINER DATE CONSIDERED

Substitute Disclosure Statement Form (PTO-1449)
* EXAMINER: initial #f reterence considered, wheiher or not Gilation is in conformance with MPE® 809. Oraw line through citation if not in conforma
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Appendix I
Copies of Prior Art References

The thirty-six (36) references include:

1.

e S S N S T

[ T O N N R o R O S T N T N N N T e Y oo v S GGV
RN T R M S R~ S NV S N VO g

5,845,255
5,924,074
6,347,329
6,021,392
6,055,507
6,112,182
6,315,720
6,561,977
6,755,784
6,687,676
2001/0001144
2001/0042050
2001/0047281
2002/0032581
2002/0032582
2002/0042725
2002/0042762
2002/0052762
2002/0161607
2003/0046110
2003/0050802
2003/0093295
2003/0110060
2003/0127508
2003/0144876
2003/0229519
2003/0233256
2004/0019567
2004/0019794



30.
31.
32.
33.
34,
35.
36.

2004/0078237
2004/0107117
2004/0117126
2004/0122712
2004/0122713
2004/0162740
2004/0176985

AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 83 of 560



: AMNI1016
- . IPR of U.S. Patent No. 8,589,182 4
- : . . Page 84 of 560

—

. | - . 'Application or Docket Number
. PATEN_T APPLICATION FEE DETERMINATION RECORD S
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DRV
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Applicant:  Dayton T. Reardan et al.
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD
Docket No.: 101.031US1 Serial No.: 10/322,348
Filed: December 17, 2002 Due Date: N/A
Examiner:  Unknown Group Art Unit: 1743
Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
We are transmitting herewith the following attached items (as indicated with an “X”):
X A return postcard.
- X . A Supplemental Information Disclosure Statement (2 pgs.), Form 1449 (2 pgs.), and copies of 33 cited
documents.

If not provided for in a separate paper filed herewith, Please consider this a PETITION FOR EXTENSION OF TIME for
sufficient number of months to enter these papers and please charge any additional fees or credit overpayment to Deposit
Account No. 19-0743.

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. By: MK—%

Customer Number 21186 Atty: Bradley & Forrest
: Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United
States Postal Service with sufficient postage as first class mail, in Jan envelope addressed to: Mail Stop Amendment, Commissioner for
Patents, P.O. Box 1450, Ale ndria, VA 22313-1450, on this day of November, 2004,

&\ﬁw\ \/\ N | ) W)M

Name e Signature

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, PA
" (GENERAL)
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PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

plicant: Dayton T. Reardan et al. Examiner: Unknown
erial No.: 10/322,348 Group Art Unit: 1743
Filed: December 17, 2002 : Docket: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT

MS Amendment
Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450
In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37
CFR. §§ 1.97 et. seq., the enclosed materials are brought to the attention of the Examiner for
consideration in connection with the above-identified patent application: Applicants respectfully
request that this Supplemental Information Disclosure Statement be entered and the documents
listed on the attached Form 1449 be considered by the Examiner and made of record. Pursuant to
the provisions of MPEP 609, Applicants request that a copy of the 1449 form, initialed as being
considered by the Examiner, be returned to the Applicants with the next official communication.
Pursuant to 37 C.F.R. §1 .97(b)‘, it is believed that no fee or statement is required with the
Supplemental Information Disclosure Statement. However, if an Office Action on the merits has
been mailed, the Commissioner is hereby authorized to charge the required fees to Deposit
Account No. 19-0743 in order to have this Supplemental Information Disclosure Statement

considered.
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SUPPLEMENTAL INFORMATION DISCLOSURE STATENIENT : Page 2

Serial No :10/322,348
Filing Date: December 17, 2002

' Dki: 101.031US1

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

The Examiner is invited to contact the Applicants' Representative at the below-listed

telephone number if there are any qﬁeStions regarding this communication.

Date ///?,/Z""”/

Respectfully submitted,
DAYTON T. REARDAN ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

by o S P

-Bradley A. Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR |.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first clags mail, in an envelope addressed to: MS Amendment, Commissicner for Patents, P.O. Box 1450,

Alexandria, VA 22313-1450, /on this

\ @

ame

)R

Signature
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10-01)

bstitute for form 1449A/PTO

Approved
US Putant & Trademark OfMice: U.3. DEP;

Utulhmmahd'&mmmﬂbmrﬂhluﬂdhndwamdmumuwluhovﬂdmmmm

PTO/SB/0BA(
for uso Uvough 1073172002, OMB 851-0031
ARTMENT OF COMMERCE

e Oy ASPLIGANT Application Number | 10/322,348
Use as many sheels as necessary) Filing Date December 17, 2002
First Named Inventor Reardan, Dayton
" Group Art Unit 1743
. Examiner Name Unknown
et 102 B y: Attorney Docket No: 101.031US1
— oF US PATENT DOCUMENTS
Tt | Numbar | O pcantof ciod Dowment | o | Subeles It Appropriate
G0 tn 05/10/2001 | Kapp, Thomas L. 12/22/2000
g,gfchggé 1115/2001 -, | Fleteher. RobertJ. et 01/05/2001
5’342703;4 11/20/2001 mﬁ:gﬂ‘ o | 03/06/2001
00m 501 03/14/2002 - | Reitberg, donald P. 06/01/2001
Domsee | 0taiz002 | Feeney. . Rober 08/15/2001
oo 90t 04111/2002 | Mayaud, Christian 08/30/2001
g,gfz?%é 04/11/2002 g‘;‘ﬁ“ade' Richard , 08/30/2001
3‘3"522‘??&% 05/0212002 : | KoPvlevsky, Paul, et 05/15/2001
B’fé‘?g% 10/31/2002 . | Subich, David C., 02/23/2001
0oia a0 03/06/2003 | Gogolak, Victor 08/28/2002
ggg%?ggg 03/13/2003 | Jay, Richard, et al. 04/03/2002
g.?;%‘?ggé 06/12/2003 | Clementi, William A. 12/12/2001
PP 07/10/2003 | Jones, William N, 01/21/2003
g":’ﬂfg% 0713112003 | Kosinski, Dianal., et 01/28/2002
gjé%‘fg% 12/11/2003 Eidex, Brian H., et al. 05/16/2003
ggzg)ggg 12/18/2003 gtaarﬁenas, Rodolfo , 06/13/2002
gg%‘?gg; otiz0r2004 | Herceg. Michael J, et 07/23/2002
8.3;29(,)(7)3{1 ot/20/2004 | Moradi, Ahmad, et 07/29/2002
3'3;28?33{,- 042212004 | Kaafarani, William, 08/28/2003
3%27‘??;"7 06/03/2004 | Denny, Lawrence A. 11/25/2003
e
EXAMINER ” DATE CONSIDERED

applican + Applicant's unique ditation

" Subsliuts Disdosurs Siatemert Form (PTO-1445)
'EXAMINER:ln'uuuvewmwm.wﬂ\herorm:dmhnIsmwdmmmmwm.omnmwnmnummmommwnulenmlaoma. Include copy of this form with next communieation to
sttached

nuamder

is to place @ check mark here f English Ianguage Transiation is
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ubstitute for form 144SA/PTO 0
NFORMATION DISCLOSURE omplelo f known
ET ATEMENT BY APPLICANT prpllcation Number 10/322,348
{Use as many sheels as necessary) Filing Date December 17, 2002
First Named Inventor | Reardan, Dayton
Group Art Unit 1743
| Examiner Name Unknown
Sheet 20f2 - |Attorney Docket No: 101.031US1
US-2004/ . | Fetterman, Jeffrey E.,
0.117.126 06/17/2004 | (5 11/25/2003
US-2004/ ’ Hill, Sr., Kenneth A,
0.192.712 06/24/2004 i 12/20/2002
US-2004/ : " | Hill, Sr., Kenneth A,
0.122.713 06/24/2004 . | 2 12/20/2002
US-2004/ Ericsson, Arthur D.,
0.162.740 08/19/2004 ool 02/14/2003
US-2004/
0.176.985 09/09/2004 | Lilly, Ralph B., et al. 03/18/2004
US-5,845,255 | 12/01/1998 Mayaud, C. 705 |3 10/02/1997
US-5,924,074 | 07/13/1999 . | Evans, J. A, 705 |3 09/27/1996
US-6,021,392 | 02/01/2000 :fs‘e' . Douglas D., et | 12/08/1997
US-6,055,507 | 04/25/2000 . f,’v“_““i"gham- David 08/20/1998
US-6,112,182 | 08/29/2000 ‘:lke’s' William R., et 01/16/1996
US-6315720 | 1113r2001 | o/ilems, Bruce A, et | 10/23/2000
US-6,347,329 | 02/12/2002 Evans, Jae A. 08/01/2000
US-6,755,784 | 06/29/2004 a"‘l’""ams' Bruce A., et 03/07/2003
FOREIGN PATENT DOCUMENTS
EI:?trlnalll;?r | Foreign Documenf No l Publication Pate I Name ofz:;:n';eoz z:n ?::allcam of I Class I Subclass | T

OTHER DOCUMENTS -- NON PATENT LITERATURE DOCUMENTS

Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item T
Initials® No' (book, magazine, jouinal, serial, symposium, catalog, etc.), date, page(s), volume-issue number({s),

publisher, city and/or country where published

EXAMINER . . DATE CONSIDERED

Substitute Dtsclosurg Statement Form (PTO-1448)
'EXAMINER:ln‘u:urefmmmldcmwhuhaarmtduuonhhmmmmﬂﬁ?mwmmmummmmmmw&m.Wmdw;mmmmm
epplicant 1 Applicant's ynigua chation rumber b2 ;t' Is to place 9 check mark hero f English languags Transiation is attached
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. Commissioner for Patents
United States Patent and Trademark Office
P.O. Box 1450

Alexandria, VA 22313-1450

WWW,QSQIO,QOV

Schwegman, Lundberg, Woessner
& Kluth, P.A.

P.O. Box 2938

Minneapolis, MN 55402-0938

In re application of : : DECISION ON PETITION
Dayton T. Reardan, et al. : TO MAKE SPECIAL
Application No. 10/322,348 - : (ACCELERATED
Filed: December 17, 2002 , : EXAMINATION)
For: SENSITIVE DRUG DISTRIBUTION SYSTEM
AND METHOD

This is in response to the renewed petition filed on October 4, 2004 to make the above-identified
application special on the basis of special examining procedure for certain new applications -
accelerated examination as set forth in MPEP § 708.02 VIII.

The requirements for granting special status under this section are: (A) a petition to make
special accompanied by the fee set forth in 37 CFR 1.17(i); (B) all claims being directed to a
single invention, or an election without traverse if the Office determines that all the claims are not
directed to a single invention; (C) a statement that a pre-examination search was made listing
the field of search; (D) one copy of each of the references deemed most closely related to the
subject matter encompassed by the claims if said references are not already of record; and (E) a
-detailed discussion of how the claimed subject matter is patentable over the references in
accordance with 37 CFR 1.111 (b) and (c).

Since all of the requirements for special status under MPEP § 708.02 VIII have been met, the
petition is GRANTED.

The examiner is directed (1) to make an interference search for possible interfering applications,
(2) to promptly examine this application out of turn, and (3) if any interfering application is
discovered, to examine such application simultaneously and state in the first official letter of such
application that it is being taken out of tum because of a possible interference.
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Petitioner is advised that this application will continue to be special, throughout its entire
prosecution and pendency, including interference or appeal, if any, only if petitioner makes a
prompt bona fide effort, in response to each Office action, to place the application in condition
for allowance, even if it is necessary to conduct an interview with the examiner to accomplish
this purpose.

SUMMARY: Petition to Make Special GRANTED. ;

Randolph A. Reese

Special Programs Examiner
Technology Center 3600
571-272-6619

RAR/dcg: 6/1/05



AMNI1016
» . IPR of U.S. Patent No. 8,589,182
Page 93 of 560
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{material) same (prescriber or USPAT;
physician or doctor) same (new or USOCR; 1 i
first adjl time or no adjl experience | EPQ; JPO; :
~ or never adjl before) DERWENT,;
= :\ ' IBM—TDB-
L15 - 22 | (sensitive or controlled) and (drug US-PGPUB; | OR ON 2005/06/21.14:57
or medication or medicine or USPAT; )
prescription) same (first adj1 time) USOCR; R
same (prescriber or doctor or EPO; JPO; . M C? /
physician) same (information or DERWENT; . CW
i instruction or direction) IBM_TDB
L16 39 [ (drug or medfcatiomror medicine or US-PGPUB; | OR ON 2005/06/21 15:19
prescription) same (first adjl time) - | USPAT; :
same (prescriber or doctor or USOCR; A
physician) same (information or EPO; JPO; C M dm d ( .
\ instruction or direction) DERWENT;
IBM_TDB _ |
S1 66586 | (distribut$3 or provid$3 or supply$3 | US-PGPUB; | OR ON 2005/06/21 14:21
or deliver$3 or dispens$3) and USPAT; :
((sensitive or abuse or abusive or USOCR;
addictive) same (drug or medicine EPO; JPO;
| or medication or ointment or DERWENT;
pharmaceutical or pill or agent) or IBM_TDB
(sodium adjl oxybate or gamma
adjl hydroxy adji butyrate or
narcotic or opium or pain adjl
killer))
S2 4281 | ((705/2) or (705/3) or (600/300)). US-PGPUB; | OR OFF 2005/06/17 13:13
CCLS. USPAT; :
USOCR;
EPO; JPO;
DERWENT;
, IBM_TDB
S3 348 | Siand S2 US-PGPUB; | OR ON 2005/06/17 13:14
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB
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sS4 116 | (data adjl base or database or data | US-PGPUB; | OR ON 2005/06/17 13:35
adjl bank or databank) and USPAT;
(enter$3 or submit$4 or input$4 or USOCR;
prompt) and (credential$3 or EPO; JPO;
certif$7 or licens$3) and (refill or re | DERWENT;
adj1 fill) and (address or residence) | IBM_TDB
and (educational adjl (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)
and (doctor or physician or
prescriber) .
55 | 8 | S1and S4 US-PGPUB; | OR ON 2005/06/17 13:19 |
USPAT;
USOCR; \oo\6 d o kes 1 §
EPO; JPO; « abst A
DERWENT; //
1BM_TDB
S6 159939 | (distribut$3 or provid$3 or supply$3 | US-PGPUB; | OR ON 2005/06/20 11:31
or deliver$3 or dispens$3) and USPAT;
((sensitive or abuse or abusive or USOCR;
addictive or controlled) same (drug | EPO; JPO;
“or medicine or medication or DERWENT;
ointment or pharmaceutical or pill or | IBM_TDB
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl
kilter)) ,
S7 14343 | (distribut$3 or provid$3 or supply$3 | US-PGPUB; | OR ON 2005/06/17 13:24
or deliver$3 or dispens$3) and USPAT;
((sensitive or abuse or abusive or USOCR;
addictive or controlled) adj1 (drug EPO; JPO;
or medicine or medication or DERWENT;
ointment or pharmaceutical or pill or | IBM_TDB
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl
Kilter)) , —
K 8 | S4and 57 US-PGPUB; | OR ON 2005/06/17 13:24 | -
' USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB
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S9 119 | (data adjl base or database or data | US-PGPUB; | OR ON 2005/06/17 13:36
adj1 bank or databank) and USPAT;
(enter$3 or submit$4 or input$4 or USOCR;
prompt) and (credential$3 or EPO; JPO;
certif$7 or licens$3) and (refill or re | DERWENT;
adj1 fill or reorder or re adjl order) | IBM_TDB
and (address or residence) and
(educational adj1 (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)

| __— 1 and(doctor or physician or
] prescriber) \

S10 41 | (data adjl base or database or data | US-PGPUB; | OR ON 2005/06/17 13:37
adjl bank or databank) and USPAT;
(enter$3 or submit$4 or input$4 or USOCR;
prompt) and (credential$3 or EPO; JPO;
certif$7 or licens$3) and (refill or re | DERWENT;
adjl fill or reorder or re adjl order) | IBM_TDB
and (address or residence) and
(educational adj1 (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)
and (doctor or physician or

AN : prescriber) and (patient) I
S|

Si1 8 m US-PGPUB; | OR ON 2005/06/17 13:38
adjl bank or databank) and USPAT,;
(enter$3 or submit$4 or input$4 or USOCR;
prompt) and (credential$3 or EPO; JPO;
certif$7 or licens$3) and (refill orre | DERWENT;
adjl fill or reorder or re adjl order) | IBM_TDB

AN

and (address or residence) and
(educational adj1 (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)
and (doctor or physician or
prescriber) and (patient) and
((sensitive or abuse or abusive or
addictive) same (drug or medicine
or medication or ointment or
pharmaceutical or pill or agent) or
(sodium adjl oxybate or gamma
adjl hydroxy adjl butyrate or
narcotic or opium or pain adjl
killer))

&S

e
R
o
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51 32

(data adjt base or database or data
adj1 bank or databank) and
(enter$3 or submit$4 or input$4 or
prompt) and (credential$3 or
certif$7 or licens$3) and (refill or re
adjl fill or reorder or re adjl order)
and (address or residence) and
(educational adj1 (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)
and (doctor or physician or
prescriber) and (patient) and
((sensitive or abuse or abusive or
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate

or narcotic or opium or pain adjl
lalar\)

S5 4

NnCTry

US-PGPUB;
USPAT,;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

ON

05/ x(o"\y
5

2005/06/

S53 or 551

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

ON

ﬁbz-z\s

,/ /N,

2005/06/20 15:17

ot |

—__
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Ref Hits | Search Query DBs Default Plurals-|_Time_Stamp

#—T | Operator .

L12 37 | (educational or printed) adj1 US-PGPUB; | OR ON 2005/06/21 14:53
(material) same (prescriber or USPAT; (\’
physician or doctor) same (new or USOCR; l{p\m ()\ as a}ﬁ_gf{-yu
first adjl time or no adjl experience | EPO; JPO; ,‘4\’@5/

] or never adjl before) DERWENT;
7& IBM_TDB I

L15 22 | (sensitive or controlled) and (drug US-PGPUB; | OR ON 2005/06/21 14:57
or medication or medicine or USPAT; e
prescription) same (first adjl time) USOCR; L&SDl‘-o- & Ll &<
same (prescriber or doctor or EPO; JPO; W(ﬁy
physician) same (information or DERWENT; A

|_instruction-er-direction) lBM'_;'I’E)_I:%’__ T —~_
\,élééﬁw@iugomedieaﬁen—ormeﬁﬁﬁﬁf US-PGPUB; | OR ON 2005/06/21 15:19™
‘ prescription) same (first adj1 time) USPAT; ‘
same (prescriber or doctor or USOCR; & oK :
physician) same (information or EPO; JPO; \07\“’0' _ l ax,yk'*
instruction or direction) DERWENT; Pl
————— 18BM—TBB

S1 66586 | (distribut$3 or provid$3 or supply$3 | US-PGPUB; | OR ON 2005/06/21 14:21
or deliver$3 or dispens$3) and USPAT;
((sensitive or abuse or abusive or USOCR;
addictive) same (drug or medicine EPO; JPO;
or medication or ointment or DERWENT;
pharmaceutical or pill or agent) or IBM_TDB
(sodium adjl oxybate or gamma
adjl hydroxy adjl butyrate or
narcotic or opium or pain adjl
killer))

S2 4281 | ((705/2) or (705/3) or (600/300)). US-PGPUB; | OR OFF 2005/06/17 13:13
CCLS. USPAT;

USOCR;

EPO; JPO;

DERWENT;

IBM_TDB

S3 348 | Sl and S2 US-PGPUB; | OR ON 2005/06/17 13:14

USPAT;

USOCR;

EPO; JPO;

DERWENT;

IBM_TDB

—
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32

(data adjl base or database or data
adjl bank or databank) and
(enter$3 or submit$4 or input$4 or
prompt) and (credential$3 or
certif$7 or licens$3) and (refill or re
adjl fill or reorder or re adjl order)
and (address or residence) and
(educational adj1 (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)
and (doctor or physician or
prescriber) and (patient) and
((sensitive or abuse or abusive or
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

ON

\o5

Kitrer))

(data adj1 base or database or data
adjl bank or databank) and
(enter$3 or submit$4 or input$4 or
prompt) and (credential$3 or
certif$7 or licens$3) and (refill or re
adjl fill or reorder or re adjl order)
and (address or residence) and
(educational adj1 (material or
information or data) or brochure or
pamphlet) and (pattern or track$3
or monitor$3) and (report or
update) and (evaluat$3 or analy$4)
and (doctor or physician or
prescriber) and (patient) and
((sensitive or abuse or abusive or
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl

~killer)) and (state adj1 licens$3) -

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

ON

\00"

2005/06/17 17:\2\

2005/

06/17 17:32

"
2 gl

N\\

L7
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525

O

526

S28

8|S

\

118162

pill or pharmaceutical) and (central
or main) adjl (database or data
adjl base or databank or data adjl
bank) and (abuse or fraud or
abusing or abusive) and (check$3 or
verif$7 or confirm$5) same
(credential$3 or certif$7 or licens$3)
and (ship$4 or distribut$3 or
supply$3 or deliver$3 or dispens$3)
and (generat$3 or creat$3) same
(report or analy$3 or conclusion or

summary or finding or document$5)

(physician or doctor or medical adjl | US-PGPUB; | OR ON 2005/06/20
professional or practitioner) same USPAT;
(request$3 or submit$4 or order$2) | USOCR;
same (prescription or medication or | EPO; JPO;
medicine or drug or pill) and DERWENT; )
(central or main) adjl (database or | IBM_TDB . ) \)/S
data adjl base or databank or data 0%( W
; \
adjl bank) and (abuse or fraud or . O\ \ oys
abusing or abusive) and (check$3 or \(vQ S\
verif$7 or confirm$5) same \O:> w
(credential$3 or certif$7 or licens$3)
and (ship$4 or distribut$3 or
supply$3 or deliver$3 or dispens$3) :
and (receiv$3 or receipt) 1
((sensitivé 6F abuse or abusive or US-PGPUB; | OR ON 2005/06/17 17:38
addictive) same (drug or medicine USPAT;
or medication or ointment or USOCR;
pharmaceutical or pill or agent) or EPO; JPO;
(sodium adjl oxybate or gamma DERWENT;
adjl hydroxy adjl butyrate or IBM_TDB
narcotic or opium or pain adjl killer
w marijuana))
S25 and S26 US-PGPUB; | OR ON 2005/06/17 17:39
USPAT; \/
3§8~C ?ﬁo- \GDUCX & M@‘
l ’ .
DERWENT; JUARYR /
IBM_TDB ___.____.——~—-———/_:
{physician or doctor or medical adjl | US-PGPUB; | OR ON 2005/06/21 12:59
professional or practitioner or USPAT; ‘
prescriber) same (request$3 or USOCR;
submit$4 or order$2 or enter$3 or EPO; JPO;
input$4) same (prescription or DERWENT;
medication or medicine or drug or IBM_TDB

33

o
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S2

S31

$32

24

19

e

4281

(physician or doctor or medical adjt
professional or practitioner or
prescriber) same (request$3 or
submit$4 or order$2 or enter$3 or
input$4) same (prescription or
medication or medicine or drug or
pill or pharmaceutical) and (central
or main) adjl (database or data
adjl base or databank or data adjl
bank) and (check$3 or verif$7 or
confirm$5) same (credential$3 or
certif$7 or licens$3) and (ship$4 or
distribut$3 or supply$3 or deliver$3
or dispens$3) and (generat$3 or

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

ON

creat$3) same naly$3-or
onclusion or summary or finding or
document$5)

(physician or doctor or medical adjl
professional or practitioner or
prescriber) same (request$3 or
submit$4 or order$2 or enter$3 or
input$4) same (prescription or
medication or medicine or drug or
pill or pharmaceutical) and (central
or main) adjl (database or data
adj1 base or databank or data adj1
bank) and (check$3 or verif$7 or
confirm$5) same (credential$3 or
certif$7 or licens$3) and (ship$4 or
distribut$3 or supply$3 or deliver$3
or dispens$3) and (generat$3 or
creat$3) same (report or analy$3 or
conclusion or summary or finding or
document$5) and (pharmacy)

or medicine or medication or
ointment or pharmaceutical or pill or
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or conclusion or result or
track$3 or monitor$3)

((705/2) or (705/3) or (600/300)).
CCLsS.

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

sitive or abuse or abusive ar ——-YS-PGPUB; |
addictive or controlled) same (drug | USPAT;

USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

OR

OR

ON

S
ON

OFF

1:26

2005/06/2

2005/06/20 13:39

2005/06/20 11:34

2005/06/20 11:33
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S33

S34

S35

S36

537

538

303

25010

25010

1028

485

103

S31 and S32

((sensitive or abuse or abusive or
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)

(((sensitive or abuse or abusive or’
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent)) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)

(((sensitive or abuse or abusive or
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent)) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate
or narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)
and (prescription or prescribing or
medication adjl order)

{((sensitive or abuse or abusive or
addictive or controlled) same (drug
or medicine or medication or
ointment or pharmaceutical or pill or
agent)) or (sodium adjl oxybate or
gamma adjl hydroxy adjl butyrate

- or narcotic or opium or pain adjl

killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)
and (prescription or prescribing or
medication adj1 order) same
(doctor or physician)

$32 and S37

US-PGPUB;
USPAT,;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB-

US-PGPUB;
USPAT;

‘USOCR;

EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

OR

OR

OR

OR

OR

ON

ON

ON

ON

ON

ON

2005/06/20 11:33

2005/06/20 11:34

2005/06/20 11:34

2005/06/20 11:35

2005/06/20 11:36

2005/06/20 11:35
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S39 102 | (((sensitive or abuse or abusive or US-PGPUB; | OR ON 2005/06/20 11:41
addictive or controlled) adj2 (drug USPAT;
or medicine or medication or USOCR;

ointment or pharmaceutical or pill or | EPO; JPO;
agent)) or (sodium adjl oxybate or | DERWENT;
gamma adjl hydroxy adjl butyrate | IBM_TDB
or narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)
and (prescription or prescribing or
medication adjl order) same
(doctor or physician)

540 97 -| (((sensitive abusive or addictive or US-PGPUB; | OR ON 2005/06/20 11:42
controlled) adj2 (drug or medicine USPAT;
or medication or ointment or USOCR;
pharmaceutical or pill or agent)) or | EPO; JPO;
(sodium adjl oxybate or gamma DERWENT;
adjl hydroxy adj1 butyrate or IBM_TDB

narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)
and (prescription or prescribing or
medication adj1 order) same

(doctor or physician)
S41 97 | (((sensitive or abusive or addictive US-PGPUB; | OR ON 2005/06/20 11:45
or controlled) adj2 (drug or USPAT;

medicine or medication or ointment | USOCR;

or pharmaceutical or pill or agent)) EPO; JPO;
or (sodium adjl oxybate or gamma | DERWENT;
adjl hydroxy adj1 butyrate or IBM_TDB
narcotic or opium or pain adjl
killer)) same (pattern or finding or
analy$3 or track$3 or monitor$3)
and (prescription or prescribing or
medication adjl order) same

ﬁgc,t_onor—physm)'/, I ——

S$42_1—" 9 | (((sensitive or abusive or addictive US-PGPUB; | OR ON 2005/06/20 11:44
/ or controlled) adj2 (drug or ' USPAT;

medicine or medication or ointment | USOCR;

or pharmaceutical or pill or agent)) EPO; JPO;
or (sodium adjl oxybate or gamma = | DERWENT;

adjl hydroxy adj1 butyrate or IBM_TDB 03:

3
narcotic or opium or pain adjl 33(@0
killer)) same (pattern or finding or v-
analy$3 or track$3 or monitor$3) \® 3?\}8 \
'same (abuse or abusive or fraud) AA

and (prescription or prescribing or

\ meédication adj1 order) same
: (doctor or physician) —
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e

543

S44

545

| 546

131

1072

143

44

(({sensitive or abusive or addictive
or controlled) adj2 (drug or
medicine or medication or ointment
or pharmaceutical or pill or agent or
substance)) or (sodium adjl
oxybate or gamma adji hydroxy
adj1 butyrate or narcotic or opium
or pain adjl killer)) same (pattern
or finding or analy$3 or track$3 or
monitor$3) and (prescription or
prescribing or medication adjl
order) same (doctor or physician)

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

[ {((Sensitive-or-abusive-or addictive

or controlled) adj2 (drug or
medicine or medication or ointment
or pharmaceutical or pill or agent or
substance)) or (sodium adjl
oxybate or gamma adjl hydroxy
adjl butyrate or narcotic or opium
or pain adjl killer)) same (abuse or
abusive or fraud$5)

(((sensitive or abusive or addictive
or controlled) adj2 (drug or
medicine or medication or ointment
or pharmaceutical or pill or agent or
substance)) or (sodium adjl
oxybate or gamma adj1l hydroxy
adj1 butyrate or narcotic or opium
or pain adjl killer)) same (abuse or
abusive or fraud$5) same (analy$4
or pattern or track$3 or monitor$3)

(((sensitive or abusive or addictive
or controlled) adj2 (drug or
medicine or medication or ointment
or pharmaceutical or pill or agent or
substance)) or (sodium adjl
oxybate or gamma adj1l hydroxy
adjl butyrate or narcotic or opium
or pain adjl killer)) same (abuse or
abusive or fraud$5) same (analy$4
or pattern or track$3 or monitor$3)
and (prescription or prescrib$3 or

medication adj1 order)

US-PGPUB;
USPAT;
USOCR,;
EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

OR

C/B‘\W&}

]
OR

OR

OR

ON

e

/

ON

ON

ON

P
2005/06/20 11:57

2005/06/20 11:58

2005/06/20 12:00

2005/06/20 13:32

1Y

Search History 6/21/2005 3:30:15PM Page 9

C:\Documents and Settings\Inajarian2\My Documents\EAST\Workspaces\10322348.wsp




AMNI1016
IPR of U.S. Patent No. 8,589,182

Page 104 o

548

(physician or doctor or medical adj1
professional or practitioner or
prescriber) same (request$3 or
submit$4 or order$2 or enter$3 or

input$4) same (prescription or

medication or medicine or drug or
pill or pharmaceutical) and (central
or main) adjl (database or data
adjl base or databank or data adj1
bank) and (check$3 or verif$7 or
confirm$5) same (credential$3 or
certif$7 or licens$3) and (ship$4 or
distribut$3 or supply$3 or deliver$3
or dispens$3) and (generat$3 or
creat$3) same (report or analy$3 or
conclusion or summary or finding or
document$5) and (pharmacy) and
(educational adj1 (material or
information or data) or (brochure)
or (pamphlet))

US-PGPUB;
USPAT,
USOCR;
EPO; JPO;
DERWENT;
IBM_TDB

\©

OR

Oyg}s
o\

0 2005/06/20 13:44

S53 or S51

US-PGPUB;
USPAT;
USOCR;
EPO; JPO;
DERWENT;

OR

IBM_TDB

—]

ON 2005/06/20 15:17
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Ref Hits | Seareh-Query —DBBs——_| Default__| Plurals | Time Stamp
L : Operator | ]
/561 23 | (confirm$3 or verif$7) same US-PGPUB; | OR ON 2005/06/20 16:02
(prescription) same (read) same USPAT;
(instruction or advice) USOCR; . L\ A / , ]
EPO; JPO; (@U J\ G St d?qr
_ e DERWENT;
\N_—1 1BM_TDB —
S65 1 | (call$3) same (patient) same US-PGPUB; | OR ON 2005/06/20 16:08 \
(verif$7 or confirm$5) same USPAT; )
(prescription or medication adjl USOCR; P
order) same (instructions or EPO; JPO; l \G (ﬁ af‘- ,{—ﬂf(ﬂ/ 6&5}(\‘ &
] guidelines or education) DERWENT; LSD i P V4
— » IBM_TDB ’////
S66 | 275 mﬁﬁﬂf—eeﬁﬂrm% US=PGPUB; | OR -ON——-—2005706/20 16:10
or check$3) same (prescription or USPAT;
medication adj1 order) same (read USOCR,;
or instructions or guidelines or EPO; JPO;
education) DERWENT;
, IBM_TDB
S67 152 | (patient) same (verif$7 or confirm$5 | US-PGPUB; | OR ON 2005/06/21 10:12
or check$3) same (prescription or USPAT;
medication adjl order) same USOCR,;
(instructions or guidelines or EPO; JPO;
educational adj1l material) DERWENT;
IBM_TDB
S68 36 | (patient) same (verif$7 or confirm$5 | US-PGPUB; | OR ON 2005/06/21 10:17
or check$3) same (prescription or USPAT;
medication adjl order) same USOCR,;
(instructions or guidelines or EPO; JPO;
educational adjl material) same DERWENT;
(database or data adjl base or | IBM_TDB I
///*databa'ﬁk”‘cTr’dEta adj1 bank) \
.S69 | 7 | (patient) same (verif$7 or confirm$5 | US-PGPUB; | OR ON 2005/06/21 10:20
or check$3) same (prescription or USPAT,; &
medication adjl order) same USOCR,; % WS /&bk{u .
(instructions or guidelines or EPO; JPO; k@)(ﬂ,& d :
\ " educational adjl material) same DERWENT;
(prior or before) same (ship$4 or IBM_TDB
. dispens$3 or deliver$3 or send$3)
P e
S70 29 | (patient) same (verif$7 or confirm$5 | US-PGPUB; | OR ON 2005/06/21 10:28~.,
or check$3) same (prescription or USPAT;
medication adjl order or medication | USOCR; .
or pharmaceutical or drug or pill) . | EPO; JPO; \DD‘[JZA o ,\q»\'(saf/&u CLJ.
same (instructions or guidelines or DERWENT; '
educational adjl material) same IBM_TDB
(prior or before) same (ship$4 or ' /
. dispens$3 or deliver$3 or send$3) ,

e, — N _

e T
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S71 53 | (verif$7 or confirm$5 or check$3) US-PGPUB; | OR ON 2005/06/21 12:21
same (prescription or medication USPAT;
adjl order or medication or USOCR,;
pharmaceutical or drug or pill) same | EPO; JPO;
(instructions or guidelines or DERWENT;
educational adj1 material or IBM_TDB
prescription adjl label) same (prior
' or before) same (ship$4 o L
/*dispeﬁ'§$3’c7' eliver$3 or send$3) \
/372// 11 | ‘clark.inv. and (inform$2) adj1 US-PGPUB; | OR ON 2005/06/21 12:27
consent USPAT; ' :
EPO; JPO; ! A
i DERWENT; 'JZA o
= IBM_TDB
S73 5 1 (educational adjl material) same US-PGPUB; | OR ON 2005/06/21 12:30
(prior or before) same (ship$4 or USPAT;
deliver$3 or dispens$3) same USOCR;
(medicine or medication or EPO; JPO;
pharmaceutical or prescription or pill | DERWENT,;
M IBM_TDB I
S74 % (educational adjl material) same US-PGPUB; | OR ON m
: (prior or before) same (ship$4 or USPAT; N
1 deliver$3 or dispens$3) USOCR;
EPO; JPO;
DERWENT; | (" W /})db&ct {
| | 1BM_TDB |
S75 6 | (educational adjl material) same US-PGPUB; | OR ON | 2005/06/21 12:54
(prior or before) same (ship$4 or USPAT;
deliver$3 or dispens$3) and USOCR;
(medicine or medication or EPO; JPO;
pharmaceutical or prescription or pill | DERWENT,;
or drug) IBM_TDB
S83 98 | (receipt or receiv$3 or deliver$3) US-PGPUB; | OR ON 2005/06/21 13:02
same (confirm$5 or verif$7 or USPAT;
notif$7) same (call or phone or USOCR;
telephone) same (pharmacy) EPO; JPO;
DERWENT;
IBM_TDB
S84 91 | (receipt or receiv$3 or deliver$3) US-PGPUB; | OR ON 2005/06/21 13:09
same (confirm$5 or verif$7 or USPAT;
notif$7) same (call or phone or USOCR,;
telephone) same (pharmacy) same EPO; JPO;
(drug or prescription-or-medicine-or—-DERWENT,;
__—— T medication) IBM_TDB S
/58{ 16 | (pharmacy) same (telephone or call | US-PGPUB; | OR ON 2005/06/21 13:23
or phone) same (patient) same USPAT;
(confirm$5 or verif$7) same USOCR; 1
(received or receipt or receiving) EPO; JPO; 'CD\(Q (/( &’\, "’ff‘ C‘Z Iig
same (prescription or medication or | DERWENT; ,1—\‘\’(9-5 /abf
medicine or drug or pharmaceutical) | IBM_TDB
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S86

87 31
588 151
$89 242
S90 162
J—
11 | 26
1
S11 105
8

"CerhOI IC)

2005/06/21 13:29~

2005/06/21 13:32 |

0/l hUcts

S

2005/06/21 13:32

2005/06/21 13:33

2005/06/21 13:33

pharmaceutical)

(drug or medication or

same (investigat$3)

2005/06/21 14:10

hdanad |

___——_——-//

2005/06/21 14:17

e e e,
/(phé’rr'ﬁgy—)—game (telephone or call | US-PGPUB; | OR ON

or phone) same (confirm$5 or USPAT;
verif$7 or ask or find adjl out) same | USOCR;
(received or receipt or receiving or EPO; JPO;
delivered or sent) same DERWENT; l().jvl,& dfk
(prescription or medication or IBM_TDB
medicine or drug or pharmaceutical)
(pharmacist) same (telephone or US-PGPUB; | OR ON
call or phone) same (confirm$5 or USPAT;
verif$7 or ask or find adjl out) same | USOCR;
(received or receipt or receiving or EPO; JPO; lOD\LQ (‘L &\'
delivered or sent) same DERWENT; i
(prescription or medication or IBM_TDB
medicine or drug or phw_
(pharmacist) same (confirm$5 or US-PGPUB; | OR ON
verif$7 or ask or find adjl out) same | USPAT;
(received or receipt or receiving or USOCR;
delivered or sent) same EPO; JPO;
(prescription or medication or DERWENT;
medicine or drug or pharmaceutical) | IBM_TDB
(pharmacist or pharmacy) same US-PGPUB; | OR ON
(confirm$5 or verif$7 or ask or find USPAT;
adjl out) same (patient) same - USOCR;
(received or receipt or receiving or EPO; JPO;
delivered or sent) same DERWENT;
(prescription or medication or IBM_TDB
medicine or drug or pharmaceutical)
(pharmacist or pharmacy) same US-PGPUB; | OR ON
(confirm$5 or verif$7 or ask or find USPAT;
adjl out) same (patient) same USOCR,;
(received or receipt or receiving or EPO; JPO; .
delivered or sent) same DERWENT;
(prescription or medication or IBM_TDB
medicine or drug or pharmaceutical)
and (phone or telephone or
(investigat$3) same (lost) same US-PGPUB; | OR ON
(shipment or delivery or order) USPAT,
same (drug or medicine or USOCR;
medication or prescription or EPO; JPO;

DERWENT;

| IBM_BB—1 |

(stolen or lost or missing) same US-PGPUB; | OR ON

USPAT;
pharmaceutical or prescription) USOCR,;

EPO; JPO;

DERWENT;

IBM_TDB
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(stolen or lost or missing) same US-PGPUB;
((sensitive or abuse or abusive or USPAT;
addictive) same (drug or medicine USOCR,;
or medication or ointment or EPO; JPO;
pharmaceutical or pill or agent) or DERWENT;
(sodium adjl oxybate or gamma IBM_TDB
adjl hydroxy adjl butyrate or
narcotic or opium or pain adjl
killer))
(stolen or lost or missing) same US-PGPUB;
((sensitive or abuse or abusive or USPAT;
addictive) same {drug or medicine USOCR;
or medication or ointment or EPO; JPO;
pharmaceutical or pill or agent) or DERWENT;
(sodium adjl oxybate or gamma IBM_TDB.
adjl hydroxy adjl butyrate or
narcotic or opium or pain adjl
killer)) same (shipment or delivery)
(stolen or lost or missing) same US-PGPUB;
(drug or medicine or medication or | USPAT,
pharmaceutical or prescription) USOCR;
same (shipment or delivery) EPO; JPO;
e DERWENT;
ol 1BM_TDB
(stolen or lost or missing) same US-PGPUB;
(drug or medicine or medication or USPAT,;
pharmaceutical or prescription) USOCR;
same (shipment or delivery) same EPO; JPO;
(investigat$3) ‘DERWENT;
IBM_TDB

OR

OR

OR

OR

ON

ON

ON

[ —

ON

VoY UL

2005/06/21 14:22

2005/06/21 14:23

2005/06/21 14:23

\

~——

2005/06/21?;;525\

si1 1066
9
S12 37
0
S12 582
1
/Sif,////////Z;/
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UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpLo.gov

ﬁAPPLICATlON NO. ] FILING DATE | FIRST NAMED INVENTOR [ ATTORNEY DOCKET NO. [ CONFIRMATION NO.—l
10/322,348 12/17/2002 Dayton T. Reardan 101.031US1 5446
21186 7590 06/29/2005 [ EXAMINER l
SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. NAJARIAN, LENA
P.O. BOX 2938

MINNEAPOLIS, MN 55402-0938

[ ART UNIT ] PAPER NUMBER J

3626

DATE MAILED: 06/29/2005

Please find below and/or attached an Office communication concerning this application or prdceeding.

PTO-90C (Rev. 10/03)



AMNI1016
IPR of U.S. Patent No. 8,589,182
n 110 £ LN
" PApplication’ No. Applicant(s)
10/322,348 REARDAN ET AL.
Office Action Summary Examiner ArtUnit
Lena Najarian 3626

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the mailing date of this communication.
- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)[XI Responsive to communication(s) filed on 17 December 2002.
2a)[ ] This action is FINAL. 2b)[X This action is non-final.
3)LJ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4)[X] Claim(s) 1-31 is/are pending in the application.
4a) Of the above claim(s) 171-31 is/are withdrawn from consideration.

5[] Claim(s) _____is/are allowed.

6)[X] Claim(s) 1-10 is/are rejected.

7)[] Claim(s) __°__is/are objected to.

8)[] Claim(s) ___ are subject to restriction and/or election requirement.

Application Papers

9)[_] The specification is objected to by the Examiner.
10)X] The drawing(s) filed on 17 December 2002 is/are: a)[_] accepted or b)Zl objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
1) The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

2)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)[JAll  b)[J Some * ¢)[] None of:
1.0 Certified copies of the priority documents have been received.
2.[J Certified copies of the priority documents have been received in Application No.
3. Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)
1) @ Notice of References Cited (PT0-892) 4) D Interview Summary (PT0-413)
2) [[] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _____
3) [X] Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) ] Notice of Informal Patent Application (PTO-152)
Paper No(s)Mail Dale 20030414, t5] 4104 6)[]other: ____
U.S. Patent and Trademark Office
PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 20050617

(A

;. o®
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DETAILED ACTION
Election/Restrictions
1. Restriction to one of the following inventions:is required under 35 U.S.C.
121.
l. Claims 1-10, drawn to a method of distributing a sensitive drug,
classified in dass 705, subclass 2.
Il. Claims 11-18, drawn to a method of monitoring potential abuse of a
sensitive drug by use of‘an exclusive central database, classified in
class 707, subclass 3. .
M. Claims 19-25, drawn to a method of obtaining FDA approval for a
sensitive drug, classified in class 700, subclass 237.
IV.  Claims 26-31, drawn to a method to control abuse of a sensitive

drug, classified in class 705, subclass 4.

2. The inventions are distinct, each from the other because of the following

reasons.

Inventions |, II, lll and IV are related as subcombinations disclosed as
usable together in a single combination. The subcombinétions are distinct from
each other if they are shown to be separately usable. In the instant case,
invention | has separate utility such as a healthcare management system,
invention Il has separate utility such as query processing, invention lll has
separate utility such as authorization, and invention IV has separate utility such

as an insurance processing system. See MPEP § 806.05(d).
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3. Because these inventions are distinct for the reasons given above and
have acquired a séparate status in the art as shown by their different
classification and/or because of their recognized divergent subject matter,
restriction for examination purposes as indicated is proper.

4. - During a telephone conversation with Richard Schwartz on .3/18/05 a
proVisionaI election was made without traverse to prosecute the invention of
Group 1, claims 1-10. Affirmation of this election must be made by applicant in
replying to this Office action. Claims 11-31 are withdrawn from further
consideration by the examiner, 37 CFR 1.142(b), as being drawn to a non--
elected invention.

5. Applicant is reminded that upon the cancellation of claims to a non-elected
invention, the inventorship must be amended in compliance with 37 CFR 1.48(b)
if one or more of the currently named inventors is no longer an inventor of at
least ohe claim femaining in the application. Any amendment of inventorship
rhust be accompanied by a request undgr 37 CFR 1.48(b) and by the fee

required under 37 CFR 1.17(i).

Drawings
6. The drawings are objected to as failing to comply with 37 CFR 1.84(p)(5)
because they include the following reference character(s) not mentioned in the
description: items 232 & 238 (Fig. 2A), item 286 (Fig. 2B), items 262 & 264 (Fig.
2C), item 402 (Fig. 4A), item 434 (Fig. 4B), and item 1200 (Fig. 12). Corrected

drawing sheets in compliance with 37 CFR 1.121(d), or amendment to the .
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specification to add the reference character(s) in the description in compliance
with 37 CFR 1.121(b) are required in reply to the Office action to avoid
abandonment of the application. Any amended replacement drawing sheet
should include all of the figures appearing on the immediate prior version of the
sheet, even if only one figure is being amended. Each drawing sheet submitted
after the filing date of an application must be labeled in the top margin as either
“Replagement Sheet” or “New Sheet” pursuant to 37 CFR 1.121(d). If the
changes are-not accepted by the examiner, the applicant will be notified and
informed of any required corrective action in the next Office action. The objection

to the drawings will not be held in abeyance.
Claim Rejections - 35 USC § 112

7. The following is a quotation of the second paragraph of 35 U.S.C. 112:

The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.

8. . Claims 1-10 are rejected under 35 U.S.C. 112, second péragraph, as
being indefinite for failing to particularly point out and distinctly claim the‘ subject
matter which applicant regards as the invention.
9. ‘Claims 1-10 recite the limitations for which there is no antecedent basis in
the claims. In particular,vthe foII(;wing passages lack or have vague antecedent
basis:

(i) “the patient”. claim 1, lines 3 & 6

claim 2, line 2
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claim 4, line 2
claim 6, line 2
(i) “the patient’s”: claim 5, line 1
(iii) “the central pharmacy”: claim 2, line 2
(iv) “the pharmacist”: claim 8, line 2
(v) “the physician”: claim 9, line 2
(vi) Claims 3, 7, and 10 incorporate the deficiencies of claim 1, through

dependency, and are also rejected.

Claim Rejections - 35 USC § 101

10. Claims 1-10 are rejectéd under 35 U.S.C. 101 because the claimed
invention is directed to non-statutory subject matter.

The basis of this rejection is set forth in a two-prong test of:

(1) whether the invention is within the technological arts; and

(2) whether the invention produces a useful, concrete, and tangible result.

Fora cilaimed invention to be statutory, the claimed invention must be
within the technological arts. Mere ideas in the abstract (i.e., abstract idea, law
of nature, natural phenomena) that do not apply, involve, use, or advance the
technological arts fail to promote the "progress of science and the useful arts”
(i.e., the physical sciences as opposed to social sciences, for example) and
therefore are found to be non-statutory subject matter. For a process claim to
pass muster, the recited process must somehow apply, involve: use, or advance

the technological arts.
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(A) »In the present case, it is not clear whether or not the various elements of
claims 1-10 clearly and definitely require technology. For example in exemplary
~ claim 1, a database in its broadest sense, may simply be a paper-based table
(e.g., chart) or paper files in a file cabinet.- As such, the claims when given theirv
broadest reasonable interpretation appear to be devoid of any technological |
device.

Additionally, for a claimed invention to be statutory, the claimed invention
must produce a useful, concrete, and tangible result. In the pres‘ent case, the
claimed invention generates periodic reports to evaluate potential abuse
patterns. Although the recited process produces a useful, concrete, ar;d tangible
result, since the claimed invention, as a whole, is not within the technological arts

-as explained above, claims 1-10 are deemed to be directed to non-statutory

subject matter.

Claim Rejections - 35 USC § 103
11.  The following is a quotation of 35 U.S.C. 103(a) which forms the basis for

all obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described
as set forth in section 102 of this title, if the differences between the subject matter sought to
be patented and the prior art are such that the subject matter as a whole would have been
obvious at the time the invention was made to a person having ordinary skill in the art to which
said subject matter pertains. Patentability shall not be negatived by the manner in which the
invention was made.

12.  Claims 1-2, 4-8, and 10 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US

2004/0176985 A1) and further in view of Califano et al. (US 2003/0033168 A1).
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(A) Referring to claim 1, Moradi discloses a method of distributing a drug, the
method comprising (para. 3 of Moradi):

receiving prescription requests from a medical doctor containing
information identifying the patient, the drug, and various credentials of the doctor
(para. 35, para. 116, and para. 117 of Moradi);

checking the credentials of the doctor (para. 118 of Moradi); and

confirming receipt of the drug (see abstract of Moradi).

Moradi does not expressly disclose that the drug is a sensitive drug,
entering the information into a central database for analysis of potential abuse
situations, confirming with the patient that educational material has been read
prior to shibping the sensitive drug, and generating periodic reports via the
central database to evaluate potential abuse patterns.

Lilly et al. disclose that the drug is a sensitive drug, enterihg the
information into a central database for analysis of potential abuse situations, and
generating periodic reports via the central database to evaluate potential abuse‘
patterns (para. 33, para. 69, para. 54, and para. 58 of Lilly; the Examiner
interprets “controlled substance” to be a form of “sensitive drug”).

At the time of the invention, ft would have been obvious to a person of
ordinary skill in the art to combine the features of Lilly within Moradi. The
motivation for doing so would have been to ensure that prescribers have an
accurate view of their patients’ use of prescription drugs and to help protect

professionals from lawsuits and other potential liabilities (para. 58 of Lilly).
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Moradi and Lilly do not disclosé confirming with the patient that
educational material has been read prior to shipping the drug.

Califano et al. disclose confirming with the patient that educational
material has been read prior to shipping the drug (para. 84 of Cal.ifano).

At the time of the invention, it would have been obvious to a person of
ordinary skill in the art to combine the feature of Califano within Moradi and Lilly.
The motivation for doing so would have been to ensure that the patient knows
about the risks and dangers associated with the drug (para. 43 of Califano).
{B) Referring to claims 2 and 6, Moradi discloses wherein receipt of the drug is
confirmed by telephone call from the central pharmacy to the patient (abstract,
para. 42, para. 26, and para. 47 of Moradi) and recording a designee identified
by the patient to receive the drug (para. 24 of Moradi; the Examiner interprets
recipient’s...name” to be a form of “designee”).

Moradi does not expressly disclose that the drug is a sensitive drug.

- Lilly et al. disclose that the drug is a sensitive drug (para. 33 of Lilly; the
Examiner interprets “controlled substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of
ordinary skill in the art to combine the feature of Lilly within Moradi. The
motivation for doing so would have been for the distribution method to be used
primarily for drugs that are likely to be abused (para. 9 of Lilly).

(C) Referring to claim 4, Moradi and Lilly do not disclose recording the
confirmation with the patient that the educational material has been read in the

central database.
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Califano discloses recording the confirmation with the patient that the
educational material has been read in the central database (para. 120 of
Califano).

At the time of the invention, it would have been obvious to a person of
ordinary skill in the art to combine the feature of Califano within Moradi and Lilly.
The motivation for doing so would have been to have documentation confirming
that the patient knows about the risks and dangers associated with the drug
(para. 43 of Califano).

(D) Referring to claim 5, Moradi discloses verifying the patient's home address
(para. 43 of Moradi).

(E) Referring to claim 7, Moradi discloses establishing a delivery date (para. 46
of Moradi).

(F) Referring to claim 8, Moradi discloses wherein prescription refills requested
prior to an anticipated date are questioned by the pharmacist (para. 42 of
Moradi).

(G) Referring to claim 10, Moradi discloses wherein the credentials of the doctor
comprise DEA (Drug Enforcement Agency) and state license numbers (para. 116

and para. 117 of Moradi).

13.  Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over
Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1)
in view of Califano et al. (US 2003/0033168 A1) as applied to claim 1 ébove, and

further in view of Andreasson et al. (US 2003/0160698 A1).
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(A) Referring to claim 3, Moradi, Lilly, and Califano do not disclose launching an
investigation of lost shipmenté.

Andreasson discloses disclose launching an investigation of lost
shipments (para. 79 of Andreasson).

At the time of the invention, it would have been obvious to a person of
ordinary skill in the art to combine the feature of Andreasson within Moradi, Lilly,
and Califano. The motivation for doing so would have been to reduce the risk of
Iost.or stolen medical products by immediately notifying healthcare workers so

that they may take appropriate action (para. 79 of Andreasson).

14.  Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over
Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1)
in view of Califano et al. (US 2003/0033168 A1) as applied to claim 1 above, and
further in view df Mayaud (5,845,255).

(A) Referring to claim 9, Moradi, Lilly, and Califano do not disclose shipping
comprehensive printed materials to the physician if the physician is a first time
prescriber of the drug.

Mayaud discloses shipping comprehensive printed materials to the
physician if the physician is a first time prescriber of the drug (col. 37, lines 6-31
of Mayaud).

At the time of the invention, it would have been obvious to a person of
ordinary skill in the art to combine the feature of Mayaud within Moradi, Lilly, and

Califano. ‘The motivation for doing so would have been to reduce the reluctance
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of physicians to prescribe new drugs by providing them with the latest information
about the drugs (col. 37, lines 6-23 of Mayaud). .

Mayaud does not expressly disclose that the drug is a sensitive drug.

Lilly et al. disclose that the drug is a sensitive drug (para. 33 of Lilly; the
Examiner interprets “controlled substance” to be é form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of
ordinary skill in the art to combine the feature of Lilly within Mayaud, Moradi, and
Califano. The motivation for doing so would have been for the distribution

method to be used primarily for drugs that are likely to be abulsed (para. 9 of

Lilly).

“Conclusion
15.  Any inquiry concerning this communication or earlier communications from
the ekaminer should be directed to Lena Najarian whose telephone number is
571-272-7072. The examiner can normally be reached on 8:30 am - 5:00 pm.
If attempts to reach the examiner by telephone are unsuccessful, the
examiner's supervisor, Joseph Thomas can be reached on 571-272-6776. The
fax phone number for the organization where this application or proceeding is

assigned is 703-872-9306.
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Information regarding the status of an application may be obtained from
the Patent Applicatidn Information Retrieval (PAIR) system. Status information
for published applications may be obtained from either Private PAIR or Public
PAIR. Status information for unpublished applications is available through
Private PAIR only. For more information about the PAIR system, see http://pair-
direct.uspto.gov. Should you have questions on access to the Private PAIR
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-

free).

SEPH THOMAS
MINER
PERVISORY PATENT EXA
S CHNOLOGY CENTER 3600

Page 12
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PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Dayton T. Reardan et al. Examiner: Lena Najarian
10/322,348 Group Art Unit: 3626
Filed: December 17, 2002 Docket No.: 101.031US1

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

RESPONSE TO RESTRICTION REQUIREMENT AND
AMENDMENT AND RESPONSE UNDER 37 CFR §1.111

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

This responds to the Office Action mailed on June 29, 2005. Please amend the above-

identified patent application as follows.
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Filing Date: December 17, 2002
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

IN THE SPECIFICATION

Please amend the paragraph on page 6, starting at line 17 as follows:

If the information is complete at 212, the MD is contacted at 220 to verify receipt and
accuracy of the patient’s Rx. This contact is recorded in CHIPS. The intake and reimbursement
specialist then sends a consent form and a cover letter to the patient at 224. The insurance
provider is contacted at 226 to verify coverage and benefits. At 228, a determination is made
regarding coverage for the drug. If it is not available, it is determined at 230 whether the patient
is willing and able to pay. If not, a process 232 is performed for handling patients who are

uninsured or underinsured. In one embodiment, the process is referred to as a NORD process.

Please amend the paragraph on page 6, starting at line 25 as follows:

If the patient is willing and able to pay at 230, the patient is informed of the cost of the
product and is given payment options at 234. At 236, once payment is received, the intake
reimbursement specialist submits a coverage approval form with the enrollment form to the
pharmacy team as notification to process the patient’s prescription. If coverage is approved at
228, the intake reimbursement specialist also submits the coverage eeveral approval form at 238
with the enrollment form to the pharmacy team as notification to process the patient’s

prescription. Processing of the prescription is described below.

Please amend the paragraph on page 7, starting at line 18 as follows:
If any disciplinary actions are identified, as referenced at block 278, management of the
pharmacy is notified and either approves processing of the prescription with continued

monitoring of the physician, or processing of the prescription is not performed, and the physician

is noted in the database as unapproved at 284. The MD is contacted by a pharmacist at 286, and

informed that the patient’s Rx cannot be processed. The enrollment form is then mailed back to

the physician with a cover letter reiterating that the prescription cannot be processed at 288. The
patient is also sent a letter at 290 indicating that the prescription cannot be processed and the

patient is instructed to contact their physician.
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Serial Number: 10/322,348 Dkt: 101.031USI
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

Please amend the paragraph on page 8, starting at line 12 as follows:

At 254, the pharmacist enters the prescription order in the database, creating an order
number. The pharmacist then verifies at 256 the prescription and attaches a verification label to
the hard copy prescription. At 258, a pick ticket is generated for the order and the order is
forwarded to the pharmacy for fulfillment. The shipment is confirmed in the database at 260, the

original Rx is filed with the pharmacy Rx’s in numerical order at 262, and the order is shipped

by USPS Express Mail 264. Use of the US mail invokes certain criminal penalties for
unauthorized diversion. Optionally, other mail services may be used. Potential changes in the
law may also bring criminal penalties into play. Following shipment, the patient is called by the

central pharmacy to confirm that the prescription was received.

Please amend the paragraph on page 8, starting at line 29 as follows:

A refill request process begins at 302 402 in FIG.s 4A and 4B. There are two different
paths for refills. A first path beginning at 404 involves generating a report from the central
database of patients with a predetermined number of days or product remaining. A second path

beginning at 406 is followed when a patient calls to request an early refill.

Please amend the paragraph on page 9, starting at line 12 as follows:
The second path, beginning at 406 results in a note code being entered into the database

on a patient screen indicating an early refill request at 432. At 434, a sensitive drug problem

identification and management risk diversion report may be completed, documented and

distributed. The pharmacist evaluates the patient’s compliance with therapy or possible product
diversion, misuse or over-use at 436. In one embodiment, cash payers are also identified. The
pharmacist then contacts the prescribing physician to alert them of the situation and confirm if
the physician approves of the early refill at 438. If the physician does not approve as indicated at
440, the patient must wait until the next scheduled refill date to receive additional product as

indicated at 442, and the process ends at 444.

Please amend the paragraph on page 12, starting at line 5 as follows:
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RESPONSE TO RESTRICTION REQUIREMENT AND AMENDMENT AND RESPONSE UNDER 37 CFR § 1.111 Page4
Serial Number: 10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

FIG. 12 is a copy of one example voucher request 1200 for medication for use with the

NORD application request form of FIG. 10. In addition to patient and physician information,

prescription information and diagnosis information is also provided.
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Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

IN THE CLAIMS

Please amend the claims as follows:

1. (Currently Amended) A method of distributing a sensitive drug, the method comprising:

receiving prescription requests from a medical doctor containing information identifying
a the patient, the sensitive drug, and various credentials of the doctor;

entering the information into a central computer database for analysis of potential abuse
situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to shipping the
sensitive drug;

confirming receipt of the sensitive drug; and

generating periodic reports via the central computer database to evaluate potential abuse

patterns.

2. (Currently Amended) The method of claim 1 wherein receipt of the sensitive drug is

confirmed by telephone call from a the central pharmacy to the patient.

3. (Original) The method of claim 1 and further comprising launching an investigation of

lost shipments.

4. (Currently Amended) The method of claim 1 and further comprising recording the
confirmation with the patient that the educational material has been read in the central computer

database.

5. (Original) The method of claim 1 and further comprising verifying the patient’s home
address.
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Serial Number: 10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

6. (Original) The method of claim 1 and further comprising recording a designee identified

by the patient to receive the sensitive drug.
7. (Original) The method of claim 1 and further comprising establishing a delivery date.

8. (Currently Amended) The method of claim 1 wherein prescription refills requested prior

to an anticipated date are questioned by a the pharmacist.

9. (Currently Amended) The method of claim 1 and further comprising shipping
comprehensive printed materials to the doctor physieian if the doctor physieian is a first time

prescriber of the sensitive drug.

10.  (Original) The method of claim 1 wherein the credentials of the doctor comprise DEA

(Drug Enforcement Agency) and state license numbers.

11.  (Withdrawn) A method of monitoring potential abuse of a sensitive drug by use of an
exclusive central database, the method comprising:

generating queries of prescription information from a datab_ase containing selected
information for all prescriptions of the sensitive drug, wherein the queries comprise prescriptions
by physician specialty, prescriptions by patient name, prescriptions by frequency and

prescriptions by dose.

12.  (Withdrawn) The method of claim 11 and further comprising running multiple

predetermined reports based on data in the exclusive central database.

13. " (Withdrawn) The method of claim 12 wherein such reports are selected from groups of
reports consisting of sales, regulatory, quality assurance, pharmacy, inventory, reimbursement,

patient care, and drug information.
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14.  (Withdrawn) The method of claim 13 wherein sales reports are selected from the group
consisting of prescriptions by zip code, prescriptions by physician by zip code and total dollars

by zip code.

15.  (Withdrawn) The method of claim 13 wherein regulatory reports are selected from the
group consisting of number of physician registries, number of denied physician registries and
reasons, number of completed patient registries, number of problem identification, number of

cycle counts performed.

16.  (Withdrawn) The method of claim 13 wherein inventory reports are selected from the
group consisting of number of returned products and reasons, number of outdated bottles of
product, inventory counts of consignment and production inventory, number of units received,

and lots received.

17. (Withdrawn) The method of claim 13 wherein patient care reports are selected from the
group consisting of number of adverse events, number of dosing problems and type-, number of
noncompliance episodes and reason, number of patients counseled and reason, number of
discontinued and reason, number of patients referred to physician and reason, number of active
patients, number of new patents, number of restart patients, and number of discontinued patients

and reason.

18.  (Withdrawn) The method of claim 13 wherein selected reports are run weekly, monthly

or quarterly.

19.  (Withdrawn) A method of obtaining FDA (Food and Drug Administration) approval for
a sensitive drug, the method comprising: :
determining current and anticipated patterns of potential abuse of the sensitive drug;
selecting multiple controls for distribution by an exclusive central pharmacy maintaining
a central database, the controls selected from the group consisting of communicating

prescriptions from a physician to the central pharmacy, identifying the physicians name, license
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and DEA (Drug Enforcement Agency) registration information, verifying the presc'f’iption;
obtaining patient information, verifying the physician is eligible to prescribe the sensitive drug
by consulting the National Technical Information Services to determine whether the physician
has an active DEA number and check on whether any actions are pending against the physician,
provide comprehensive printed materials to the physician, contacting the patient’s insurance
company if any, verifying patient registry information, providing comprehensive education
information to the patient, verifying the patient has reviewed the educational materials, verifying
the home address of the patient, shipping via US postal service or similar shipping service,
receiving the name of an at least 18 year old designee to receive the drug, confirming receipt of
an initial shipment of the drug to the patient, returning the drug to the pharmacy after two
attempts to deliver, launching an investigation when a shipment is lost, shipping to another
pharmacy for delivery, requiring manufacture at a single location, releasing inventory in a
controlled manner to the central pharmacy, questioning early refills, flagging repeat instances of
lost, stolen, destroyed or spilled prescriptions, limiting the prescription to a one month supply,
requiring rewriting of the prescription periodically, making the database available to the DEA for
checking for abuse patterns in the data, cash payments, inappropriate questions; and

negotiating with the FDA by adding further controls from the group until approval is

obtained.

20.  (Withdrawn) The method of claim 19 wherein initially selected controls comprise
communicating prescriptions from a physician to the central pharmacy, identifying :the
physicians name, license and DEA registration information, verifying the prescription; obtaining
patient information, verifying the physician is eligible to prescribe the sensitive drug by
consulting the National Technical Information Services to determine whether the physician has
an active DEA number and check on whether any actions are pending against the physician,
verifying patient registry information, providing comprehensive education information to the
patient, verifying the patient has reviewed the educational materials, verifying the home address
of the patient, shipping via US postal service, confirming receipt of an initial shipment of the

drug to the patient releasing inventory in a controlled manner to the central pharmacy, flagging
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repeat instances of lost, stolen, destroyed or spilled prescriptions, and making the database

available to the DEA for checking for abuse patterns in the data.

21. (Withdrawn) The method of claim 19 wherein the sensitive drug is a scheduled drug in

- Schedule II-V.

22.  (Withdrawn) A method of distributing a sensitive drug, the method comprising:
determining current and anticipated patterns of potential abuse of the sensitive drug;
selecting multiple controls for distribution of the sensitive drug; and
adding additional controls to provide sufficient reassurance to a governmental regulatory

body that the sensitive drug distribution can be adequately controlled in order to obtain

marketing approval by the governmental regulatory body.

23. (Withdrawn) The method of claim 22 wherein the system allows marketing of a drug
product pursuant to FDA subpart 4 regulation embodied in Title 21, CFR Part 314.

24.  (Withdrawn) The method of claim 22 wherein distribution of the sensitive drug is
controlled by a central distribution center sufficient to allow the DEA (Drug Enforcement

Agency) to approve the central distribution center.

25. (Withdrawn) The method of claim 22 wherein the governmental regulatory body

comprises a state regulatory agency that approves distribution of the sensitive drug in a state.

26.  (Withdrawn) A method to control abuse of a sensitive drug by controlling the
distribution thereof via an exclusive central pharmacy that maintains a central database that
tracks all prescriptions of said sensitive drug and analyzes for potential abuse situations, the
method comprising:

determining current and anticipated patterns of potential prescription abuse of said

sensitive drug from periodic reports generated by the central database based on prescription



AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 139 of 560

RESPONSE TO RESTRICTION REQUIREMENT AND AMENDMENT AND RESPONSE UNDER 37 CFR § 1.111 Page 10
Serial Number: 10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

request data from a medical doctor, wherein said request data contain information identifying the
patient, the drug prescribed, and credentials of the doctor; and

selecting multiple controls for distribution by said exclusive central pharmacy, the
controls selected from the group consisting of communicating prescriptions from a physician to
the central pharmacy; identifying the physicians name, license, and DEA (Drug Enforcement
Agency) registration information; verifying the prescription; obtaining patient information,
verifying the physician is eligible to prescribe the sensitive drug by consulting the National
Technical Information Services to determine whether the physician has an active DEA number
and to check on whether any actions are pending against the physician; providing comprehensive
printed materials to the physician; contacting the patient’s insurance company if any; verifying
patient registry information; providing comprehensive education information to the patient;
verifying the patient has reviewed the educational materials; verifying the home address of the
patient; shipping via US postal service or similar shipping service; receiving the name of an at
least 18 year old designee to receive the drug; confirming receipt of an initial shipﬁ;ent of the
drug to the patient returning the drug to the pharmacy after two attempts to deliver; launching an
investigation when a shipment is lost; shipping to another pharmacy for delivery; requiring
manufacture at a single location; releasing inventory in a controlled manner to the central
pharmacy; questioning early refills; flagging repeat instances of lost, stolen, destroyed, or spilled
prescriptions; limiting the prescription to a one month supply; requiring rewriting of the
prescription periodically; and making the database available to the DEA for checking for abuse

patterns in the data, for cash payments, and for inappropriate questions.

27.  (Withdrawn) The method of claim 26 wherein initially selected controls comprise:
communicating prescriptions from a physician to the central pharmacy; idefitifying the
physicians name, license, and DEA registration information; verifying the prescription; obtaining
patient information; verifying the physician is eligible to prescribe the sensitive drug by
consulting the National Technical Information Services to determine whether the physician has
an active DEA number and to check on whether any actions are pending against the physician;
verifying patient registry information; providing comprehensive education information to the

patient; verifying the patient has reviewed the educational materials; verifying the home address
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of the patient; shipping via US postal service; confirming receipt of an initial shipment of the
drug to the patient; releasing inventory in a controlled manner to the central pharmacy; flagging
repeat instances of lost, stolen, destroyed, or spilled prescriptions; and making the database

available to the DEA for checking for abuse patterns in the data.

28.  (Withdrawn) The method of claim 26 which further comprises consulting a separate

database to verify that the medical doctor is eligible to prescribe the drug.

29.  (Withdrawn) A method to control abuse of gamma hydroxy butyrate (GHB) by
controlling the distribution of GHB via an exclusive central pharmacy that maintains a central
database that tracks all prescriptions of GHB and analyzes for potential abuse situations, the
method comprising:

determining current and anticipated patterns of potential prescription abuse of GHB from
periodic reports generated by the central database based on prescription request data from a
medical doctor, wherein said request data contain information identifying the patient, GHB as
the drug prescribed, and credentials of the doctor; and

selecting multiple controls for distribution by said exclusive central pharmacy, the
controls selected from the group consisting of communicating prescriptions from a physician to
the central pharmacy; identifying the physicians name, license, and DEA (Drug Enforcement
Agency) registration information; verifying the prescription; obtaining patient information;
verifying the physiciah is eligible to prescribe the sensitive drug by consulting the National .
Technical Information Services to determine whether the physician has an active DEA number
and to check on whether any actions are pending against the physician; providing comprehensive
printed materials to the physician; contacting the patient’s insurance company if any; verifying
patient registry information; providing comprehensive education information to the patient;
verifying the patient has reviewed the educational materials; verifying the home address of the
patient; shipping via US postal service or similar shipping service; receiving the name of an at
least 18 year old designee to receive the drug; confirming receipt of an initial shipment of the
drug to the patient returning the drug to the pharmacy after two attempts to deliver; launching an

investigation when a shipment is lost; shipping to another pharmacy for delivery; requiring



AMN1016 "
IPR of U.S. Patent No. 8,589,182
Page 141 of 560

RESPONSE TO RESTRICTION REQUIREMENT AND AMENDMENT AND RESPONSE UNDER 37 CFR § 1.111 Page 12
Serial Number: 10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

manufacture at a single location; releasing inventory in a controlled manner to the central
pharmacy; questioning early refills; flagging repeat instances of lost, stolen, destroyed, or spilled
prescriptions; limiting the prescription to a one month supply; requiring rewriting of the
prescription periodically; and making the database available to the DEA for checking for abuse

patterns in the data, for cash payments, and for inappropriate questions.

30.  (Withdrawn) The method of claim 29 wherein initially selected controls comprise:
communicating prescriptions from a physician to the central pharmacy; identifying the
physicians name, license, and DEA registration information; verifying the prescription; obtaining
patient information; verifying the physician is eligible to prescribe the sensitive drug by
consulting the National Technical Information Services to determine whether the physician has
an active DEA number and to check on whether any actions are pending against the physician;
verifying patient registry information; providing comprehensive education information to the
patient; verifying the patient has reviewed the educational materials; verifying the home address
of the patient; shipping via US postal service; confirming receipt of an initial shipment of the
drug to the patient; releasing inventory in a controlled manner to the central pharmacy; flagging
repeat instances of lost, stolen, destroyed, or spilled prescriptions; and making the database

available to the DEA for checking for abuse patterns in the data.

31.  (Withdrawn) The method of claim 29 which further comprises consulting a separate

database to verify that the medical doctor is eligible to prescribe the drug.
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REMARKS 4
This responds to the Office Action mailed on June 29, 2005, and the references cited
therewith.

Claims 1, 2, 4, 8 and 9 are amended. Claims 1-10 are now pending in this application.

Affirmation of Election

Restriction to one of the following claims was required:

As provisionally elected by Applicant's representative, Richard Schwartz on March 18,

2005, Applicant elects to prosecute the invention of-Group I, claims 1-10.

The claims of the non-elected invention, claims 11-31, are hereby canceled. However,
Applicant reserves the right to later file continuations or divisions having claims directed to the

non-clected inventions.

Drawing Objection

The drawings were objected to as containing reference numbers not identified in the
description. The description has been amended to include such reference numbers. Any text

added to the description is fully supported by the drawings.

8112 Rejection of the Claims

Claims 1-10 were rejected under 35 U.S.C. § 112, second paragraph, for indefiniteness.

Amendments related solely to addressing antecedence have been made.

§101 Rejection of the Claims

Claims 1-10 were rejected under 35 U.S.C. § 101 because the claimed invention is

* directed to non-statutory subject matter. The claims have been amended to clarify that the
database is a computer database. Thus, the recited process clearly involves the technological

arts.
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§103 Rejection of the Claims
Claims 1-2, 4-8 and 10 were rejected under 35 U.S.C. § 103(a) as being unpatentable
over Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) and
further in view of Califano et al. (US 2003/0033168 Al). Applicant reserves the right to swear

behind each of the references at a later date. The rejection is respectfully traversed.

The Examiner has the burden under 35 U.S.C. § 103 to establish a prima facie case of
obviousness. In re Fine, 837 F.2d 1071, 1074, 5 USPQ2d 1596, 1598 (Fed. Cir. 1988). To do
that the Examiner must show that some objective teaching in the prior art or some knowledge
generally available to one of ordinary skill in the art would lead an individual to co;nbine the
relevant teaching of the references. Id.

The Fine court stated that:

Obviousness is tested by "what the combined teaching of the references
would have suggested to those of ordinary skill in the art." In re Keller, 642 F.2d
413, 425, 208 USPQ 871, 878 (CCPA 1981)). But it "cannot be established by
combining the teachings of the prior art to produce the claimed invention, absent
some teaching or suggestion supporting the combination." ACS Hosp. Sys., 732
F.2d at 1577, 221 USPQ at 933. And "teachings of references can be combined
only if there is some suggestion or incentive to do so." /d. (emphasis in original).

The M.P.E.P. adopts this line of reasoning, stating that

In order for the Examiner to establish a prima facie case of obviousness,
three base criteria must be met. First, there must be some suggestion or
motivation, either in the references themselves or in the knowledge generally
available to one of ordinary skill in the art, to modify the reference or to combine
reference teachings. Second, there must be a reasonable expectation of success.
Finally, the prior art reference (or references when combined) must teach or
suggest all the claim limitations. The teaching or suggestion to make the claimed
combination and the reasonable expectation of success must both be found in the
prior art, and not based on applicant’s disclosure. M.P.E.P. § 2142 (citing In re
Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed.Cir. 1991)).

An invention can be obvious even though the suggestion to combine prior art teachings is
not found in a specific reference. In re Oetiker, 24 USPQ2d 1443 (Fed. Cir. 1992). At the same
time, however, although it is not necessary that the cited references or prior art specifically
suggest making the combination, there must be some teaching somewhere which provides the
suggestion or motivation to combine prior art teachings and applies that combination to
solve the same or similar problem which the claimed invention addresses (emphasis added).
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One of ordinary skill in the art will be presumed to know of any such teaching. (See, e.g., Inre
Nilssen, 851 F.2d 1401, 1403, 7 USPQ2d 1500, 1502 (Fed. Cir. 1988) and In re Wood, 599 F.2d
1032, 1037, 202 USPQ 171, 174 (CCPA 1979)).

The suggestion to combine the reference in the Office Action is not directed to solving
the same or similar problem which the claimed invention addresses. Further, there:s no teaching
in the prior art of application of the combination to solve the same or similar problems which the
claimed invention addresses. The Office Action indicates that the motivation for combining the
features of Lilly within Moradi would be “to ensure that prescribers have an accurate view of
their patients’ use of prescription drugs and to help protect professionals from lawsuits and other
potential liabilities (para. 58 of Lilly).” The purpose of the presently claimed invention is to
track sensitive drugs and reduce the potential for abuse. These are very different problems, and
there is no suggestion to apply the combination to solve the same or similar problem which the
claimed invention addresses.

Moradi is directed to “securely providing prescription medication to patients.” Abstract.
Prescriptions are validated, a pharmacy is selected, and the prescribed medicine is gelivered to
the patient, as described in the Abstract. As the Office Action indicates, Moradi does not
disclose that the drug is a sensitive drug, does not disclose the use of a central database for
analysis of potential abuse situations, does not confirm that the patient has read educational
material and does not generate periodic reports via a central database to evaluate potential abuse
patterns. As is evident from these statements, Moradi lacks quite a few elements of the claimed
invention, and the suggestion provided to combine Moradi with Lilly is improper, since the
purpose stated is not related to the same or similar problem addressed by the claimed invention.
It would seem that a suggestion to combine the references, drawing several different elements
from each of the references, should be a very strong suggestion. As indicated above, the
suggestion does not even apply the combination to solve the same or similar problem, and thus is
a very weak suggestion at best. ;

Even if one were to combine multiple selected elements from each of Moradi and Lilly,
an element of the claimed invention is still lacking. The Office Action indicates that the
combination does not disclose “confirming with the patient that educational material has been

read prior to shipping the drug.” Califano is cited as providing this missing element, and that the
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motivation for doing so “would have been to ensure that the patient knows about the risks and
dangers associated with the drug (para. 43 of Califano).” Califano is directed to obtaining
consent for a clinical trial. Abstract. The cited motivation is very different from the purpose of
the presently claimed invention, making it very unlikely that one of skill in the art would be
motivated to combine the references. As a proper prima facie case of obviousness has not been
established, the rejection should be withdrawn.

The teaching or suggestion to make the claimed combination and the reasonable
expectation of success must both be found in the prior art, not in applicant’s disclosure. In re
Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991); MPEP § 2143. The Exaniiner must
avoid hindsight. In re Bond, 910 F.2d 831, 834, 15 USPQ2d 1566, 1568 (Fed. Cir. 1990). As
indicated above, multiple elements from each of Moradi and Lilly were combined to make the
rejection. Because multiple elements from each were used, there is no reasonable expectation of
success in making the combination. Further, it points toward the improper use of hindsight,
using the claims as a roadmap to make the combination.

A factor cutting against a finding of motivation to combine or modify the prior art is.
when the prior art teaches away from the claimed combination. A reference may be said to teach
away when a person of ordinary skill, upon reading the reference, would be discouraged from
following the path set out in the reference, or would be led in a direction divergent from the path
the applicant took. In re Gurley, 27 F.3d 551, 31 USPQ 2d 1130, 1131 (Fed. Cir. 1994); United
States v. Adams, 383 U.S. 39, 52, 148 USPQ 479, 484 (1966); In re Sponnoble, 405 F.2d 578,
587, 160 USPQ 237, 244 (C.C.P.A. 1969); In re Caldwell, 319 F.2d 254, 256, 138 USPQ 243,
245 (C.C.P.A. 1963). Lilly describes the cooperative use of a database by multiple different
pharmacies, prescribers and patients, to keep track of the prescription history for a patient. It
would be an extremely daunting task to get the cooperation of all these parties. The presently
claimed invention uses a central database for analysis of potential abuse situations for
distribution of a sensitive drug, not to track all prescriptions for a patient. The ambitious path set
forth in Lilly would discourage one of skill in the art from considering using it to solve the
problems addressed in the presently claimed invention.

Claims 2, 4-8 and 10 depend from claim 1 and distinguish the references fq}; at least the

same reasons as claim 1. In addition, claim 2 recites a central pharmacy. The Office Action
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states that Moradi discloses confirming receipt by a telephone call from the central pharmacy.
Applicant has reviewed the cited sections of Moradi, and cannot find the concept of a central
pharmacy. As the term is used in the present application, a central pharmacy is a pharmacy that
exclusively controls the distribution of a sensitive drug. While it may have branches and
affiliates, it uses the central database to keep track of all distribution of the sensitive drug. This
enables a much improved ability to monitor abuse situations. Patients seeking prescriptions from
different doctors will be detected, because the drug is tracked in the central database. Each
pharmacy that distributes the sensitive drug also uses the central database. Practically, this is
accomplished by obtaining FDA approval that requires the use of the central database. Since any
entity that distributes the sensitive drug requires the FDA approval, all must use the same central
database. The term central database is used to encompass any real or virtual manifestation of a
central database that facilitates evaluation of potential abuse patterns for distribution of the

1

sensitive drug.

Claim 3 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Morad1 et al.
(US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) in view of Callfano et al.
(US 2003/0033168 A1) as applied to claim 1 above, and further in view of Andreasson et al. (US
2003/0160698 A1). Applicant further reserves the right to swear behind each of the references.
This rejection is also respectfully traversed. Claim 3 depends from claim 1 and distinguishes
from the references at least in the same manner as claim 1. Andreasson et al. describe
monitoring distribution of medical products within a facility as indicated by the title. Claim 3
recites launching an investigation of lost shipments, which implies that the shipments have
already left a facility. Monitoring within the facility would not address a lost shipment that has
left the facility. As such, there is no showing of a reasonable likelihood of success in making the
combination. As a proper prima facie case of obviousness has not been established, the rejection

=
&

should be withdrawn.

Claim 9 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi et al.
(US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 Al) in view of Califano et al.
(US 2003/0033168 A1) as applied to claim 1 above, and further in view of Mayaud (U.S. Patent
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No. 5,845,255). Claim 9 depends from claim 1 and distinguishes from the references at least in
the same manner as claim 1. The Office Action cites a motivation to combine the four references
as “to reduce the reluctance of physicians to prescribe new drugs by providing them with the
latest information about the drugs”. This motivation has nothing to do with the problems
addressed by the currently claimed invention as identified above. As a proper prima facie case

of obviousness has not been established, the rejection should be withdrawn.

i
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CONCLUSION

Applicant respectfully submits that the claims are in condition for allowance, and

notification to that effect is earnestly requested. The Examiner is invited to telephone

(-‘.'

Applicant’s attorney at (612) 373-6972 to facilitate prosecution of this application.
If necessary, please charge any additional fees or credit overpayment to Deposit Account
No. 19-0743.

Respectfully submitted,

DAYTON T. REARDAN ET AL.

By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

Date F-29-200% By MM

Bradleyé(. Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8; The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelope addressed to: Mail Stop Amendment, Commissioner of Patents, P.O. Box 1450,
Alexandria, VA 22313-1450, on this _29th day of September, 2003.

PATRICIA A. HULTMAN O m_»\‘
CHANG 0 G EL B\,
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States Postal Service with sufficient postage as first class mail, in an envelope addressed to: MS Amendment, Commissioner for

Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on this 29th day of September, 2005. 1
PATRICIA A.HULTMAN @Mﬂﬁ@ém
Name Signature

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
(GENERAL)
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S/N 10/322,3 PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
Applicant: Dayton T. Reardan et al. Examiner: Unknown
Serial No.: 10/322,348 Group Art Unit: 3626
Filed: December 17, 2002 Docket: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT
MS Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37
C.F.R. §§ 1.97 et. seq., the enclosed materials are brought to the attention of the Examiner for
consideration in connection with the above-identified patent application. Applicants respectfully
request that this Supplemental Information Disclosure Statement be entered and the documents
listed on the attached Form 1449 be considered by the Examiner and made of record. Pursuant to
the provisions of MPEP 609, Applicants request that a copy of the 1449 form, initialed as being
considered by the Examiner, be returned to the Applicants with the next official communication.

Pursuant to 37 C.F.R. §1.97(c)(2), Applicants have included the fee of $180.00 as set
forth in 37 C.F.R. §1.17(p). Please charge any additional fees or credit any overpayment to
Deposit Account No. 19-0743.

10/04/2005 FRETEKI1 00000018 10322348
01 FC:1606 180.00 P
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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT Page 2
Serial No :10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

The Examiner is invited to contact the Applicants' Representative at the below-listed
telephone number if there are any questions regarding this communication.

Pursuant to 37 C.F.R. 1.98(a)(2), Applicant believes that copies of cited U.S. Patents and
Published Applications are no longer required to be provided to the Office. Notification of this
change was provided in the United States Patent and Trademark Office OG Noticec dated
October 12, 2004. Thus, Applicant has not included copies of any US Patents or Published
Applications cited with this submission. Should the Office require copies to be provided,
Applicant respectfully requests that notice of such requirement be directed to Applicant's below-
signed representative. Applicant acknowledges the requirement to submit copies of foreign

patent documents and non-patent literature in accordance with 37 C.F.R. 1.98(a)(2).

Respectfully submitted,
DAYTON T. REARDAN ET AL.

By their Representatives, )
SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

Date 7’ 27- loo § By M%///'L%

Bradley A. orrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being deposited with the United States Postal
Service with sufficient postage as first class mail, in an envelope addressed to: MS Amendment, Commissioner for Patents, P.O. Box 1450,
Alexandria, VA 22313-1450, on this _29th day of September, 2005.

PATRICIA A. HULTMAN w

Name Signature
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[Substitute for form 1449A/PTO

PTO/SE/0BA(10-01)
Approved for uss through 10/31/2002, OMB 651-0031
US Patent & Trademark Office: U.S. DEPARTMENT OF COMMERCE

Under the Pa) Reduction Act of 1886, no are ired {0 respond to a collection of information uniess il conlains a valid OMB controt number.
[Complete if Known

INFORMATION DISCLOSURE o
STATEMENT BY APP Application Number 10/322,348
[Use as many sheets as necess Filing Date December 17, 2002
First Named Inventor | Reardan, Dayton
Group Art Unit 3626
Examiner Name Lena Najarian
O
heet 10f 1 e Attorney Docket No: 101.031US1
US PATENT DOCUMENTS
Examiner USP Document Publication Date Name of Patentee or Applicant of cited Document Filing Date
Initial * Number If Appropriate
FOREIGN PATENT DOCUMENTS
El)r(‘?ﬁn;ilr:r l Foreign Document No ! Publication Date Name of Paten[t;f.; 3:“ ﬁzrlicant of cited 7
OTHER DOCUMENTS -- NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item T
Initials* No' (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s),
publisher, city and/or country where published.
Preliminary Amendment Pursuant to 37 CFR 1.115 filed with United States
Patent and Trademark Office on June 17, 2005 in Application Serial No.
11/104,013 (3 pages).
EXAMINER DATE CONSIDERED

+ EXAMINER: Initial if reference considered, whether or not ditation is in conformance with MPEP 809, Draw line through citation if not in
applicant.1 Applicant's unique citation designation number (optional) 2 Applicant is to place a check mark here if English

Substitute Disclosure Statement Fomm (PTO-1448)

and not Include copy oi ‘this form with next communication to
jon is
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."' OCKET NO.: CELG-0471 . PATENT
i pplication No.: 11/104,013
TRADEN>” Preliminary Amendment - First Action Not Yet Received

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

In re Application of: . . .
Marc Elsayed and Bruce Williams Confirmation No.: Not yet assigned
Application No.: 11/104,013 Group Art Unit: Not yet assigned
Filing Date: April 12,2005 Examiner: Not yet assigned

For: Methods For Delivering A Drug To A Patient While Preventing The Exposure
Of A Foetus Or Other Contraindicated Individual To The Drug

DATE OF DEPOSIT: June 17, 2005

] HEREBY CBRIIFY THAY THIS PAPER IS BEING
DEPOSITED WITH THE UNIIED STATES POSTAL
SERVICE AS FIRST CLASS MAIL, POSTAGE PREPAID,
ON THE DATE INDICATED ABOVE AND IS
ADDRESSED TO THE COMMISSIONER FOR PATENTS,
P.O. BOX 1450, ALEXANDRIA. VA 22313-1450.

e Nen e

TYPEDNAME: Angela Verrecchio
REGISTRATION NO.: 54,510

Commissioner for Patents
P.O. Box 1450
Alexandria, VA 22313-1450

Sir:
PRELIMINARY AMENDMENT PURSUANT TO 37 CFR § 1.115

Preliminary to examination of the above-captioned patent application, please amend
the application as follows:
[C1  Amendments to the Specification begin on page of this paper.

Améndments to the Claims are reflected in the listing of the claims which
begins on page 2 of this paper.

Amendments to the Drawings beginonpage - of this paper and include
an attached replacement sheet.

]
Remarks begin on page 3 of this paper.

Page 1 of 3
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DOCKET NO.: CELG-0471 s PATENT
Application No.: 11/104,013
Preliminary Amendment - First Action Not Yet Received

REMARKS

Claims 1-10 have been canceled, and claims 11-14 added. Support for thesé claims
can be found throughout the specification as originally filed. No new matter has been added.
Consideration and allowance of all pending claims is respectfully requested.

Date: Jupe 17,2005 k\ﬂ"l{ /QW——*

Angela Verrecchio
Registration No. 54,510

Woodcock Washbum LLP

One Liberty Place - 46th Floor

Philadelphia PA 19103 1
Telephone: (215) 568-3100

Facsimile: (215)568-3439

Page 3 of 3
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DOCKET NO.: CBLG-0471 PATENT
Application No.: 11/104,013
Prellminary Amendment - First Acton Not Yet Received

This listing of cleims will replace all prior versions, and listings, of claims in the application.
Listing of Claims:

Claims 1-10 (Canceled)
11. (New) A method of distributing a drug, comprising:

a. teceiving data from a prescriber for the drug, said data comprising information
identifying a patient, the drug, and the prescriber;

b. entering the data into a computer database;

c. confirming the ability of the prescriber to prescribe the drug;

d. confirming that patient educational materials have been read; and

e. generating periodic xeport.s regarding distribution of the drug via the computer
database.
12. (New) The method of claim 11, further comprising the step of recording the
confirmation that the educational materials have been read in the database.
13.(New)  The method of claim 11, further comprising the step of blocking inappropriate
refill requests.
14. (New) The method of claim 11, further cornprising the step of shipping educational

materials to the prescriber.

Page 2 of 3
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United States Patent and Trademark Office
Address; COMMISSIONER FOR PATENTS
P.O. Box 1450
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Application No. Applicant(s)

10/322,348 REARDAN ET AL.
Office Action Summary Examiner A Unit

Lena Najarian 3626

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (8) MONTHS from the mailing date of this communication.
- 1f NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1) Responsive to communication(s) filed on 03 October 2005.
2a)X} This action is FINAL. 2b)[] This action is non-final.
3)] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11,453 0.G. 213.

Disposition of Claims

4)X] Claim(s) 1-10 is/are pending in the application.
4a) Of the above claim(s) ______is/are withdrawn from consideration.
5] Claim(s) ____is/are allowed.
6)X] Claim(s) 1-10 is/are rejected.
7)] Claim(s) ____ is/are objected to.
8)L] Claim(s) _____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)J The drawing(s) filed on ______is/are: a)[_] accepted or b)] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[C] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)l 1Al b)[] Some * ¢)[] None of:
1. Certified copies of the priority documents have been received.
2.[0) Certified copies of the priority documents have been received in Application No.
3.0 Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) [:] Notice of References Cited (PTO-892) 4) |:| Interview Summary (PT0-413)

2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. __

3) X Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) [] Notice of Informal Patent Application (PTO-152)
Paper No(s)/Mail Date 20051003. 6) [] other:

U.S. Patent and Trademark Office
PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 20051209
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DETAILED ACTION
Notice to Applicant
1. This communication is in response to the amendment filed 10/3/05.

Claims 1-10 are pending. Claims 1, 2, 4, 8, and 9 have been amended.

Drawings
2. The objection to the drawings is hereby withdrawn due to the amendment
filed 10/3/05.
Claim Rejections - 35 USC § 112
3. The rejection of claims 1-10 under 35 U.S.C. 112, second paragraph, is

hereby withdrawn due to the amendment filed 10/3/05.

Claim Rejections - 35 USC § 101
4. The rejection of claims 1-10 under 35 U.S.C. 101 is hereby withdrawn due

to the amendment filed 10/3/05.

Claim Rejections - 35 USC § 103
5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for

all obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described
as set forth in section 102 of this title, if the differences between the subject matter sought to
be patented and the prior art are such that the subject matter as a whole would have been
obvious at the time the invention was made to a person having ordinary skill in the art to which
said subject matter pertains. Patentability shall not be negatived by the manner in which the
invention was made.
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6. Claims 1-2, 4-8, and 10 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US
2004/0176985 A1) and further in view of Califano et al. (US 2003/0033168 A1).
(A) The amendments to claims 1, 2, 4, and 8 were apparently made to overcome
112, 2" paragraph and/or 101 issues set forth in the prior Office Action.
However, these changes do not affect the scope and breadth of the claims as
originally presented and/or in the manner in which the claims were interpreted by
the Examiner when applying prior art within the previous Office Action. As such,
these claims are rejected under the same rationale given in the prior Office
Action, and incorporated herein.

(B) Claims 5-7 and 10 have not been amended and are rejected for the same

reasons given in the previous Office Action, and incorporated herein.

7. Claim 3 is rejected under 35 U.S.C. '1 03(a) as being unpatentable over
Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1)
in view of Califano et al. (US 2003/0033168 A1) as applied to claim 1 above, and
further in view of Andreasson et al. (US 2003/0160698 A1).

(A) Claim 3 has not been amended and is rejected for the same reasons given in

the previous Office Action, and incorporated herein.

8. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over

Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1)



AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 161 of 560

Application/Control Number: 10/322,348 Page 4
Art Unit: 3626

in view of Califano et al. (US 2003/0033168 A1) as applied to claim 1 above, and
further in view of Mayaud (5,845,255).

(A) The amendment to claim 9 was apparently made to overcome 112, 2"
paragraph issues set forth in the prior Office Action. However, these changes do
not affect the scope and breadth of the claim as originally presented and/or in the
manner in which the claim was interpreted by the Examiner when applying prior
art within the previous Office Action. As such, this claim is rejected under the

same rationale given in the prior Office Action, and incorporated herein.

Response to Arguments
9. Applicant's arguments filed 10/3/05 have been fully considered but they
are not persuasive. Applicant’'s arguments will be addressed hereinbelow in the
order in which they appear in the response filed 10/3/05.
(1) Applicant argues at page 15 that the suggestion to combine the reference in
the Office Action is not directed to solving the same or similar problem which the
claimed invention addresses.
(2) Applicant argues at page 16 that Califano is directed to obtaining consent for
a Clinical trial and that the cited motivation is very different from the purpose of
the presently claimed invention, making it very unlikely that one of skill in the art
would be motivated to combine the references.
(3) Applicant argues at page 16 that multiple elements from each of Moradi and

Lilly were combined to make the rejection and that there is no reasonable
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expectation of success in making the combination. Further, it points toward the
improper use of hindsight, using the claims as a roadmap to make the
combination.

(4) Applicant argues at page 16 that the prior art teaches away from the claimed
combination. Lilly describes the cooperative use of a database by multiple
different pharmacies, prescribers and patients, to keep track of the prescription
history for a patient. It would be an extremely daunting task to get the
cooperation of all these parties. The ambitious path set forth in Lilly would
discourage one of skill in the art from considering using it to solve the problems
addressed in the presently claimed invention.

(5) Applicant argues at page 17 that Applicant has reviewed the cited sections of
Moradi and cannot find the concept of a central pharmacy. As the term is used in
the present application, a central pharmacy is a pharmacy that exclusively
controls the distribution of a sensitive drug.

(6) Applicant argues at page 17 that Andreasson et al. describe monitoring
distribution of medical products within a facility as indicated by the title. Claim 3
recites launching an investigation of lost shipments, which implies that the
shipments have already left a facility. Monitoring within the facility would not
address a lost shipment that has left the facility. As such, there is no showing of
a reasonable likelihood of success in making the combination.

(7) Applicant argues at page 18 that the Office Action cites a motivation to
combine the four references “to reduce the reluctance of physicians to prescribe

new drugs by providing them with the latest information about the drugs.” This
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motivation has nothing to do with the problems addressed by the currently

claimed invention as identified above.

(A) As per the first argument, in response to applicant's argument that the
suggestion to combine Moradi with Lilly is improper since the purpose stated is
not related to the same or similar problem addressed by the claimed invention,
the fact that applicant has recognized another advantage which would flow
naturally from following the suggestion of the prior art cannot be the basis for
patentability when the differences would otherwise be obvious. See Ex parte
Obiaya, 227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985).

In addition, the Examiner respectfully submits that Applicant has failed to
fully consider the Lilly reference. At para. 12, Lilly discloses reducing misused
and abused prescriptions and the need for better tracking and management of
prescriptions. As such, it is readily apparent that Lilly and Applicant’s invention
solve the same or similar problem.

(B) As per the second argument, in response to applicant's argument that
Califano is directed to obtaining consent for a clinical trial, the test for
obviousness is not whether the features of a secondary reference may be bodily
incorporated into the structure of the primary reference; nor is it that the claimed
invention must be expressly suggested in any one or all of the references.
Rather, the test is what the combined teachings of the references would have
suggested to those of ordinary skill in the art. See In re Keller, 642 F.2d 413, 208

USPQ 871 (CCPA 1981).



AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 164 of 560

Application/Control Number: 10/322,348 Page 7
Art Unit: 3626

In response to applicant's argument that the cited motivation is very
different from the purpose of the presently claimed invention, the fact that
applicant has recognized another advantage Which would flow naturally from
following the suggestion of the prior art cannot be the basis for patentability when
the differences would otherwise be obvious. See Ex parte Obiaya, 227
USPQ 58, 60 (Bd. Pat. App. & Inter. 1985).

(C) As per the third argument, in response to applicant's argument that the
examiner's conclusion of obviousness is based upon improper hindsight
reasoning, it must be recognized that any judgment on obviousness is in a sense
necessarily a reconstruction based upon hindsight reasoning. But so long as it
takes into account only knowledge which was within the level of ordinary skill at
the time the claimed invention was made, and does not include knowledge
gleaned only from the applicant's disclosure, such a reconstruction is proper.
See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 1971).

(D) As per the fourth argument, whether or not the Lilly reference discloses
tracking all prescriptions for a patient and not just sensitive drugs is immaterial to
the issue at hand, especially since Lilly is directed to a tracking system for
controlled substances. In addition, it is irrelevant whether the applied references
contain elements in addition to or beyond those claimed by Applicant, and not
required by Applicant, insofar as Applicant uses the word “comprising” at end of
each preamble of the pending claims. The Examiner understands this claim
language to mean “having at least”. If Applicant desires to claim an invention

that is exclusively limited to only those elements specifically recited in the claims,
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the Examiner suggests that Applicant use the term “consisting of” rather than
“‘comprising”.

(E) As per the fifth argument, in response to applicant’s argument that the
references fail to show certain features of applicant’s invention, it is noted that
the features upon which applicant relies (i.e., “a central pharmacy is a pharmacy
that exclusively controls the distribution of a sensitive drug”) are not recited in the
rejected claim(s). Although the claims are interpreted in light of the specification,
limitations from the specification are not read into the claims. See In re Van
Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993).

(F) As per the sixth argument, the Examiner respectfully submits that para. 79 of
Andreasson discloses tracking the delivery of medical products and immediately
notifying healthcare workers and/or administrators of any missing medical
products so that they make take appropriate action to recover and/or investigate
the missing medical products. Para. 43 discloses comparing the information of
the medical products shipped to the healthcare facility with the information
received from the pharmacy terminal to verify that all of the medical products
shipped to the healthcare facility were received by the pharmacy. As such, itis
readily apparent that Andreasson teaches launching an investigation of lost
shipments.

(G) As per the éeventh argument, in response to applicant's argument that the
motivation to combine the four references has nothing to do with the problems
addressed by the currently claimed invention, the fact that applicant has

recognized another advantage which would flow naturally from following the
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suggestion of the prior art cannot be the basis for patentability when the
differences would otherwise be obvious. See Ex parte Obiaya, 227 USPQ 58, 60

(Bd. Pat. App. & Inter. 1985).

Conclusion
10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of
time policy as set forth in 37 CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire
THREE MONTHS from the mailing date of this action. In the event a first reply is
filed within TWO MONTHS of the mailing date of this final action and the advisory
action is not mailed until after the end of the THREE-MONTH shortened statutory
period, then the shortened statutory period will expire on the date the advisory
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be
calculated from the mailing date of the advisory action. In no event, however, will
the statutory period for reply expire later than SIX MONTHS from the mailing
date of this final action.

11.  Any inquiry concerning this communication or earlier communications from
the examiner should be directed to Lena Najarian whose telephone number is
571-272-7072. The examiner can normally be reached on Monday - Friday, 8:30
am - 5:00 pm.

If attempts to reach the examiner by telephone are unsuccessful, the

examiner’s supervisor, Joseph Thomas can be reached on 571-272-6776. The
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fax phone number for the organization where this application or proceeding is
assigned is 571-273-8300.

Information regarding the status of an application may be obtained from
the Patent Application Information Retrieval (PAIR) system. Status information
for published applications may be obtained from either Private PAIR or Public
PAIR. Status information for unpublished applications is available through
Private PAIR only. For more information about the PAIR system, see http://pair-
direct.uspto.gov. Should you have questions on access to the Private PAIR
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-

free).
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This is a Request for Continued Examination (RCE) under 37 CFR § 1.114 of the above-identified application entitled
SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD.
Submission required under 37 C.F.R. § 1.114

Application Number 10/322,348
Filing Date December 17, 2002
REQUEST
FOR First Named Inventor Dayton T. Reardan
CONTINUED EXAMINATION (RCE)
Subsection (b of 35 U.S.C. § 132, effective on May 29, 2000, Examiner Name Lena Najarian
provides for continued examination of an utility or plant application
filed on or afier June 8, 1995, ) Attorney Docket 101.0310US1
See The American Inventors Protection Act of 1999 (AIPA). Number

Customer No. 21186

1. Consider the amendment(s)/reply under 37 C.F.R. § 1.116 previously filed on . |
2. Consider the arguments in the Appeal Brief or Reply Brief previously filed on .
3.X  Amendment Under 37 CFR § 1.116 (11 pages) is enclosed.
4. New power of attorney ( pages) is enclosed.
5.X  Information Disclosure Statement is enclosed (2 pages), with:
a. Form 1449 (1 pages)
b. Copies of IDS Citations (1)

6. X  Please charge Deposit Account 19-0743 in the amount of $395.00 to pay the RCE filing fee required under
CF.R. § 1.17(e).

7.X  The Commissioner is hereby authorized to credit overpayments or charge any fees set forth in 37 CFR
§8 1.16 through 1.18 to Deposit Account No. 19-0743.

8. Petition for Extension of Time in the prior application (1 page) is enclosed along with authorization to charge
Deposit Account 19-0743 in the amount of to pay the extension fee.

9. X  Others: Communication Concerning Related Applications (2 pgs.).

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. By: #%
Atty: Bradley/A. Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being filed using the USPTO's, electronic filing system EFS-
Web, and is addressed to: Mail Stop RCE, Commissioner for Patents, P.O. Box 1450, Alexangsig, VA 22313-1450, on this Z i day of March, 2006.
4
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EXPEDITED PROCEDURE - EXAMINING GROUP 3626

S/N 10/322,348 PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: ~ Dayton T. Reardan et al. Examiner: Lena Najarian
Serial No.:  10/322,348 Group Art Unit: 3626
Filed: December 17, 2002 Docket No.: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

AMENDMENT & RESPONSE UNDER 37 C.F.R. 1.116

Mail Stop RCE
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

In response to the Final Office Action mailed December 29, 2005, please amend the

application as follows:
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IN THE CLAIMS

Please amend the claims as follows.

1. (Previously Presented) A method of distributing a sensitive drug, the method
comprising:

receiving prescription requests from a medical doctor containing information identifying
a patient, the sensitive drug, and various credentials of the doctor;

entering the information into a central computer database for analysis of potential abuse
situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to shipping the
sensitive drug;

confirming receipt of the sensitive drug; and

generating periodic reports via the central computer database to evaluate potential abuse

patterns.

2. (Previously Presented) The method of claim 1 wherein receipt of the sensitive drug is

confirmed by telephone call from a central pharmacy to the patient.

3. (Original) The method of claim 1 and further comprising launching an investigation of

lost shipments.

4. (Previously Presented) The method of claim 1 and further comprising recording the
confirmation with the patient that the educational material has been read in the central computer

database.

5. (Original) - The method of claim 1 and further comprising verifying the patient’s home

address.
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6. (Original) The method of claim 1 and further comprising recording a designee identified

by the patient to receive the sensitive drug.

7. (Original) The method of claim 1 and further comprising establishing a delivery date.

8. (Previously Presented) The method of claim 1 wherein prescription refills requested

prior to an anticipated date are questioned by a pharmacist.

9. (Previously Presented) The method of claim 1 and further comprising shipping
comprehensive printed materials to the doctor if the doctor is a first time prescriber of the

sensitive drug.

10. (Original) The method of claim 1 wherein the credentials of the doctor comprise DEA

(Drug Enforcement Agency) and state license numbers.

11. - 31. (Cancelled)

32. (New) A method of distributing a sensitive drug under exclusive control of an exclusive
central pharmacy, the method comprising:

receiving prescription requests from a medical doctor containing information identifying
a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to shipping the
sensitive drug;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.
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33. (New) A method of distributing a sensitive drug under exclusive control of an exclusive

central pharmacy, the method comprising:

receiving prescription requests from a medical doctor containing information identifying
a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

34, (New) The method of claim 33 wherein the exclusive central pharmacy controls the

exclusive central database.

35.  (New) The method of claim 33 and further comprising selectively blocking shipment of

the sensitive drug to a patient.

36. (New) The method of claim 33 wherein an abuse pattern is associated with a patient, and

shipment is blocked upon such association.

37.  (New) The method of claim 33 wherein the sensitive drug comprises gamma hydroxy

butyrate (GHB).
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REMARKS

This responds to the Office Action mailed on December 29, 2005.

New claims 32 - 37 have been added. Claims 1-10 and 32-37 are now pending in this
application.

New claims 32 - 37 distinguish the references for reasons similar to those provided
below regarding claim 1. In addition, claim 32 recites the use of an exclusive central pharmacy
and an exclusive central database to track distribution and potential diversion of the sensitive
drug.

In paragraph E of the Response to Arguments section of the Final Office Action, it is
stated that the then pending claims did not recite that a central pharmacy is a pharmacy that
exclusively controls distribution of a sensitive drug. New claims 32 - 37 have been written based
on claim 1 to include language that expressly addresses exclusivity of distribution. Such claims
also address exclusivity of the central database. None of the references cited are believed to
address such exclusivities. The original claims are also believed to describe aspects of
centralization, as described in the previous response. The submission of new claims 32-37 1s not

an admission otherwise.

9103 Rejection of the Claims
Claims 1-2, 4-8 and 10 were rejected under 35 U.S.C. § 103(a) as being unpatentable
over Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 Al) and
further in view of Califano et al. (US 2003/0033168 Al).

The suggestion to combine the reference in the Office Action is not directed to solving
the same or similar problem which the claimed invention addresses. Further, there is no teaching
in the prior art of application of the combination to solve the same or similar problems which the
claimed invention addresses. The Office Action indicates that the motivation for combining the
features of Lilly within Moradi would be “to ensure that prescribers have an accurate view of

their patients’ use of prescription drugs and to help protect professionals from lawsuits and other
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potential liabilities (para. 58 of Lilly).” As stated in the response to arguments section A of the
Final Office Action, Lilly also describes reducing misused and abused prescriptions and the need
for better tracking and management of prescription in Paragraph 12. However, the purpose for
such reductions is related to abuse by the patient, and not abuse of a sensitive drug as claimed.
The purpose of the presently claimed invention is to track sensitive drugs and reduce the
potential for abuse, such as diversion of the sensitive drug.

Moradi is directed to “securely providing prescription medication to patients.” Abstract.
In other words, it is directed to making sure that the patient receives the medication, not
preventing abuse, such as further distribution by the patient. Prescriptions are validated, a
pharmacy is selected, and the prescribed medicine is delivered to the patient, as described in the
Abstract. As the Office Action indicates, Moradi does not disclose that the drug is a sensitive
drug, does not disclose the use of a central database for analysis of potential abuse situations,
does not confirm that the patient has read educational material and does not generate periodic
reports via a central database to evaluate potential abuse patterns. As is evident from these
statements, Moradi lacks quite a few elements of the claimed invention, and the suggestion
provided to combine Moradi with Lilly is improper, since thé purpose stated is not related to the
same or similar problem addressed by the claimed invention. It would seem that a suggestion to
combine the references, drawing several different elements from each of the references, should
be a very strong suggestion.

Even if one were to combine multiple selected elements from each of Moradi and Lilly,
an element of the claimed invention is still lacking. The Office Action indicates that the
combination does not disclose “confirming with the patient that educational material has been
read prior to shipping the drug.” Califano is cited as providing this missing element, and that the
motivation for doing so “would have been to ensure that the patient knows about the risks and
dangers associated with the drug (para. 43 of Califano).” Califano is directed to obtaining
consent for a clinical trial. Abstract. It is not directed toward preventing abuse. The cited
motivation is very different from the purpose of the presently claimed invention of distributing a
sensitive drug in a manner that helps prevent abuse, making it very unlikely that one of skill in
the art would be motivated to combine the references. As a proper prima facie case of

obviousness has not been established, the rejection should be withdrawn.
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The Response to Arguments section B of the Final Office Action, the Examiner states
that the test for obviousness is what the combined teachings of the references would have
suggested to those of ordinary skill in the art. This, however, does not address the fact that there
is no proper suggestion to combine the references in the first place, since they are not directed
towards the same or similar problems. Thus, one does not even arrive at the question of what the
combination suggests if the combination is not proper.

Further in section B of the response to arguments in the Final Office Action, the
Examiner states: “In response to applicant’s argument that the cited motivation is very different
from the purpose of the presently claimed invention, the fact that applicant has recognized
another advantage which would flow naturally from following the suggestion of the prior art
cannot be the basis for patentability when the differences would otherwise be obvious.” No such
recognition is being stated by Applicant. Applicant is merely trying to say that the art addresses
a different problem than that of the invention as claimed, and thus, the references are not
properly combinable. The language quoted from the Final Office Action appears to state that
Applicant simply recognized new advantages flowing from the combination of the references.
This statement is respectfully traversed, as Applicant is merely stating that the combination is
improper, since the references are directed to problems that are not similar to those addressed by
the claimed invention.

The teaching or suggestion to make the claimed combination and the reasonable
expectation of success must both be found in the prior art, not in applicant’s disclosure. In re
Vaeck, 947 F.2d 488, 20 USPQ2d 1438 (Fed. Cir. 1991); MPEP § 2143. The Examiner must
avoid hindsight. In re Bond, 910 F.2d 831, 834, 15 USPQ2d 1566, 1568 (Fed. Cir. 1990). As
indicated above, multiple elements from each of Moradi and Lilly were combined to make the
rejection. Because multiple elements from each were used, there is no reasonable expectation of
success in making the combination. Further, it points toward the improper use of hindsight,
using the claims as a roadmap to make the combination.

The Final Office Action in section C, purports to address the above argument by reciting
that reconstruction based on hindsight is proper so long as it takes into account only knowledge
that was within the level of ordinary skill and does not include knowledge gleaned only from the

applicant’s disclosure. Section C does not state how only knowledge within the level of ordinary
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skill was used, and further does not address the argument that a reasonable expectation of
success in making the combination has not been shown.

A factor cutting against a finding of motivation to combine or modify the prior art is
when the prior art teaches away from the claimed combination. A reference may be said to teach
away when a person of ordinary skill, upon reading the reference, would be discouraged from
following the path set out in the reference, or would be led in a direction divergent from the path
the applicant took. In re Gurley, 27 F.3d 551, 31 USPQ 2d 1130, 1131 (Fed. Cir. 1994); United
States v. Adams, 383 U.S. 39, 52, 148 USPQ 479, 484 (1966); In re Sponnoble, 405 F.2d 578,
587, 160 USPQ 237, 244 (C.C.P.A. 1969); In re Caldwell, 319 F.2d 254, 256, 138 USPQ 243,
245 (C.C.P.A. 1963). Lilly describes the cooperative use of a database by multiple different
pharmacies, prescribers and patients, to keep track of the prescription history for a patient. It
would be an extremely daunting task to get the cooperation of all these parties. The presently
claimed invention uses a central database for analysis of potential abuse situations for
distribution of a sensitive drug, not to track all prescriptions for a patient. The ambitious path set
forth in Lilly would discourage one of skill in the art from considering using it to solve the
problems addressed in the presently claimed invention.

Claims 2, 4-8 and 10 depend from claim 1 and distinguish the references for at least the
same reasons as claim 1. In addition, claim 2 recites a central pharmacy. The Office Action
states that Moradi discloses confirming receipt by a telephone call from the central pharmacy.
Applicant has reviewed the cited sections of Moradi, and cannot find the concept of a central
pharmacy. As the term is used in the present application, a central pharmacy is a pharmacy that
exclusively controls the distribution of a sensitive drug. While it may have branches and
affiliates, it uses the central database to keep track of all distribution of the sensitive drug. This
enables a much improved ability to monitor abuse situations. Patients seeking prescriptions from
different doctors will be detected, because the drug is tracked in the central database. Each
pharmacy that distributes the sensitive drug also uses the central database. Practically, this is
accomplished by obtaining FDA approval that requires the use of the central database. Since any
entity that distributes the sensitive drug requires the FDA approval, all must use the same central

database. The term central database is used to encompass any real or virtual manifestation of a
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central database that facilitates evaluation of potential abuse patterns for distribution of the

sensitive drug.

Claim 3 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi et al.
(US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) in view of Califano et al.
(US 2003/0033168 A1) as applied to claim 1 above, and further in view of Andreasson et al. (US
2003/0160698 Al). Applicant further reserves the right to swear behind each of the references.
This rejection is also respectfully traversed. Claim 3 depends from claim 1 and distinguishes
from the references at least in the same manner as claim 1. Andreasson et al. describe
monitoring distribution of medical products within a facility as indicated by the title. Claim 3
recites launching an investigation of lost shipments, which implies that the shipments have
already left a facility. Monitoring within the facility would not address a lost shipment that has
left the facility. As such, there is no showing of a reasonable likelihood of success in making the
combination. As a proper prima facie case of obviousness has not been established, the rejection
should be withdrawn.

In paragraph F of the Response to Arguments section of the Final Office Action, the
Examiner indicates that para. 79 of Andreasson discloses tracking the delivery of medical
products and immediately notifying healthcare workers of any missing medical product so they
can investigate. Note that the start of para. 79 recites “..a closed-loop system for tracking and
monitoring medical products within a healthcare facility,...” While Andreasson may describe
launching an investigation, it lacks the concept of shipping drugs to a patient, and investigating
lost shipments to the patient as claimed.

Claim 9 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi et al.
(US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) in view of Califano et al.
(US 2003/0033168 A1) as applied to claim 1 above, and further in view of Mayaud (U.S. Patent
No. 5,845,255). Claim 9 depends from claim 1 and distinguishes from the references at least in
the same manner as claim 1. The Office Action cites a motivation to combine the four references
as “to reduce the reluctance of physicians to prescribe new drugs by providing them with the

latest information about the drugs”. This motivation has nothing to do with the problems
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addressed by the currently claimed invention as identified above. As a proper prima facie case
of obviousness has not been established, the rejection should be withdrawn.

In paragraph G of the Response to Arguments section of the Final Office Action, the
Examiner again recites something about recognizing another advantage which would flow
naturally from following the suggestion of the prior art, which as stated above, Applicant has not
done. It is believed that such an argument incorrectly presupposes that the references are

properly combinable, which Applicant believes they are not.
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CONCLUSION

Applicant respectfully submits that the claims are in condition for allowance and
notification to that effect is earnestly requested. The Examiner is invited to telephone
Applicant’s attorney (612) 373-6972 to facilitate prosecution of this application.

If necessary, please charge any additional fees or credit overpayment to Deposit Account

No. 19-0743.

Respectfully submitted,

DAYTON T. REARDAN ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

Date 3’27’20049 By W%/‘/—/‘%

Bradle)VA. Forrest i
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being filed using the USPTO's electronic
filing system EFS-Web, and is addressed to: Mail Stop RCE, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on this
day of March, 2006.

JOHN D. GUSTAV-WRATHALL

Name
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: Dayton T. Reardan et al. Examiner: Lena Najarian

Serial No.: 10/322,348 Group Art Unit: 3626

Filed: December 17, 2002 Docket: 101.031US1

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

INFORMATION DISCLOSURE STATEMENT

MS RCE
Commissioner for Patents
P.0O. Box 1450
Alexandria, VA 22313-1450
In compliance with the duty imposed by 37 C.F.R. § 1.56, and in accordance with 37
C.FR. §§ 1.97 et. seq., the enclosed materials are brought to the attention of the Examiner for
consideration in connection with the above-identified patent application. Applicants respectfully
request that this Information Disclosure Statement be entered and the documents listed on the
attached Form 1449 be considered by the Examiner and made of record. Pursuant to the
provisions of MPEP 609, Applicants request that a copy of the 1449 form, initialed as being
considered by the Examiner, be returned to the Applicants with the next official communication.
Pursuant to 37 C.F.R. §1.97(b), it is believed that no fee or statement is required with the
Information Disclosure Statement. However, if an Office Action on the merits has been mailed,
the Commissioner is hereby authorized to charge the required fees to Deposit Account No. 19-

0743 in order to have this Information Disclosure Statement considered.
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Pursuant to 37 C.F.R. 1.98(a)(2), Applicant believes that copies of cited U.S. Patents and
Published Applications are no longer required to be provided to the Office. Notification of this
change was provided in the United States Patent and Trademark Office OG Notices dated
October 12, 2004. Thus, Applicant has not included copies of any US Patents or Published
Applicatidns cited with this submission. Should the Office require copics to be provided,
Applicant respectfully requests that notice of such requirement be directed to Applicant's below-
signed representative. Applicant acknowledges the requirement to submit copies of foreign
patent documents and non-patent literature in accordance with 37 C.F.R. 1.98(a)(2).

The Examiner is invited to contact the Applicants' Representative at the below-listed

telephone number if there are any questions regarding this communication.

Respectfully submitted,
DAYTON T. REARDAN ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

Date 3-25-200f By @%ﬁ

Bradley A% orrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being filed using the USPTO's electronic filing
system EFS-Web, and is addressed to: Mail Stop RCE, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on this
day of March, 2006.
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ubstitute for form 1449A/PTO

INFORMATION DISCLOSURE

Under the Paperwork Reduclion Acl of 1996, o persons are required 1o respond Lo a colestion of informatian unless it conéains a valid OMB control number
Complete i Known

PTO/SEV08A{10-01)
Approved for usa through 10/31/2002. OMB B51.0031
US Putemt & Trademark Offica: 5. DEPARTMENT OF COMMERCE

STATEMENT BY APPLICANT Application Number 10/322,348
(Uise as many sheets as necessary) Filing Date December 17, 2002
First Named Inventor | Reardan, Dayton
Group Art Unit 3626
Examiner Name Najarian, Lena
Sheet 1 of 1 Attorney Docket No: 101.031US1
US PATENT DOCUMENTS
Examliner USP Document Number Publication Name of Patentee or Applicant of cited Document Filing Date
Initlal * Date If Appropriate
FOREIGN PATENT DOCUMENTS
EI:?tr‘pailr;Er Foreign Document No I Publication Date | Name of Pal;anli);ezaG S:n J:malicant of cited | -
OTHER DOCUMENTS -- NON PATENT LITERATURE DOCUMENTS
Examiner Cite Include name of the author {(in CAPITAL LETTERS), title of the article (when appropriate), title of the item T
Initials* No' {book, magazine, journal, serial, sympaosium, catalog, etc.), date, page(s), volume-issue number{s},
publisher, city andfor country where published.
"System for Thalidomide Education and Prescribing Safety (S.T.E.P.S.) Starter
Kit", Celgene Corporation, (2001),103 pgs.
EXAMINER DATE CONSIDERED

Substitute Disclosurs Statement Form (PTO-1448)

- EXAMINER: Inltial if reference cansidered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not considarad. Include copy of this form with next communication to
applicant.1 Applicant's unique citation designation numbar (aptional} 2 Applicant Is t¢ place a check mark hars if Engilsh fanguage Translation is attached
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S/N 10/322,348 PATENT
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant:  Dayton T. Reardan et al. Examiner: Lena Najarian

Serial No.: 10/322,348 Group Art Unit: 3626

Filed: December 17, 2002 Docket: 101.031US1

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

COMMUNICATION CONCERNING RELATED APPLICATION(S)

MS RCE

Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

Applicants would like to bring to the Examiner's attention the following related

application(s) in the above-identified patent application:

Seria}/Patent No. Filing Date/Issue Date Attorney Docket Title
10/979665 November 2, 2004 101.031US2 SENSITIVE DRUG DISTRIBUTION
' SYSTEM AND METHOD
11/097651 April 1, 2005 101.031US3 SENSITIVE DRUG DISTRIBUTION
SYSTEM AND METHOD
11/097985 April 1, 2005 101.031US4 SENSITIVE DRUG DISTRIBUTION
SYSTEM AND METHOD

Continuations and divisionals may be later filed on the cases listed above, or cited to the
Examiner in any previous Communication Concerning Related Applications. Applicants request
that the Examiner review all continuations and divisionals of the above-listed or previously-cited

patent applications before allowing the claims of the present patent application.
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COMMUNICATION CONCERNING RELATED APPLICATIONS Page 2
Serial Number: 10/322,348 Dkt: 101.031US1
Filing Date: December 17, 2002

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

Respectfully submitted,
DAYTON T. REARDAN ET AL.
By Applicants' Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

Date 3~ 27 - 2006 By W%M

BradleyX Forrest
Reg. No. 30,837
CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being filed using the USPTO's electronic filing

system EFS-Web, and is addressed to: Mail Stop RCE, Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on this 251
day of March, 2006.
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Filer: Gregg Alan Peacock/John Gustav-Wrathall
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Electronic Acknowledgement Receipt

EFS ID: 1014264
Application Number: 10322348
Confirmation Number: 5446
Title of Invention: Sensitive drug distribution system and method
First Named Inventor: Dayton T. Reardan
Customer Number: 21186
Filer: Gregg Alan Peacock/John Gustav-Wrathall
Filer Authorized By: Gregg Alan Peacock
Attorney Docket Number: 101.031US1
Receipt Date: 29-MAR-2006
Filing Date: 17-DEC-2002
Time Stamp: 18:36:53
Application Type: Utility
International Application Number:
Payment information:
Submitted with Payment yes
Payment was successfully received in RAM $395.0
RAM confirmation Number 165
Deposit Account 190743

The Director of the USPTO is hereby authorized to charge indicated fees and credit any overpayment as follows:
Charge any Additional Fees required under 37 C.F.R. Section 1.16 and 1.17

File Listing:
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similar to a Post Card, as described in MPEP 503.

New Applications Under 35 U.S.C. 111

If a new application is being filed and the application includes the necessary components for a filing date (see
37 CFR 1.53(b)-(d) and MPEP 506), a Filing Receipt (37 CFR 1.54) will be issued in due course and the date
shown on this Acknowledgement Receipt will establish the filing date of the application.

National Stage of an International Application under 35 U.S.C. 371

If a timely submission to enter the national stage of an international application is compliant with the conditions
of 35 U.S.C. 371 and other applicable requirements a Form PCT/DO/EO/903 indicating acceptance of the
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UNITED STATES DEPARTMENT OF COMMERCE z

United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS
P.O. Box 1450
Alexandria, Virginia 22313-1450
WWW,Uspto.gov

[ APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO, |
10/322,348 12/17/2002 Dayton T. Reardan 101.031US1 5446
21186 7590 06/19/2006 | EXAMINER |
SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. NAJARIAN, LENA
P.O. BOX 2938

MINNEAPOLIS, MN 55402

[ ART UNIT | PAPER NUMBER. j
3626

DATE MAILED: 06/19/2006

Please find below and/or attached an Office communication concerning this application or proceeding.

PTO-90C (Rev. 10/03)
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10/322,348 REARDAN ET AL.
Office Action Summary Examiner Art Unit
Lena Najarian 3626

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no evert, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment, See 37 CFR 1.704(b).

Status

1)K Responsive to communication(s) filed on 29 March 2006.
2a)[] This action is FINAL. 2b)X] This action is non-final.
3)J Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4)X] Claim(s) 1-10 and 32-37 is/are pending in the application.
4a) Of the above claim(s) ______is/are withdrawn from consideration.
5)] Claim(s)_____is/are allowed. A
6)X] Claim(s) 1-10 and 32-37 is/are rejected.
7)) Claim(s) _____is/are objected to.
8)] Ciaim(s) _____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
0)[] The drawing(s) filed on _____is/are: a)[_] accepted or b)[_] objected to by the Examiner.

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
1)] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[_] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)lJAIl b)[]Some * ¢)[]] None of:
1.} Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.[J Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) X} Notice of References Cited (PTO-892) 4) [ interview Summary (PTO-413)

2) [ ] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. ___.__

3) IX) Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) ] Notice of Informal Patent Application (PTO-152)
Paper No(s)/Mail Date 20060329. 6) (] Other:

U.S. Patent and Trademark Office

PTOL-326 (Rev. 7-05) Office Action Summary Part of Paper No./Mail Date 20060530
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DETAILED ACTION

Notice to Applicant
1. This communication is in response to the request for continued examination
(RCE) filed 3/29/06. Claims 1-10 and 32-37 are pending. Claims 11-31 have been

cancelled. Claims 32-37 are newly added.

Double Patenting

2. A rejection based on double patenting of the "same invention” type finds its
support in the language of 35 U.S.C. 101 which states that "whoever invents or
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis
added). Thus, the term "same invention," in this context, means an invention drawn to
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164
USPQ 619 (CCPA 1970).

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by
canceling or amending the conflicting claims so they are no longer coextensive in
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection
based upon 35 U.S.C. 101.

3. Claims 1-10 are provisionally rejected under 35 U.S.C. 101 as claiming the same
invention as that of claims 1-10 of copending Application No. 10/979,665. This is a

provisional double patenting rejection since the conflicting claims have not in fact been

patented.

Claim Rejections - 35 USC § 112

4. The following is a quotation of the second paragraph of 35 U.S.C. 112:

The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.
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5. Claim 34 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite
for failing to particularly point out and distinctly claim the subject matter which applicant
regards as the invention.

6. Claim 34 recites the limitation "the exclusive central database" in lines 1-2.

There is insufficient antecedent basis for this limitation in the claim.

Claim Rejections - 35 USC § 103
7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

8. Claims 1-2, 4-8, 10, and 32 are rejected under 35 U.S.C. 103(a) as being
unpatentable over Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US
2004/0176985 A1) and further in view of Califano et al. (US 2003/0033168 A1).
(A) Referring to claim 1, Moradi discloses a method of distributing a drug, the method
comprising (para. 3 of Moradi):

receiving prescription requests from a medical doctor containing information
identifying a patient, the drug, and various credentials of the doctor (para. 35, para. 116,
and para. 117 of Moradi),

checking the credentials of the doctor (para. 118 of Moradi); and

confirming receipt of the drug (see abstract of Moradi).
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Moradi does not expressly disclose that the drug is a sensitive drug, entering the
information into a central computer database for analysis of potential abuse situations,
confirming with the patient that educational material has been read prior to shipping the
sensitive drug, and generating periodic reports via the central computer database to
evaluate potential abuse patterns.

Lilly et al. disclose that the drug is a sensitive drug, entering the information into
a central computer database for analysis of potential abuse situations, and generating
- periodic reports via the central computer database to evaluate potential abuse patterns
(para. 33, para. 69, para. 54, and para. 58 of Lilly; the Examiner interprets “controlled
substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the features of Lilly within Moradi. The motivation for doing so
would have been to ensure that prescribers have an accurate view of their patients’ use
of prescription drugs and to help protect professionals from lawsuits and other potential
liabilities (para. 58 of Lilly).

Moradi and Lilly do not disclose confirming with the patient that educational
material has been read prior to shipping the drug.

Califano et al. disclose confirming with the patient that educational material has
been read prior to shipping the drug (para. 84 of Califano).

At the time of the invention, it would have been obvious to a person of ordinary

skill in the art to combine the feature of Califano within Moradi and Lilly. The motivation
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for doing so would have been to ensure that the patient knows about the risks and
dangers associated with the drug (para. 43 of Califano).

(B) Referring to claims 2 and 6, Moradi discloses wherein receipt of the drug is
confirmed by telephone call from a central pharmacy to the patient (abstract, para. 42,
para. 26, and para. 47 of Moradi) and recording a designee identified by the patient to
receive the drug (para. 24 of Moradi; the Examiner interprets “recipient’s...name” to be
a form of “designee”).

Moradi does not expressly disclose that the drug is a sensitive drug.

Lilly et al. disclose that the drug is a sensitive drug (para. 33 of Lilly; the
Examiner interprets “controlled substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the feature of Lilly within Moradi. The motivation for doing so
would have been for the distribution method to be used primarily for drugs that are likely
to be abused (para. 9 of Lilly).

(C) Referring to claim 4, Moradi and Lilly do not disclose recording the confirmation with
the patient that the educational material has been read in the central computer
database.

Califano discloses recording the confirmation with the patient that the educational
material has been read in the central computer database (para. 120 of Califano).

At the time of the invention, it would have been obvious to a person of ordinary

skill in the art to combine the feature of Califano within Moradi and Lilly. The motivation



AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 200 of 560

Application/Control Number: 10/322,348 Page 6
Art Unit: 3626

for doing so would have been to have documentation confirming that the patient knows
about the risks and dangers associated with the drug (para. 43 of Califano).
(D) Referring to claim 5, Moradi discloses verifying the patient's home address (para. 43
of Moradi).
(E) Referring to claim 7, Moradi discloses establishing a delivery date (para. 46 of
Moradi).
(F) Referring to claim 8, Moradi discloses wherein prescription refills requested prior to
an anticipated date are questioned by a pharmacist (para. 42 of Moradi).
(G) Referring to claim 10, Moradi discloses wherein the credentials of the doctor
comprise DEA (Drug Enforcement Agency) and state license numbers (para. 116 and
para. 117 of Moradi).
(H) Referring to claim 32, Moradi discloses a method of distributing a drug under
exclusive control of an exclusive central pharmacy, the method comprising (para. 3 and
para. 24 of Moradi):

receiving prescription requests from a medical doctor containing information
identifying a patient, the drug, and various credentials of the doctor (para. 35, para. 116,
and para. 117 of Moradi);

checking the credentials of the doctor (para. 118 of Moradi); and

confirming receipt by the patient of the drug (see abstract of Moradi).

Moradi does not expressly disclose that the drug is a sensitive drug, entering the
information into an exclusive computer database associated with the exclusive central

pharmacy for analysis of potential abuse situations, confirming with the patient that
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educational material has been read prior to shipping the sensitive drug, and generating
periodic reports via the exclusive computer database to evaluate potential diversion
patterns.

Lilly et al. disclose that the drug is a sensitive drug, entering the information into
an exclusive computer database associated with the exclusive central pharmacy for
analysis of potential abuse situations, and generating periodic reports via the exclusive
computer database to evaluate potential diversion patterns. (para. 33, para. 69, para.
54, para. 58, para. 61, para. 11, and para. 57 of Lilly; the Examiner interprets “controlled
substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of ordinéry
skill in the art to combine the features of Lilly within Moradi. The motivation for doing so
would have been to ensure that prescribers have an accurate view of their patients’ use
of prescription drugs and to help protect professionals from lawsuits and other potential
liabilities (para. 58 of Lilly).

Moradi and Lilly do not disclose confirming with the patient that educational
material has been read prior to shipping the drug.

Califano et al. disclose confirming with the patient that educational material has
been read prior to shipping the drug (para. 84 of Califano).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the feature of Califano within Moradi and Lilly. The motivation
for doing so would have been to ensure that the patient knows about the risks and

dangers associated with the drug (para. 43 of Califano).
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9. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Moradi et
al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) in view of
Califano et al. (US 2003/0033168 A1) as applied to claim 1 above, and further in view of
Andreasson et al. (US 2003/0160698 A1).

(A) Referring to claim 3, Moradi, Lilly, and Califano do not disclose launching an
investigation of lost shipments.

Andreasson discloses disclose launching an investigation of lost shipments
(para. 79 of Andreasson).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the feature of Andreasson within Moradi, Lilly, and Califano.
The motivation for doing so would have been to reduce the risk of lost or stolen medical
products by immediately notifying healthcare workers so that they may take appropriate

action (para. 79 of Andreasson).

10.  Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Moradi et
al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) in view of
Califano et al. (US 2003/0033168 A1) as applied to claim 1 above, and further in view of
Mayaud (5,845,255).

(A) Referring to claim 9, Moradi, Lilly, and Califano do not disclose shipping
comprehensive printed materials to the doctor if the doctor is a first time prescriber of

the drug.
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Mayaud discloses shipping comprehensive printed materials to the doctor if the
doctor is a first time prescriber of the drug (col. 37, lines 6-31 of Mayaud).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the feature of Mayaud within Moradi, Lilly, and Califano. The
motivation for doing so would have been to reduce the reluctance of physicians to
prescribe new drugs by providing them with the latest information about the drugs (col.
37, lines 6-23 of Mayaud).

Mayaud does not expressly disclose that the drug is a sensitive drug.

Lilly et al. disclose that the drug is a sensitive drug (para. 33 of Lilly; the
Examiner interprets “controlled substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the feature of Lilly within Mayaud, Moradi, and Califano. The
motivation for doing so would have been for the distribution method to be used primarily

for drugs that are likely to be abused (para. 9 of Lilly).

11.  Claims 33-36 rejected under 35 U.S.C. 103(a) as being unpatentable over
Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1).
(A) Referring to claim 33, Moradi discloses a method of distributing a drug under
exclusive control of an exclusive central pharmacy, the method comprising (para. 3 and

para. 24 of Moradi):
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receiving prescription requests from a medical doctor containing information
identifying a patient, the drug, and various credentials of the doctor (para. 35, para. 116,
and para. 117 of Moradi);

checking the credentials of the doctor'(para. 118 of Moradi); and

confirming receipt by the patient of the drug (see abstract of Moradi).

Moradi does not expressly disclose that the drug is a sensitive drug, entering the
information into an exclusive computer database associated with the exclusive central
pharmacy for analysis of potential abuse situations, confirming with the patient that
educational material has been read prior to shipping the sensitive drug, and generating
periodic reports via the exclusive computer database to evaluate potential diversion
patterns.

Lilly et al. disclose that the drug is a sensitive drug, entering the information into
an exclusive computer database associated with the exclusive central pharmacy for
analysis of potential abuse situations, and generating periodic reports via the exclusive
computer database to evaluate potential diversion patterns. (para. 33, para. 69, para.
54, para. 58, para. 61, para. 11, and para. 57 of Lilly; the Examiner interprets “controlled
substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the features of Lilly within Moradi. The motivation for doing so
would have been to ensure that prescribers have an accurate view of their patients’ use
of prescription drugs and to help protect professionals from lawsuits and other potential

liabilities (para. 58 of Lilly).
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(B) Referring to claim 34, Moradi discloses wherein the exclusive central pharmacy
controls the exclusive central database (para. 7 and para. 43 of Moradi).

(C) Referring to claim 35, Moradi discloses selectively blocking shipment of the drug to
a patient (para. 45 and para. 46 of Moradi).

Moradi does not expressly disclose that the drug is a sensitive drug.

Lilly discloses that the drug is a sensitive drug (para. 2 of Lilly).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to modify Moradi to include Lilly’s sensitive drug with the motivation of
tracking and managing controlled substances in order to reduce abuse (para. 2 and
para. 12 of Lilly)

(D) Referring to claim 36, Moradi discloses wherein abuse is associated with a patient,
and shipment is blocked upon such association (para. 45 and para. 46 of Moradi).

Moradi does not expressly disclose an abuse pattern.

Lilly discloses detecting medication patterns (see para. 58Lc3f Lilly).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the feature of Lilly within Moradi. The motivation for doing so

would have been to proactively deal with potential abuse problems (para. 58 of Lilly).

12.  Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Moradi
et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1), and further in

view of Melker et al. (US 2002/0177232 A1)
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(A) Referring to claim 37, Moradi and Lilly do not disclose wherein the sensitive drug
comprises gamma hydroxy butyrate (GHB).

Melker teaches that gamma hydroxy butyrate (GHB) is an illicit substance (para.
3 of Melker).

At the time of the.invention, it would have been obvious to modify Moradi and
Lilly to include gamma hydroxyl butyrate. The motivation for doing so would have been

to include drugs of recent concern, such as GHB (para. 3 of Melker).

Response to Arguments
13.  Applicant's arguments filed 3/29/06 have been fully considered but they are not
persuasive. Applicant’s arguments will be addressed hereinbelow in the order in which
they appear in the response filed 3/29/06.
(1) Applicant argues at pages 5-6 that the suggestion to combine the reference in the
Office Action is not directed to the same or similar problem which the claimed inventi;ﬁ
addresses. Further, there is no teaching in the prior art of application of the
combination to solve the same or similar problems which the claimed invention
addresses. Lilly describes reducing misused and abused prescriptions and the need for
better tracking and management of prescription in Paragraph 12. However, the purpose
of such reductions is related to abuse by the patient, and not abuse of a sensitive drug

as claimed. The purpose of the presently claimed invention is to track sensitive drugs

and reduce the potential for abuse, such as diversion of the sensitive drug.
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(2) Applicant argues at page 6 that Califano is directed to obtaining consent for a clinical
trial. It is not directed toward preventing abuse. The cited motivation is very different
from the purpose of the presently claimed invention of distributing a sensitive drug in a
manner that helps prevent abuse, making it very unlikely that one of skill in the art would
be motivated to combine the references.

(3) Applicant argues at page 7 that multiple elements from each of Moradi and Lilly were
combined to make the rejection. Because multiple elements from each were used,
there is no reasonable expectation of success in making the combination. Further, it
points toward the improper use of hindsight, using the claims as a roadmap to make the
combination.

(4) Applicant argues at page 8 that Lilly describes the cooperative use of a database by
multiple different pharmacies, prescribers and patients, to keep track of the prescription
history for a patient. It would be an extremely daunting task to get the cooperation of all
these parties. The presently claimed invention uses a central database for analysis of
potential abuse situations for distribution of a sensitive drug, not to track all prescriptions
for a patient. The ambitious path set forth in Lilly would discourage one of skill in the art
from considering using it to solve the problems addressed in the presently claimed
invention.

(5) Applicant argues at page 8 that Applicant has reviewed the cited sections of Moradi,
and cannot find the concept of a central pharmacy. As the term is used in the present
application, a central pharmacy is a pharmacy that exclusively controls the distribution

of a sensitive drug.
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(6) Applicant argues at page 9 that while Andreasson may describe launching an
investigation, it lacks the concept of shipping drugs to a patient, and investigating lost
shipments to the patient as claimed.

(7) Applicant argues at pages 9-10 that the Office Action cites a motivation to combine
the four references as “to reduce the reluctance of physicians to prescribe new drugs by
providing them with the latest information about the drugs.” This motivation has nothing
to do with the problems addressed by the currently claimed invention as identified
above. As a proper prima facie case of obviousness has not been established, the

rejection should be withdrawn.

(A) As per the first argument, the Examiner fails to understand the distinction between
the tracking and management of drugs to reduce misused and abused prescriptions, as
taught by Lilly and “potential abuse,” as claimed by Applicant. At para. 11, Lilly
discloses thaf “abuse” includes reselling drugs on the street. As such, it is respectfully
submitted that both Lilly and Applicant’s invention are directed to the same or similar
problem of diversion of sensitive drugs.

(B) In response to applicant's argument that Califano is directed to obtaining consent for
a clinical trial and not directed toward preventing abuse, the test for obviousness is not
whether the features of a secondary reference may be bodily incorporated into the
structure of the primary reference; nor is it that the claimed invention must be expressly

suggested in any one or all of the references. Rather, the test is what the combined
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teachings of the references would have suggested to those of ordinary skill in the art.
See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981).

In addition, it is respectfully submitted that all of the applied references relate to
health care management. As such, the references are combinable to a person of
ordinary skill in the art.

(C) As per the third argument, the issue of obviousness is not determined by what the
references expressly state but by what they would reasonably suggest to one of
ordinary skill in the art, as supported by decisions in In re DeLisle 406 Fed 1326, 160
USPQ 806; In re Kell, Terry and Davies 208 USPQ 871; and In re Fine, 837 F.2d 1071,
1074, 5 USPQ 2d 1596, 1598 (Fed. Cir. 1988) (citing In re Lalu, 747 F.2d 703, 705, 223
USPQ 1257, 1258 (Fed. Cir. 1988)). Further, it was determined in In re Lamberti et

al, 192 USPQ 278 (CCPA) that:

(i) obviousness does not require absolute predictability;
(i) non-preferred embodiments of prior art must also be considered; and
(iii) the question is not express teaching of references, but what they would

suggest.

In response to applicant's argument that the examiner's conclusion of
obviousness is based upon improper hindsight reasoning, it must be recognized that
any judgment on obviousness is in a sense necessarily a reconstruction based upon
hindsight reasoning. But so long as it takes into account only knowledge which was
within the level of ordinary skill at the time the claimed invention was made, and does

not include knowledge gleaned only from the applicant's disclosure, such a
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reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA
1971).

(D) As per the fourth argument, in response to applicant's argument that Lilly is
nonanalogous art, it has been held that a prior art reference must either be in the field of
applicant’s endeavor or, if not, then be reasonably pertinent to the particular problem
with which the applicant was concerned, in order to be relied upon as a basis for
rejection of the claimed invention. See In re Oetiker, 977 F.2d 1443, 24 USPQ2d 1443
(Fed. Cir. 1992). In this case, the Examiner respectfully submits that Lilly is directed to
the tracking and management of prescriptions to reduce misuse and abuse (para. 12 of
Lilly). As such, Lilly is in the field of applicant’'s endeavor and is pertinent to the
particular problem with which the applicant was concerned.

(E) As per the fifth argument, the Examiner respectfully submits that throughout Moradi
reference is made to a pharmacy (note para. 24 and item 106 of Fig. 1). As such, itis
respectfully submitted that the broadest reasonablpe interpretation of the term “central
pharmacy” would include the pharmacy that is disclosed in Moradi. In addition, it is
noted that the features upon which applicant relies (i.e., exclusively controls the
distribution of a sensitive drug) are not recited in the rejected claim(s). Although the
claims are interpreted in light of the specification, limitations from the specification are
not read into the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed.
Cir. 1993).

(F) As per the sixth argument, the Examiner respectfully submits that para. 79 of

Andreasson discloses tracking the delivery of medical products and immediately
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notifying healthcare workers and/or administrators of any missing medical products so
that they make take appropriate action to recover and/or investigate the missing medical
products. Para. 43 discloses comparing the information of the medical products
shipped to the healthcare facility with the information received from the pharmacy
terminal to verify that all of the medical products shipped to the heaithcare facility were
received by the pharmacy. As such, it is readily apparent that Andreasson teaches
launching an investigation of lost shipments.

(G) As per the seventh argument, the reason or motivation to modify the reference may
often suggest what the inventor has done, but for a different purpose or to solve a
different problem. It is not necessary that the prior art suggest the combination to
achieve the same advantage or result discovered by applicant. In re Linter, 458 F.2d

1013, 173 USPQ 560 (CCPA 1972).

Conclusion
14.  The prior art made of record and not relied upon is considered pertinent to
applicant's disclosure. The cited but not applied prior art teaches a system for
dispensing drugs in health care institutions (4,847,764); a medicine dispensing
apparatus (3,556,342); a system and method for tracking medical devices (US
2004/0008123 A1); a method and system for prescription distribution security (US

2003/0197366 A1); and a distribution system (US 2002/0010661 A1).
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15.  Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Lena Najarian whose telephone number is 571-272-
7072. The examiner can normally be reached on Monday - Friday, 8:30 am - 5:00 pm.
If attempts to reach the examiner by telephone are unsuccessful, the examiner’s
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300.
Information regarding the status of an application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Private PAIR only.
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a
USPTO Customer Service Representative or access to the automated information

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.

-Ia;m

6-2-06

C. LUKE GICLIGAN
PATENT EXAMINER
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1. (Previously Presented) A method of distributing a sensitive drug, the method

comprising:

receiving prescription requests from a medical doctor containing information
identifying a patient, the sensitive drug, and various credentiais of the docior;

entering the information into a central computer database for analysis of potential
abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to
shipping the sensitive drug;

confirming receipt of the sensitive drug; and

generating periodic reports via the central computer database to evaluate potential

abuse patterns.

2. (Previously Presented) The method of claim 1 wherein receipt of the sensitive

drug is confirmed by telephone call from a central pharmacy to the patient.

3. (Original) The method of claim 1 and further comprising launching an

investigation of lost shipments.
4, (Previously Presented) The method of claim 1 and further comprising recording
the confinnation with the patient that the educational material has been read in the central

computer database.

5. (Original) The method of claim 1 and further comprising verifying the patient’s

home address.

6. (Original) The method of claim 1 and further comprising recording a designee

identified by the patient to receive the sensitive drug.
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7. (Original) The method of claim 1 and further comprising establishing a delivery
date.
8. (Previously Presented) The method of claim 1 wherein prescription refills

requested prior to an anticipated date are questioned by a pharmacist.

9. (Previously Presented) The method of claim 1 and further comprising shipping
comprehensive printed materials to the doctor if the doctor is a first time prescriber of the

sensitive drug.

10. (Original) The method of claim 1 wherein the credentials of the doctor comprise

DEA (Drug Enforcement Agency) and state license numbers.
11. - 31. (Cancelled)

32. (Previously Presented) A method of distributing a sensitive drug under
exclusive control of an exclusive central pharmacy, the method comprising:

receiving prescription requests from a medical doctor containing information
identifying a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to
shipping the sensitive drug;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

33. (Previously Presented) A method of distributing a sensitive drug under

exclusive control of an exclusive central pharmacy, the method comprising:

pa
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receiving prescription requests from a medical doctor containing information
identifying a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confimming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

34, (Previously Presented) The method of claim 33 wherein the exclusive central

pharmacy controls the exclusive central database.

3s. (Previously Presented) The method of claim 33 and further comprising

selectively blocking shipment of the sensitive drug to a patient.

36. (Previously Presented) The method of claim 33 wherein an abuse pattern is

associated with a patient, and shipment is blocked upon such association.

37. (Previously Presented) The method of claim 33 wherein the sensitive drug
comprises gamma hydroxy butyrate (GHB).

z
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Additional limitations:
1 — only way to distribute sensitive drug is through use of the central database.

This differs significantly from Moradi et al., which selects a pharmacy based on the

£ o smeen iy
i a prescription.

-

patient’s location and ensures delivery o
Maradi et al., of requiring use of the central database to distribute a sensitive drug. In
other words, many different pharmacies may or may not use the system of Moradi et al.
In the current claims, the use of a single central database is required for all distribution of

the sensitive drug.

Lilly describes cooperative use of a database by multiple pharmacies to keep track of a
prescription history for patients. This does not describe requiring the use of a central
database for tracking all shipments of a sensitive drug. Thus, neither reference, alone or
combined, suggests the requirement that all shipments of a sensitive drug be controlled

through the use of a central database.

None of the references, alone or combined, suggest that a sensitive drug can only be
distributed under control of a single source, or required to be tracked through the use of a
single central database. It provides the ability to track potential abuse patterns with much
greater accuracy, and may have been the basis for allowing the life improving drug

Xyrem, to make it onto the market.

7
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A progression of claims based off claim 32 and 33.

38.  (Proposed) A method of distributing a sensitive drug, the method comprising:

receiving prescription requests from an authorized prescriber containing
information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database for analysis of
potential abuse situations, wherein the use of the exclusive computer database is
required for distribution of the sensitive drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

Last element optional?

—

BS
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39. (Proposed) A method of distributing a sensitive drug, the method comprising:

receiving prescription requests at a central pharmacy from an authorized
prescriber containing information identifying a patient, the sensitive drug, and various
credentials of the authorized prescriber;

entering the information into an exclusive computer database under exclusive
controi of the centrai pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of the sensitive
drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

&
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40. (Proposed) A method of distributing a sensitive drug under control of an
exclusive central pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized
prescriber containing information identifying a patient, the sensitive drug, and various
credentials of the authorized prescriber;

entering the information into an exclusive computer database under exclusive
control of the central pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of the sensitive
drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

checking the exclusive central computer database for potential abuse
associated with the patient;

providing the sensitive drug to the patient provided information in the
exclusive computer database is not indicative of potential abuse;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

7
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4]. (Proposed) A method of distributing a sensitive drug under exclusive control of
a central pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized
prescriber containing information identifying a patient, the sensitive drug, and various
credentials of the authorized prescriber;

entering the information into an exclusive computer database under exclusive
control of the central pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of the sensitive
drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient,

checking the exclusive central computer database for potential abuse

associated with the patient_ or the authorized prescriber;

providing the sensitive drug to the patient under control of the exclusive

central pharmacy provided information in the exclusive computer database is not

indicative of potential abuse;
confirming receipt by the patient of the sensitive drug; and
generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

&
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42, (Proposed) A method of distributing a sensitive drug under an exclusive
controlling entity, the method comprising:

receiving prescription requests from an authorized prescriber containing
information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;
ring th
control of the exclusive controlling entity for analysis of potential abuse situations,
wherein the use of the exclusive computer database is required for distribution of
the sensitive drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug;

checking the exclusive central computer database for potential abuse
associated with the patient;

providing the sensitive drug to the patient provided information in the
exclusive computer database is not indicative of potential abuse;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

T
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Interview Agenda

2PM August 2, 2006.

Attendees:

For Applicant: Brad Forrest; Felissa Cagan

For USPTO: Examiner Najarian and Supervisor Thomas

1. Objective of Interview
2. Problems associated with sensitive drug distribution
3. Discussion of the current claims and art used to reject the claims.

4. Propose new claims/claim limitations to place claims in condition for allowance.
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Proposed claims for 101.031US1 (serial 10/322,348) fax to 571-273-8300
1. (Previously Presented) A method of distributing a sensitive drug, the method
comprising:

receiving prescription requests from a medical doctor containing information
identifying a patient, the sensitive drug, and various credentials of the doctor;
entering the information into a central computer database for analysis of potential

abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to
shipping the sensitive drug;

confirming receipt of the sensitive drug; and

generating periodic reports via the central computer database to evaluate potential

abuse patterns.

2. (Previously Presented) The method of claim 1 wherein receipt of the sensitive

drug is confirmed by telephone call from a central pharmacy to the patient.

3. (Original) The method of claim 1 and further comprising launching an

investigation of lost shipments.

4. (Previously Presented) The method of claim 1 and further comprising recording
the confirmation with the patient that the educational material has been read in the central

computer database.

5. (Original) The method of claim 1 and further comprising verifying the patient’s

home address.

6. (Original) The method of claim 1 and further comprising recording a designee

identified by the patient to receive the sensitive drug.
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7. (Original) The method of claim 1 and further comprising establishing a delivery
date.
8. (Previously Presented) The method of claim 1 wherein prescription refills

requested prior to an anticipated date are questioned by a pharmacist.

9. (Previously Presented) The method of claim 1 and further comprising shipping
comprehensive printed materials to the doctor if the doctor is a first time prescriber of the

sensitive drug.

10.  (Original) The method of claim 1 wherein the credentials of the doctor comprise

DEA (Drug Enforcement Agency) and state license numbers.
11. - 31. (Cancelled)

32.  (Previously Presented) A method of distributing a sensitive drug under
exclusive control of an exclusive central pharmacy, the method comprising:

receiving prescription requests from a medical doctor containing information
identifying a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to
shipping the sensitive drug;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterms.

33, (Previously Presented) A method of distributing a sensitive drug under

exclusive control of an exclusive central pharmacy, the method comprising:
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receiving prescription requests from a medical doctor containing information
identifying a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

34. (Previously Presented) The method of claim 33 wherein the exclusive central

pharmacy controls the exclusive central database.

35. (Previously Presented) The method of claim 33 and further comprising

selectively blocking shipment of the sensitive drug to a patient.

36. (Previously Presented) The method of claim 33 wherein an abuse pattern is

associated with a patient, and shipment is blocked upon such association.

37. (Previously Presented) The method of claim 33 wherein the sensitive drug
comprises gamma hydroxy butyrate (GHB).
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Additional limitations:
1 — only way to distribute sensitive drug is through use of the central database.

This differs significantly from Moradi et al., which selects a pharmacy based on the
patient’s location and ensures delivery of a prescription. There is no discussion in
Maradi et al., of requiring use of the central database to distribute a sensitive drug. In
other words, many different pharmacies may or may not use the system of Moradi et al.
In the current claims, the use of a single central database is required for all distribution of

the sensitive drug.

Lilly describes cooperative use of a database by multiple pharmacies to keep track of a
prescription history for patients. This does not describe requiring the use of a central
database for tracking all shipments of a sensitive drug. Thus, neither reference, alone or
combined, suggests the requirement that all shipments of a sensitive drug be controlled

through the use of a central database.

None of the references, alone or combined, suggest that a sensitive drug can only be
distributed under control of a single source, or required to be tracked through the usc of a
single central database. It provides the ability to track potential abuse patterns with much
greater accuracy, and may have been the basis for allowing the life improving drug

Xyrem, to make it onto the market.
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A progression of claims based off claim 32 and 33.

38. (Proposed) A method of distributing a sensitive drug, the method comprising:

receiving prescription requests from an authorized prescriber containing
information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database for analysis of
potential abuse situations, wherein the use of the exclusive computer database is
required for distribution of the sensitive drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.

Last element optional?
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39. (Proposed) A method of distributing a sensitive drug, the method comprising:

receiving prescription requests at a central pharmacy from an authorized
prescriber containing information identifying a patient, the sensitive drug, and various
credentials of the authorized prescriber;

entering the information into an exclusive computer database under exclusive
control of the central pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of the sensitive
drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to ¢valuate

potential diversion pattems.
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40. (Proposed) A method of distributing a sensitive drug under control of an
exclusive central pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized
prescriber containing information identifying a patient, the sensitive drug, and various
credentials of the authorized prescriber;

entering the information into an exclusive computer database under exclusive
control of the central pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of the sensitive
drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

checking the exclusive central computer database for potential abuse
associated with the patient;

providing the sensitive drug to the patient provided information in the
exclusive computer database is not indicative of potential abuse;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.
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41. (Proposed) A method of distributing a sensitive drug under exclusive control of
a central pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized
prescriber containing information identifying a patient, the sensitive drug, and various
credentials of the authorized prescriber;

entering the information into an exclusive computer database under exclusive
control of the central pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of the sensitive
drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug to the patient;

checking the exclusive central computer database for potential abuse

associated with the patient_ or the authorized prescriber;

providing the sensitive drug to the patient under control of the exclusive

central pharmacy provided information in the exclusive computer database is not
indicative of potential abuse;

confirming receipt by the patient of the sensitive drug; and
generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.
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42. (Proposed) A method of distributing a sensitive drug under an exclusive
controlling entity, the method comprising:

receiving prescription requests from an authorized prescriber containing
information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database under exclusive
cbntrol of the exclusive controlling entity for analysis of potential abuse situations,
wherein the use of the exclusive computer database is required for distribution of
the sensitive drug;

checking the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to
providing the sensitive drug;

checking the exclusive central computer database for potential abuse
associated with the patient;

providing the sensitive drug to the patient provided information in the
exclusive computer database is not indicative of potential abuse;

confiming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate

potential diversion patterns.
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- Anindication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does
not restrict further action by the examiner to the contrary.

- The signature of the examiner who conducted the interview (if Form is not an attachment to a signed Office action)

It is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case. It
should be noted, however, that the Interview Summary Form will not normally be considered a complete and proper recordation of the interview
unless it includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the
substance of the interview.

A complete and proper recordation of the substance of any interview should include at least the following applicable items:
1) A brief description of the nature of any exhibit shown or any demonstration conducted,
2) an identification of the claims discussed,
3) an identification of the specific prior art discussed,
4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the
Interview Summary Form completed by the Examiner,
5) a brief identification of the general thrust of the principal arguments presented to the examiner,
(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully
describe those arguments which he or she feels were or might be persuasive to the examiner.)
6) a general indication of any other pertinent matters discussed, and
7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by
the examiner.

Examiners are expected to carefully review the applicant’s record of the substance of an interview. If the record is not complete and
accurate, the examiner will give the applicant an extendable one month time period to correct the record.

Examiner to Check for Accuracy

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner’s version of the
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, “Interview Record OK" on the
paper recording the substance of the interview along with the date and the examiner’s initials.
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AMENDMENT AND RESPONSE UNDER 37 CFR § 1.111

Mail Stop Amendment
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

This responds to the Office Action dated June 19, 2006. Please amend the above-

identified patent application as follows.
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IN THE CLAIMS

Please amend the claims as follows:
1 —31. (Cancelled)
32.  (Currently Amended) A method of distributing a sensitive drug under exclusive control

of an exclusive central pharmacy, the method comprising:

only receiving prescription requests at the exclusive central pharmacy from a medical

doctor containing information identifying a patient, the sensitive drug, and various credentials of
the doctor;

requiring entering of the information into an exclusive computer database associated with
the exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to shipping the
sensitive drug;

checking the exclusive central database for potential abuse of the sensitive drug;

only mailing the sensitive drug to the patient if no potential abuse is found by the

checking of the exclusive central database;

confirming receipt by the patient of the sensitive drug; and
generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

33.  (Currently Amended) A method of distributing a sensitive drug under exclusive control
of an exclusive central pharmacy, the method comprising:

receiving prescription requests from a medical doctor containing information identifying
a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

checking the exclusive central database for potential abuse of the sensitive drug;
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only mailing the sensitive drug to the patient if no potential abuse is found by the

checking of the exclusive central database;

confirming receipt by the patient of the sensitive drug; and
generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

34. (Currently Amended) The method of claim 33 wherein the exclusive central pharmacy
controls the exclusive eentral database.

35. (Previously Presented) The method of claim 33 and further comprising selectively

blocking shipment of the sensitive drug to a patient.

36. (Previously Presented) The method of claim 33 wherein an abuse pattern is associated

with a patient, and shipment is blocked upon such association.

37. (Previously Presented) The method of claim 33 wherein the sensitive drug comprises

gamma hydroxy butyrate (GHB).

38. (New) A method of distribuﬁng a sensitive drug under control of an exclusive central
pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized prescriber
containing information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of the sensitive drug;

checking of the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to providing the

sensitive drug to the patient;
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requiring checking of the exclusive central computer database for potential abuse
associated with the patient and/or the authorized prescriber;

only providing the sensitive drug to the patient provided information in the exclusive
computer database is not indicative of potential abuse;

confirming receipt by the patient of the sensitive drug; and
generating periodic reports via the exclusive computer database to evaluate potential diversion

patterns.

39.  (New) A method of distributing gamma hydroxy butyrate (GHB) under control of an
exclusive central pharmacy, the method comprising:

receiving prescription requests for GHB at the central pharmacy from an authorized
prescriber containing information identifying a patient and various credentials of the authorized
prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of GHB;

checking of the credentials of the authorized prescriber;

confirming with the patient that GHB educational material has been read prior to
providing GHB to the patient a first time;

requiring checking of the exclusive central computer database for potential GHB abuse
associated with the patient;

only providing GHB to the patient provided information in the exclusive computer
database is not indicative of potential abuse;

confirming receipt by the patient of the GHB; and

generating periodic reports via the exclusive computer database to evaluate potential

GHB diversion patterns.

40. (New) A method of distributing gamma hydroxy butyrate (GHB) under control of an

exclusive central pharmacy, the method comprising:
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receiving prescription requests for GHB at the central pharmacy from an authorized
prescriber containing information identifying a patient and various credentials of the authorized
prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of GHB;

checking of the credentials of the authorized prescriber;

confirming with the patient that GHB educational material has been read prior to
providing GHB to the patient a first time;

requiring checking of the exclusive central computer database for potential GHB abuse
associated with the patient;

mailing GHB to the patient provided information in the exclusive computer database is
not indicative of potential abuse;

confirming receipt by the patient of the GHB; and

generating periodic reports via the exclusive computer database to evaluate potential

GHB diversion patterns.

41.  (New) A method of distributing gamma hydroxy butyrate (GHB) under control of an
exclusive central pharmacy, the method comprising:

manufacturing GHB,;

only providing manufactured GHB to the exclusive central pharmacy;

receiving prescription requests for GHB at the central pharmacy from an authorized
prescriber containing information identifying a patient and various credentials of the authorized
prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of GHB;

checking of the credentials of the authorized prescriber;

confirming with the patient that GHB educational material has been read prior to

providing GHB to the patient a first time;
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requiring checking of the exclusive central computer database for potential GHB abuse
associated with the patient;

mailing GHB to the patient provided information in the exclusive computer database is
not indicative of potential abuse;

confirming receipt by the patient of the GHB; and

generating periodic reports via the exclusive computer database to evaluate potential

GHB diversion patterns.

42, (New) A method of distributing a sensitive drug under control of an exclusive central
pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized prescriber
containing information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of the sensitive drug;

checking of the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to providing the
sensitive drug to the patient;

requiring checking of the exclusive central computer database for potential abuse
associated with the patient and/or the authorized prescriber;

only providing the sensitive drug to the patient provided information in the exclusive
computer database is not indicative of potential abuse; and

confirming receipt by the patient of the sensitive drug.
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REMARKS
This responds to the Office Action dated June 19, 2006, and the references cited
therewith.
Claims 32-34 are amended. Claims 1-10 are canceled. Claims 38-42 are added. Asa

result, claims 32-42 are now pending in this application.

Interview Summary

Applicant wishes to thank Examiner Najarian and Supervisor Thomas for the courtesies
extended to Bradley Forrest and Felissa Cagan during an in-person interview on August 2, 20006.
We discussed possible amendments to the claims. Some of the discussed amendments are
reflected in amended claims 32 and 33, as well as in new independent claims 38-42. No exhibits

were presented.

Double Patenting Rejection

Claims 1-10 were provisionally rejected under 35 U.S.C. 101 as claiming the same
invention as that of claims 1-10 of copending Application No. 10/979,665. Applicant has

cancelled claims 1-10 without prejudice.

8112 Rejection of the Claims

Claim 34 was rejected under 35 U.S.C. § 112, second paragraph, as being indefinite for
failing to particularly point out and distinctly claim the subject matter which Applicant regards as

the invention. Claim 34 has been amended to resolve the rejection.

§103 Rejection of the Claims
Claims 1-2, 4-8, 10, and 32 were rejected under 35 U.S.C. § 103(a) as being unpatentable
over Moradi et al. (U.S. Patent Publication No. 2004/0019794 A1) in view of Lilly et al. (U.S.
Patent Publication No. 2004/0176985 A1) and further in view of Califano et al. (U.S. Patent
Publication No. 2003/0033168 Al). Claims 1-10 have been cancelled, and claim 32 has been

amended consistent with amendments discussed.
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Claim 3 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi et al.
(U.S. Patent Publication No. 2004/0019794 A1) in view of Lilly et al. (U.S. Patent Publication
No. 2004/0176985 Al) in view of Califano et al. (U.S. Patent Publication No. 2003/0033168 Al)
as applied to claim 1 above, and further in view of Andreasson et al. (U.S. Patent Publication No.

2003/0160698 A1l). Claim 3 was cancelled as described above.

Claim 9 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi et al.
(U.S. Patent Publication No. 2004/0019794 A1) in view of Lilly et al. (U.S. Patent Publication
No. 2004/0176985 A1) in view of Califano et al. (U.S. Patent Publication No. 2003/0033168 Al)
as applied to claim 1 above, and further in view of Mayaud (U.S. Patent No. 5,845,255). Claim

9 was cancelled as described above.

Claims 33-36 were rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi
et al. (U.S. Patent Publication No. 2004/0019794 A1) in view of Lilly et al. (U.S. Patent
Publication No. 2004/0176985 A1l). Claim 33 was amended consistent with amendments

discussed.

Claim 37 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Moradi et al.
(U.S. Patent Publication No. 2004/0019794 A1) in view of Lilly et al. (U.S. Patent Publication
No. 2004/0176985 A1), and further in view of Melker et al. (U.S. Patent Publication No.
2002/0177232).

New claims 38-42 have been added and are consistent with amendments discussed. In
particular, none of the references describe a required checking of an exclusive database for
potential abuse, and then not shipping or distributing the sensitive drug if the required check
uncovers potential abuse. Some of the claims expressly recite mailing of the sensitive drug only
if the check is ok, and a further claim recites that the sensitive drug is GHB extensively

throughout the elements of the claim.
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CONCLUSION

Applicant respectfully submits that the claims are in condition for allowance, and
notification to that effect is earnestly requested. The Examiner is invited to telephone
Applicant’s attorney at (612) 373-6972 to facilitate prosecution of this application.

If necessary, please charge any additional fees or credit overpayment to Deposit Account

No. 19-0743.

Respectfully submitted,
DAYTON T. REARDAN ET AL.
By their Representatives,

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.
P.O. Box 2938

Minneapolis, MN 55402

(612) 373-6972

Date S-§ 2006 By W%M

Bradley A-Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being filed using the USPTO's electronic
filing system EFS-Web, and is addressed to: Mail Stop Amendment, Commissionegpof¥atents, P.O. Box 1450, Alexandria, VA 22313-145Q, on

this _g*_day ofjﬂa ;(206]_”[% O\ éu/ ; i g u 'y

Name
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Applicant:  Dayton T. Reardan et al.

Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

Docket No.:  101.031US1 Serial No.: 10/322,348

Filed: December 17, 2002 Due Date: September 19, 2006
Examiner: Lena Najarian Group Art Unit: 3626

MS Amendment

Commissioner for Patents

P.O. Box 1450

Alexandria, VA 22313-1450
We are transmitting herewith the following attached items (as indicated with an “X”’):

X  Amendment and Response (9 pgs.).
X Authorization to charge Deposit Account 19-0743 in the amount of $100.00 to cover the fee for additional
claims as calculated below.

If not provided for in a separate paper filed herewith, if an additional fee is required due to changes to the claims, the fee has
been calculated as follows:
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Remaining Number A3)
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CLAIMS
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TOTAL $100.00
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please charge any additional fees or credit overpayment to Deposit Account No. 19-0743.

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. By: M/’“—’%

Customer Number 21186 Atty: Bradleyﬁ/. Forrest
Reg. No. 30,837

CERTIFICATE UNDER 37 CFR 1.8: The undersigned hereby certifies that this correspondence is being filed using the USPTO's
electronic filing system EFS-Web, and is addressed to: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450, on

this & day of August, 2006.

Narne

SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A.*
(GENERAL)




AMN1016

IPR of U.S. Patent No. 8,589,182

Page 254 of 560

PTO/SB/06 (08-03)

Approved for use through 7/31/2008. OMB 0651-0032
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE
Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information untess it displays a valid OMB control number.

Substitute foForm PTO-875

PATENT APPLICATION FEE DETERMINATION RECORD

mb.

7%

”i/o/c‘saa,a

* If the entry in column 1 is less than the entry in column 2, write “0” in cotumn 3.

** If the "Highest Number Previously Paid For” IN THIS SPACE is less than 20, enter “20".
*** If the “Highest Number Previously Paid For” IN THIS SPACE is fess than 3, enter *3°.

The "Highest Number Previously Paid For” (Total or Independent) is the highest number found in the appropriate box in column 1.

CLAIMS AS FILED - PART I OTHER THAN
(Cotumn 1) (Column 2) SMALL ENTITY OR SMALL ENTITY
FOR NUMBER FILED NUMBER EXTRA RATE FEE RATE FEE
BASIC FEE
(37 CFR 1.16(a)) $ OR $__
TOTAL CLAIMS
(37 CFR 1.16(c)) minus 20 = X$ = OR X$ =
INDEPENDENT CLAIMS
(37 CFR 1.16(b)) minys 3 = X$ = OR XS =
MULTIPLE DEPENDENT CLAIM PRESENT (37 CFR 1.16(d)) +3 = OR +g -
* If the difference in column 1 is less than zero, enter *0° in column 2. TOTAL OR TOTAL
CLAIMS AS AMENDED - PART Il
OR OTHER THAN
(Column 1) (Column2)  (Column 3) SMALL ENTITY SMALL ENTITY
4 CLAIMS HIGHEST
REMAINING NUMBER PRESENT RATE ADDI- RATE ADDI-
= AFTER PREVIOUSLY EXTRA TIONAL TIONAL
& AMENDMENT PAID FOR FEE FEE /]
Total * Minus | ** =
g (37 CFR 1.16(c)) 7/ .\'? / X ;<%: OR X$ = ;
Z | Independent * Minus | *** =
g (37 CFR 1.15(b)) 7 é , X$ = iDon OR Xs___ = /
L] v
<C| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(d)) +s - i ..V OR +s - /
TOTAL - a) TOTAL
ADD'L FEE j 4 OR ADD'L FEE
{
(Column 1) (Column 2)  (Column 3)
CLAIMS HIGHEST
o REMAINING NUMBER PRESENT RATE ADDI- RATE ADDI-
= AFTER PREVIOUSLY EXTRA TIONAL TIONAL
I.ZU AMENDMENT PAID FOR FEE FEE
= Total * Minus | ** =
O | @7 er6@ X$ = OR XS =
Z | Independent . Minus | *** =
g (37 CFR 1.16(b)) X$ = OR Xs ___-=
<C| FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(d)) +s = OR +$ <
TOTAL TOTAL
ADD'L FEE OR ADD'L FEE
(Column 1) (Column 2).  (Column 3)
CLAIMS HIGHEST
o REMAINING NUMBER PRESENT RATE ADDI}- RATE ADDI-
= AFTER PREVIOUSLY EXTRA TIONAL TIONAL
E AMENDMENT PAID FOR FEE FEE
s Total . Minus | ** =
Ia) (37 CFR 1.16(c)) X$ = OR X$ =
Z | Independent . Minus | *** s
g (87 CFR 1.16(b)) X$ = OR Xs___=
<L FIRST PRESENTATION OF MULTIPLE DEPENDENT CLAIM (37 CFR 1.16(d)) +s - oR |+ -
TOTAL TOTAL
ADD'L FEE OR ADD'L FEE

This collection of information is required by 37 CFR 1.16. The information is required to obtain or retain a benefit by the public which is to file (and by the
USPTO to process) an application. Confidentiality is governed by 35 U.S.C. 122 and 37 CFR 1.14. This collection is estimated to take 12 minutes to complete,
including gathering, preparing, and submitting the completed application form to the USPTO. Time will vary depending upon the individual case. Any comments
on the amount of time you require to complete this form and/or suggastions for reducing this burden, should be sent to the Chief Information Officer, U.S. Patent
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 22313-1450, DO NOT SEND FEES OR COMPLETED FORMS TO THIS
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450.

If you need assistance in completing the form, call 1-800-PTO-9199 and select option 2.

Fitad



AMNI1016
IPR of U.S. Patent No. 8,589,182
Page 255 of 560

UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.USpLo.gov

| APPLICATION NO. J FILING DATE ] FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. l CONFIRMATION NO. |
10/322,348 12/17/2002 Dayton T. Reardan 101.031US1 5446
21186 7590 10/18/2006 L EXAMINER | :
SCHWEGMAN, LUNDBERG, WOESSNER & KLUTH, P.A. NAJARIAN, LENA
P.O. BOX 2938
MINNEAPOLIS, MN 55402 L ART UNIT | PAPER NUMBER ]
3626

DATE MAILED: 10/18/2006

Please find below and/or attached an Office communication concerning this application or proceeding.

PTO-90C (Rev. 10/03)



AMNI1016
IPR of U.S. Patent No. 8,589,182

e C;&dﬁliéfaﬁ&\ No. Applicant(s)
10/322,348 REARDAN ET AL.
Office Action Summary Examiner AL Uni
Lena Najarian | 3626

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

)X .Responsive to communication(s) filed on 08 August 2006.
2a)X] This action is FINAL. 2b)[] This action is non-final.
3)[J Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4)X Claim(s) 32-42 is/are pending in the application.
4a) Of the above claim(s) is/are withdrawn from consideration.
5[] Claim(s) _____is/are allowed.
6)X] Claim(s) 32-42 is/are rejected.
7)[] Claim(s) is/are objected to.
8)[] Claim(s) are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)[_] The drawing(s) filed on is/are: a)[_] accepted or b)[_] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[_] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)lJ Al b)]Some * ¢)[] None of:
1.0 Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.[] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s) v

1) & Notice of References Cited (PTO-892) 4) L__I Interview Summary (PTO-413)

2) [[] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(syMail Date. _ .

3) ] Information Disclosure Statement(s) (PTO/SB/08) 5) [] Notice of Informal Patent Application
Paper No(s)/Mail Date _____. 6)[ ] other: .

U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20061012
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DETAILED ACTION

Notice to Applicant
1. This communication is in response to the amendment filed 8/8/06. Claims 32-42
are pending. Claims 1-31 .are cancelled. Claims 32, 33, and 34 have been amended.

Claims 38-42 are newly added.

Double Patenting
2. The rejection of claims 1-10 under 35 U.S.C. 101 is hereby withdrawn due to the

amendment filed 8/8/06.

Claim Rejections - 35 USC § 112

3. The following is a quotation of the second paragraph of 35 U.S.C. 112:

The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.

4, Claims 32-42 are rejected under 35 U.S.C. 112, second paragraph, as being
indefinite for failing to particularly point out and distinctly claim the subject matter which
applicant regards as the invention. |
(A) Claim 32 recites “only” receiving prescription requests “at the exclusive
central pharmacy.” It is unclear to the Examiner whether the exclusive central
pharmacy only receives prescription requests (i.e., limiting what the central
pharmacy can receive to prescription requests) or whether receiving prescription -
requeéts only happens at the exclusive central pharmacy (i.e, excluding other

~ pharmacies from receiving the prescription requests). Clarification is required.
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5. Claims 32-42 recite the limitations for which there is no antecedent basis in the

claims. In particular, the following passages lack or have vague antecedent basis:
(i) “the exclusive central database”: claim 32, lines 11 and 13
claim 33, lines 8 and 10
(i) “the exclusive database”: claim 34, line 2
(iii) “the exclusive central computer database”: claim 38, line 12
claim 39, line 12
claim 40, line 12
claim 41, line 14
claim 42, line 12.

(iv) Claims 35-37 incorporate the deficiencies of claim 33, through dependency,

and are also rejected.

Claim Rejections - 35 USC § 103
6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all
obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

7. Claims 32, 38, and 42 are rejected under 35 U.S.C. 103(a) as being

unpatentable over Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US
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2004/0176985 A1) in view of Califano et al. (US 2003/0033168 A1), and further in view
of Ukens (“Specialty Pharmacy”).
(A) Claim 32 has been amended to now recite only receiving prescription requests at

the exclusive central pharmacy and requiring entering of the information into an

exclusive computer database associated with the exclusive central pharmacy.

As per these features, Ukens discloses restricting distribution of a specialty
medication to only one pharmacy (see page 3, paragraphs 3-5 of Ukens).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the aforementioned features of Ukens within Moradi, Lilly, and
Califano. The motivation for doing so would have been to limit access to dangerous
drugs (page 3, paragraph 5 of Ukens).

Claim 32 has also been amended to now recite “checking the exclusive central
database for potential abuse of the sensitive drug; only mailing the sensitive drug to the
patient if no potential abuse is found by the checking of the exclusive central database.”

Moradi discloses checking the exclusive central database for potential abuse of
the drug and only mailing the drug to the patient if no potential abuse is found by the
checking of the exclusive central database (para. 43, para. 45, para. 6, and Fig. 3, items
318 & 322 of Moradi).

The remainder of claim 32 is rejected for the same reasons given in the previous

Office Action, and incorporated herein.
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(B) ReferringAto claim 38, Moradi discloses a method of disfributing a drug under control
of an exclusive central pharmacy, the method comprising (para. 3 and.para. 24 of
Moradi):

receiving prescription requests at the central pharmacy from an authorized
brescriber containing information identifying a patient, the drug, and various credentials
of th.e authorized prescriber (para. 35, para. 116, and para. 117 of Moradi);

checking of the credentials of the authorized prescriber (para. 118 6f Moradi);

requiring checking of the exclusive central computer database for potential abuse
~ associated with the patient and/or the authorized prescriber (para. 43, para. 45, and Fig.
3, items 318 & 322 of Moradi); |

only providing the drug to the patient provided information in the exclusive
computer database is not indicative of potential abuse (para. 43, para. 45, ar_id Fig. 3,
items 318 & 322 of Moradi);

and

confirming receipt by the patient of the drug (see abstract of Moradi).

Moradi does not expressly disclose that the drug is a sensitive drug, entering the
information into an exclusive computer database under exclusive control of the central -
pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of the sensitive drug, confirming with the
patient that educational material has been read_priorto providing the sensitive drug tQ
the patienf, and generating periodic reports via the exclusive computer database to

evaluate potential diversion patterns.
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Lilly et al. disclose that the‘drug is a sensitive drug, entering the information into
an exclusive computer database under exclusive control of the central pharmacy for
analysis of potential abuse situations, and generating periodic reports via the exclusive
computer database to evaluate potential diversion patterns. (para. 33, para. 69, para. |
54, para. 58, para. 61, para. 11, and para. 57 of Lilly; the Examiner interprets “controlled
substance” to be a form of “sensitive drug”). |

At the time of the invention, it would have been obvidus to a person of ordinary
skill in the art to combine the features of Lilly within Moradi. The motivation for d'oing SO
would have been to immediately detect problems related to abuse, fraud, and misuse of
medications (para. 57 of Lilly).

Moradi and Lilly do not disclose confirming with the patient that educational -
material has been read priof to providing' the sensitive drug to the patient.

Califano et al. disclose confirming with the patient that educational material has
been read prior to providing the drug to the patient (para. 84 of Califano).

At the time of the invention, it would have been obvious to a person of ordinary
- skill in the art to combine the feature of Califano within Moradi and Lilly. The motivation
for doing so would have been to ensure that the patient knows about the risks and
dangers associated with the drug (para. 43 of Califano).

Moradi, Lilly, and Célifano do not expressly disclose wherein thé use of the
exclusive computer database is required for distributioh of the sensitive drug.

However, Ukens discloses restricting distribution of a specialty medication to only ‘

one pharmacy (see page 3, paragraphs 3-5 of Ukens).
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At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the aforementioned features of Ukens within Moradi, Lilly, and
Califano. The motivation for doing so would have been to limit access to dangerous
drugs (page 3, péragraph 5 of Ukens).

(C) Claim 42 repeats the same limitations as claim 38 and is rejected fof the same

reasons given for that claim.

8. Claims 33-36 rejected under 35 U.S.C. 103(a) as being unpatentable over
Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1).

| (A) Claim 33 has been amended to now recite “checking the exclusive central database

for potential abuse of the sensitive drug; only mailing the sensitive drug to the patient if

no potential abuse is found by the checking of the exclusive central database.”

Moradi discloses checking the exclusive central database for potential abuse of
the drug and only mailiﬁg the drug to the patient if no potential abuse is found by the
checking of the exclusive central database (para. 43, para. 45, para. 6, and Fig. 3, items
318 & 322 of Moradi).

The remainder of claim 33 is rej.ected for the same reasons given in the previous
Office Action, and incorporated herein.

(B) Referring to claim 34, Moradi discloses wherein the exclusive central pharmacy
controls the exclusive database (para. 7 and para. 43 of Moradi).
(C) Claims 35 and 36 have not been amended and are rejected for the same reasons

given in the previous Office Action, and incorporated herein.
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9. Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Moradi
et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1), and further in
view of Melker et al. (US 2002/0177232 A1).

(A) Claim 37 has not been amended and is rejected for the same reasons given in the

previous Office Action, and incorporated herein. .

10.  Claims 39-41 are rejected under 35 U.S.C. 103(a) as being unpatentable over
Moradi et al. (US 2004/0019794 A1) in view of Lilly et al. (US 2004/0176985 A1) in view
of Califano et al. (US 2003/0033168 A1), and further in view of Talk About Sleep (“An
Interview with Orphan Medical about Xyrem?”).
(A) Reférring to claim 39, Moradi discloses a method of distributing a drug under control
of an exclusive central pharmacy, the method comprising (para. 3 and para. 24 of
Moradi):

receiving prescription requests for the drug at the central pharmacy from an
authorized prescriber containing information identifying a patient and various credentials
of the authorized prescriber (para. 35, para. 116, and para. 117 of Moradi);

checking of the credentials of the authorized prescriber (para. 118 of Moradi);

requiring checking of the exclusive central computer database for potential abuse
associated with the patient (para. 43, para. 45, and Fig. 3, items 318 & 322 of Moradi);

only providing the drug to the patient provided information in the exclusive
computer database is not indicative of potential abuse (para. 43, para. 45, and Fig. 3,
items 318 & 322 of Moradi),

and
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confirming receipt by the patient of the drug (see abstract of Moradi).

Moradi does not expressly disclose that the drug is gamma hydroxy butyrate
(GHB), enterihg the information into an exclusive computer database under exclusive
control of the central pharmacy for analysis of potential abuse situations, wherein the
use of the exclusive computer database is required for distribution of GHB, confirming
with the patient that GHB educational material has been read prior to providing GHB to
the patient for a first tﬁme, and generating periodic reborts via the exclusive computer
database to evaluate potential GHB diversion patterns.

| Lilly et al. disclose that the drug is a sensitive drug, entering the information into -
an exclusive computer database under exclusive controi of the central pharmacy for -
analysis of potehtial abuse situations, and generating periodic reports via the exclusive
computer database to evaluate potential diversion patterns. (para. 33, para. 69, para.
54, para. 58, para. 61, para. 11, and para. 57 of Lilly; the Examiner interprets “controlled
substance” to be a form of “sensitive drug”).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine the features of Lilly within Moradi. The motivation for doing so
would have been to immediately detect problems related to abuse, fraud_, and misuse of
medications. (para. 57 of Lilly). |

Moradi and Lilly do not disclose confirming with the patient that educational
material has been read prior to providiﬁg the sensitive drug to the' patient.

Califano et al. disclose confirming with the patient that edubational material has-

been read prior to providing the drug to the patient (para. 84 of Califano).
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At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to combine thé feature of Califano within Moradi and Lilly. The motivation
for doing so would have been to ensure that the patient knows about the risks and
dangers associated with the drug (para. 43 of Califano).

Moradi, Lilly, and Califano do not expressly disclose that the drug is GHB and
wherein the use of the exclusive computer database is required for distribution of GHB.
However, Talk About Sleep discloses providing GHB through a specialty
distribution system that utilizes a central pharmacy (see “An Interview with Orphan

Medical about Xyrem,” talkaboutsleep.com).

At the time of the invention, it would have been obvious to a person of ordinary
skill in the art to-combine the aforementioned features of Talk About Sleep within
Moradi, Lilly, and Califano. The motivation for doing so would have been to provide this
medicine to patients that need it in a responsible manner (see “An Interview with
Orphan Medical about Xyrem,” talkaboutsleep.com).

(B) Claim 40 differs from claim 39 by reciting “mailing” GHB as opposed to “providing.”
As per this feature, the Examiner respectfully submits that Moradi discloses mailing the
drugs (see para. 6 of Moradi).

The remainder of claim 40 is rejected for the same reasons given for claim 39
above.

(C) Claim 41 differs from claim 40 by reciting “manufacturing GHB and only providing

manufactured GHB to the exclusive central pharmacy.”
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As per these features, the Examiner respectfully submits that Talk About Sleep
discloses manufacturing GHB and only providing manufactured GHB to the exclusive
central pharmacy (see “An Interview with Orphan Medical about Xyrem,”
talkaboutsleep.com).

The remainder of clam 41 is rejected for the same reasons given for claim 40

above.

Response to Arguments
11.  Applicant's arguments filed 8/8/06 have been fully considered but they are not
persuasive. Applicant's arguments will be addressed hereinbelow in the order in which
they appear in the response filed 8/8/06.
(1) Applibant argues at page 8 that none of the references describe a required checking
of an exclusive database for potential abuse, and then not shipping or distributing the

sensitive drug if the required check uncovers potential abuse.

(A) As per the first argument, the Examiner respectfully submits that Moradi discloses at
para. 43 a database that keeps track of medicine orders that are delivered to the
patients. The Moradi system ensures that patients do not receive medication in excess
of their prescription and prevents prescription abuse (see para. 45 of Moradi). As such,
it is respectfully submitted that Moradi checks the database for potential abuse and
does not ship or distribute the drug if abuse is uncovered (i.e., the medicine has already

been delivered).
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Conclusion

12.  The prior art made of record and not relied upon is considered pertinent to
applicant's disclosure. The cited but not applied prior art teaches tracking the
distribution of prescription drugs and other controlled articles (US 6,952,681 B2) and an
apparatus and method for processing prescription requests using a remotely located
prescription processing system (US 7,058,584 B2).

13.  Applicant's amendment necessitated the new ground(s) of rejection presented in
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP

§ 706.07(a). Applicant is reminded of the extension of time policy‘as set forth in 37
CFR 1.136(a).

A shortened statutory period for reply to this final action is set to expire THREE
MONTHS from the mailing date of this action. In the event a first reply is filed within
TWO MONTHS of the mailing date of this final action and the advisory action is not
mailed until after the end of the THREE-MONTH shortened statutory period, then the
shortened statutory period will expire on the date the advisory action is mailed, and any
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of
the advisory action. In no event, however, will the statutory period for reply expire later
than SIX MONTHS from the date of this final action.

14.  Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Lena Najarian whose telephone number is 571-272-

7072. The examiner can normally be reached on Monday - Friday, 8:30 am - 5:00 pm.
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's
supervisor, Joseph Thomas can be reached on 571-272-6776. The fax phone number
for the organization where this application or proceeding is assigned is 571-273-8300. -

Information regarding the status of an_application may be obtained from the
Patent Application Information Retrieval (PAIR) system. Status information for
published applications may be obtained from either Private PAIR or Public PAIR.
Status information for unpublished applications is available through Privatel PAIR only.
For more information about the PAIR system, see http:/pair-direct.uspto.gov. Should
you have questions on access to the Private PAIR system, contact the Electronic
Business Center (EBC) at 866-217-9197 (toll-free). If you would Iik_e assistance from a
USPTO Customer Service Representative or access to the automated info.rmation

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000.
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S/N 10/322.348 PATENT

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

Applicant: Dayton T. Reardan et al. Examiner: Lena Najarian
Serial No.: 10/322,348 Group Art Unit: 3626
Filed: December 17, 2002 Docket No.: 101.031US1
Title: SENSITIVE DRUG DISTRIBUTION SYSTEM AND METHOD

AMENDMENT & RESPONSE UNDER 37 C.F.R. 1.116

Mail Stop AF
Commissioner for Patents
P.O. Box 1450

Alexandria, VA 22313-1450

In response to the Final Office Action dated October 18, 2006, please amend the

application as follows:
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IN THE CLAIMS

Please amend the claims as follows:

1 —31. (Cancelled)

32. (Currently Amended) A method of distributing a sensitive drug under exclusive control
of an exclusive central pharmacy, the method comprising:

enly receiving all prescription requests at the exclusive central pharmacy from a medical
doctor containing information identifying a patient, the sensitive drug, and various credentials of
the doctor;

requiring entering of the information into an exclusive computer database associated with
the exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

confirming with the patient that educational material has been read prior to shipping the
sensitive drug;

checking the exclusive computereentral database for potential abuse of the sensitive drug;

only mailing the sensitive drug to the patient if no potential abuse 1s found by the
checking of the exclusive computereentral database;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

33. (Currently Amended) A method of distributing a sensitive drug under exclusive control
of an exclusive central pharmacy, the method comprising:

receiving prescription requests from a medical doctor containing information identifying
a patient, the sensitive drug, and various credentials of the doctor;

entering the information into an exclusive computer database associated with the
exclusive central pharmacy for analysis of potential abuse situations;

checking the credentials of the doctor;

checking the exclusive computereentral database for potential abuse of the sensitive drug;
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only mailing the sensitive drug to the patient if no potential abuse is found by the
checking of the exclusive computereentral database;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

34. (Currently Amended) The method of claim 33 wherein the exclusive central pharmacy

controls the exclusive computer database.

35. (Previously Presented) The method of claim 33 and further comprising selectively

blocking shipment of the sensitive drug to a patient.

36. (Previously Presented) The method of claim 33 wherein an abuse pattern is associated

with a patient, and shipment is blocked upon such association.

37. (Previously Presented) The method of claim 33 wherein the sensitive drug comprises

gamma hydroxy butyrate (GHB).

38. (Currently Amended) A method of distributing a sensitive drug under control of an
exclusive central pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized prescriber
containing information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of the sensitive drug;

checking of the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to providing the

sensitive drug to the patient;
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requiring checking of the exclusive eentral computer database for potential abuse
associated with the patient and/or the authorized prescriber;

only providing the sensitive drug to the patient provided information in the exclusive
computer database is not indicative of potential abuse;

confirming receipt by the patient of the sensitive drug; and

generating periodic reports via the exclusive computer database to evaluate potential

diversion patterns.

39. (Currently Amended) A method of distributing gamma hydroxy butyrate (GHB) under
control of an exclusive central pharmacy, the method comprising:

receiving prescription requests for GHB at the central pharmacy from an authorized
prescriber containing information identifying a patient and various credentials of the authorized
prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of GHB;

checking of the credentials of the authorized prescriber;

confirming with the patient that GHB educational material has been read prior to
providing GHB to the patient a first time;

requiring checking of the exclusive eentral-computer database for potential GHB abuse
associated with the patient;

only providing GHB to the patient provided information in the exclusive computer
database is not indicative of potential abuse;

confirming receipt by the patient of the GHB; and

generating periodic reports via the exclusive computer database to evaluate potential

GHB diversion patterns.

40. (Currently Amended) A method of distributing gamma hydroxy butyrate (GHB) under

control of an exclusive central pharmacy, the method comprising:
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recelving prescription requests for GHB at the central pharmacy from an authorized
prescriber containing information identifying a patient and various credentials of the authorized
prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of GHB;

checking of the credentials of the authorized prescriber;

confirming with the patient that GHB educational material has been read prior to
providing GHB to the patient a first time;

requiring checking of the exclusive eentral-computer database for potential GHB abuse
associated with the patient;

mailing GHB to the patient provided information in the exclusive computer database is
not indicative of potential abuse;

confirming receipt by the patient of the GHB; and

generating periodic reports via the exclusive computer database to evaluate potential

GHB diversion patterns.

41. (Currently Amended) A method of distributing gamma hydroxy butyrate (GHB) under
control of an exclusive central pharmacy, the method comprising:

manufacturing GHB,;

only providing manufactured GHB to the exclusive central pharmacy;

receiving prescription requests for GHB at the central pharmacy from an authorized
prescriber containing information identifying a patient and various credentials of the authorized
prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of GHB,;

checking of the credentials of the authorized prescriber;

confirming with the patient that GHB educational material has been read prior to

providing GHB to the patient a first time;
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requiring checking of the exclusive eentral-computer database for potential GHB abuse
associated with the patient;

mailing GHB to the patient provided information in the exclusive computer database is
not indicative of potential abuse;

confirming receipt by the patient of the GHB; and

generating periodic reports via the exclusive computer database to evaluate potential

GHB diversion patterns.

42, (Currently Amended) A method of distributing a sensitive drug under control of an
exclusive central pharmacy, the method comprising:

receiving prescription requests at the central pharmacy from an authorized prescriber
containing information identifying a patient, the sensitive drug, and various credentials of the
authorized prescriber;

entering the information into an exclusive computer database under exclusive control of
the central pharmacy for analysis of potential abuse situations, wherein the use of the exclusive
computer database is required for distribution of the sensitive drug;

checking of the credentials of the authorized prescriber;

confirming with the patient that educational material has been read prior to providing the
sensitive drug to the patient;

requiring checking of the exclusive eentral-computer database for potential abuse
associated with the patient and/or the authorized prescriber;

only providing the sensitive drug to the patient provided information in the exclusive
computer database is not indicative of potential abuse; and

confirming receipt by the patient of the sensitive drug.
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REMARKS

This responds to the Office Action dated October 18, 2006.
Claims 32-34 and 38-42 are amended. Claims 32-42 are pending in this application.

§112 Rejection of the Claims

Claims 32-42 were rejected under 35 U.S.C. § 112, second paragraph, as being indefinite
for failing to particularly point out and distinctly claim the subject matter which applicant
regards as the invention. The claims have been amended to clarify the § 112 rejections, and not
in response to art. They are not believed to introduce any new issues, and are believed to place

the application in better condition for appeal.

§103 Rejection of the Claims

Claims 32, 38 and 42 were rejected under 35 U.S.C. § 103(a) as being unpatentable over
Moradi et al. (U.S. Patent Publication No. 2004/0019794 Al) in view of Lilly et al. (U.S. Patent
Publication No. 2004/0176985 Al) in view of Califano et al. (U.S. Patent Publication No.
2003/0033168 A1) and further in view of Ukens (“Specialty Pharmacy’). This rejection is
respectfully traversed, as the references do not disclose all the claimed elements. None of the
references describe a required checking of an exclusive database for potential abuse, and then not
shipping or distributing the sensitive drug if the required check uncovers potential abuse. In
addition, the references are not properly combinable at least due to significant teaching away

from such combining.

Moradi does not teach an exclusive computer database.

Claims 32, 38 and 42 all refer to an exclusive computer database. The Office Action
indicates that “Moradi discloses checking the exclusive central database for potential abuse of
the drug and only mailing the drug to the patient if no potential abuse is found by the checking of
the exclusive central database (para. 43, para. 45, para. 6 and FIG. 3, items 318 and 322 of
Moradi).”
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The cited portions of Moradi are repeated below, and it is clear that there 1s no teaching
of an exclusive computer database as claimed.
Paragraph 43:

“If the prescription is verified as OK, the processing continues in the exemplary
embodiment by having the pharmacist fill the prescription and enter the prescription data
into the pharmacist's existing Pharmacy Management System (PMS). The PMS system
assigns the prescription a prescription number, and the pharmacist enters that prescription
number and the number of refills into the PODP 216, which then communicates that data
back to the CSS 102 with an identification of the prescription. The pharmacist then gives,
at step 322, the ordered medicine and a copy of the prescription image to a prescription
deliverer, which is a delivery person in the exemplary embodiments, for delivery to the
patient. The CSS 102 is notified that the delivery person is in the process of delivering
the medication and the status of the prescription is changed to "delivery" within the CSS
database 204. The exemplary embodiment further includes providing the delivery person
with a "Route Slip" that has printed directions to the patient's address along with the
scanned prescription image. The delivery person hand-delivers the medicine to the
recipient if and only if the recipient is holding the original copy of the prescription that is
identical to the image provided to the delivery person. This ensures that the proper patient
gets the medicine and that the medicine is delivered only once. After the medicine is
delivered, the delivery person receives, at step 324, the patient's signature to certify a
correct delivery. The delivery person can also stamp the original prescription to signify
that the medicine specified in that prescription has been delivered and that the
prescription has already been filled. The delivery person then returns, also at step 324, to
the POD system 106 and the POD operator updates the order status to "Done" in the
PODP 212 so that this information is communicated as a confirmation to the CSS 102
and the CSS Database 204. The exemplary embodiment supports status designations of:
delivered, no one at the address, prescription mismatch or one of a number of other
potential reasons for non-delivery. Embodiments of the present invention provide the
delivery person with a wireless communication device that initiates communication of the

delivery status immediately upon delivery of the medication to the patient without
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requiring the delivery person to first return to the POD 106. These devices also include a
written signature digitizer that is able to capture and digitize the patient's signature and
transmit that image to along with the delivery status.”

Paragraph 43 may mention various electronic systems, such as the pharmacy

management system, but makes no mention of an exclusive computer database.

Paragraph 45:

“All checks to make sure that a patient is not allowed to have a prescription filled
twice are performed by the exemplary embodiment of the present invention by human
operators (e.g., the driver or the POD operator). This further ensures that patients do not
receive medication in excess of there prescription and to prevent prescription abuse.”

Paragraph 45 also makes no reference to an exclusive computer database.

Paragraph 5:

“Delivery of prescription medication has changed little in recent times.
Conventional prescription medication delivery begins by a prescription being first issued
by a physician and then the patient is required to present that prescription to a pharmacist.
The pharmacist then prepares the prescribed medication and delivers it to the patient.
This process requires the patient to visit the pharmacist and to either wait at the
pharmacist's facility or to return to the pharmacist's facility when the préscription is
ready. This is often inconvenient for the patient.”

Paragraph 5 also makes no reference to an exclusive computer database.
Fig. 3, items 318 and 322: These elements appear to be described in paragraph 43 as
discussed above, and do not mention the use of an exclusive computer database. Further, no

reference to item 318 was found in the application.

Ukens teaches away from using a central pharmacy

The Office Action indicates that “Ukens discloses restricting distribution of a specialty

medication to only one pharmacy (see page 3, paragraphs 3-5 of Ukens).” It goes on to state that






