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CBM Petition of U.S. Patent No. 7,895,059 

I. INTRODUCTION AND STATEMENT OF RELIEF REQUESTED (37 
C.F.R. § 42.22(a)) 

Amneal Pharmaceuticals, LLC, Par Pharmaceutical, Inc., and Roxane 

Laboratories, Inc. (collectively, "Petitioners") petition for covered business method 

patent ("CBM") review and seek cancellation of claims 1-16 of U.S. Patent No. 

7,895,059 ("the ’059 patent") (AMN1001). According to Office records, the ’059 

patent is assigned to Jazz Pharmaceuticals, Inc. Jazz is currently asserting the ’059 

patent against Petitioners. (AMN 1 024-ANN 1026.) 

II. OVERVIEW 

Claims 1-16 of the ’059 patent are unpatentable because they: (i) claim 

ineligible subject matter under 35 U.S.C. § 101; (ii) are anticipated in the prior art 

under 35 U.S.C. § 102(b); and (iii) are obvious over the prior art under 35 U.S.C. 

§ 103, even in view of secondary considerations of nonobviousness. 

The challenged claims simply recite methods for centralized distribution of 

retail goods, specifically drugs, through a central pharmacy that encompasses steps 

such as interfacing with financial businesses, such as insurance companies, in order 

to secure payment for the prescription, rendering them incidental to a financial 

product or service. And these claims are directed to methods and not any 

technological invention. The claims’ recitation of a generic computer processor 

does not change this conclusion. Moreover, the claimed distribution methods are 

not novel or nonobvious and do not solve a technological problem with any 
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technological solution. CBM review is, therefore, appropriate. 

By law, no patent should issue if it claims: "A prior art method X," which is 

simply an abstract idea, and nothing more. Yet the ’059 patent claims just that. 

Even in their best possible light, the claims are merely drawn to abstract ideas, and 

nothing more, artfully drafted in an effort designed to monopolize the abstract idea 

itself, as warned against in Alice Corp. v. CLS Bank Int’l, No. 13-298, 573 U.S. 

(2014) and Mayo Collaborative Servs. v. Prometheus Labs., Inc., 132 S. Ct. 1289, 

1297 (2012). For example, challenged claims 1-16 are directed to the abstract idea 

of centralizing distribution of hazardous or abuse-prone drugs to reduce the abuse 

risks associated with the drug without any meaningful limitations. And, the 

claimed steps can be performed by a human intermediary without any computer 

operation. (AMN1007, ¶J49-50.) 

The challenged claims are also unpatentable as being anticipated by and 

obvious in view of the relevant prior art. For example, published materials that 

were used in an FDA Advisory Committee Meeting (the "Advisory Committee 

Art" or "ACA") disclose every limitation of the challenged claims more than a 

year before the ’059 patent’s earliest effective filing date. Accordingly, the 

challenged claims are anticipated. Alternatively, the challenged claims would also 

have been obvious to a person of ordinary skill in the art ("POSA") at the time of 

the invention over the same art, even in the view of any available alleged objective 
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indicia of nonobviousness. 

The Grounds raised in this Petition amply demonstrate that it is more likely 

than not that Petitioners will prevail with respect to at least one of the challenged 

claims, and CBM review of the ’059 patent is warranted. To find otherwise and to 

maintain the ’059 patent would allow for patenting of an abstract idea, and would 

withdraw that which was in the public domain. The Board should institute CBM 

review and cancel each of challenged claims 1-16. 

A. Background 

The ’059 patent generally pertains to centralizing the distribution of 

hazardous or abuse-prone drugs. The ’059 patent is listed in the United States Food 

and Drug Administration’s electronic publication, known as the "Orange Book" 

("OB"), in connection with the prescription drug product Xyremfi. The active 

ingredient in Xyremfi�sodium oxybate, the sodium salt of gamma 

hydroxybuyrate ("GHB")�was well-known in the prior art as being susceptible to 

diversion and abuse. (AMN1 007, ¶51.) So, as a prerequisite to FDA approval, the 

sponsor of Xyremfi, with assistance and direction from an FDA advisory 

committee, agreed to employ a centralized distribution program to attempt to 

reduce abusive and illicit uses of Xyremfi, now known as the Xyremfi Success 

Program. By listing the ’059 patent in the FDA’s OB for Xyremfi, Jazz is asserting 

that the Xyremfi Success Program is an embodiment of at least one claim of the 
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’059 patent. 

Aside from the explicit disclosure of the ’059 patent’s claimed methods in 

the prior art, the mitigation of risks associated with the distribution of potentially 

hazardous drugs was well-established in the art before the earliest effective filing 

date of the ’059 patent. For example, in 1982, Hoffman-La Roche ("Roche") 

gained approval for Accutanefi (isotretinoin), which became known to be a potent 

teratogen that was responsible for birth defects. (AMN1007, ¶23.) Under pressure 

to respond, Roche developed a Pregnancy Prevention Program for Accutanefi. 

(Id.) The program included informed consent forms to be completed by the patient 

and prescriber, along with patient counseling on the teratogenic risk of Accutanefi, 

the need to avoid pregnancy, and the use of proper birth control methods. Finally, 

this program required that women of childbearing potential must test serum 

negative for a pregnancy before beginning treatment. (Id.) 

Following in the footsteps of Accutanefi, in 1990, Clozarilfi (clozapine) 

entered the United States market for use with treatment-resistant schizophrenia. 

(AMN1007, ¶24.) However, Clozarilfi use was associated with agranulocytosis, a 

potentially fatal blood disorder resulting in white blood cell loss. (Id.) To mitigate 

these risks and control the distribution of Clozarilfi, the manufacturer implemented 

a national registry system that limited distribution of the drug. (Id.) The 

distribution system required registration in an integrated computerized database- 
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collecting information identifying the patient and the physician�and measuring 

the patient’s white blood cell count before filling a prescription. (Id.) If a patient or 

physician was non-compliant with the program, the national registry took 

corrective action, such as contacting and re-educating the prescribing physician 

and/or discontinuing supply of the prescription to the patient. (Id.) Overall, the 

Clozarilfi distribution system resulted in 97% compliance over its first five years 

of implementation. (Id.) While the use of a computer differentiated the Clozarilfi 

system from the Accutanefi system, the use of computers was not novel to 

prescription drug distribution, because by 1990 pharmacies had long been using 

computers to aid in filling prescriptions. (Id., ¶25.) 

Based on the experiences of patients and doctors with Accutanefi and 

Clozarilfi, in 1999, the manufacturers of prescription thalidomide�a known 

teratogen�developed a hybrid system, combining the computerized registry 

system of Clozarilfi and the pregnancy monitoring/prevention, and informed 

consent requirements of Accutanefi. (Id., ¶26.) This combination of computerized 

registry system and preventative testing served to monitor and control the 

distribution of the drug. (Id.) 

Thus, by 1999, at least three systems for the restricted distribution of 

effective, yet hazardous prescription drugs were known in the art and implemented 

across the industry. Moreover, while risk management programs were developing 
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during the 1980s through 1990s, pharmacies had already been using computerized 

systems for the distribution of controlled substances, i.e., drugs with potential for 

abuse. (Id., ¶J27, 28.) Aiming to reduce time for dispensing, improve accuracy and 

accountability, and streamline record keeping, the distribution of controlled 

substances veered toward automation via the implementation of computerized 

systems of distribution. (Id., ¶28) Computerized systems were helpful in generating 

reports tracking patients who were receiving excessive supplies of controlled 

substances. (Id.) Distribution of controlled substances could be tied to information 

identifying the patient, the prescribing doctor, the quantity of the drug dispensed, 

and the hospital inventory of a drug. (Id.) And, the systems could be queried to 

provide data, such as prescriptions by doctor and patient. (Id.) These systems 

allowed for detecting patterns of abuse. (Id.) 

Given the proclivity for diversion and abuse of GHB, the FDA held advisory 

committee meetings as a prerequisite to granting approval to the Xyremfi New 

Drug Application ("NBA"). A collection of materials that were used in that 

meeting (the "Advisory Committee Art" or "ACA")�all of which published more 

than one year prior to the earliest effective filing date of the ’059 patent�discloses 

every limitation of the challenged claims. 

Consequently, prior to the earliest effective filing date of the ’059 patent, 

prior art existed that would have led a POSA to develop the centralized distribution 
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systems claimed in the ’059 patent to minimize the risks associated with the 

distribution of hazardous prescription drugs. (Id., ¶29.) 

B. 	The ’059 patent 

Against this backdrop, Jazz obtained the ’059 patent. The ’059 patent relates 

to "[a] drug distribution system and method [that] utilizes a central pharmacy and 

database to track all prescriptions for a sensitive drug." (AMN1001, Abstract.) 

According to the ’059 patent, prescription patterns by physicians and patients are 

monitored for abuse using an exclusive central database. Further, physician 

eligibility to prescribe the drug is verified via a database, including determining 

whether any corrective or approved disciplinary actions have been brought against 

the physician. (Id., 1:48-56.) Prior to shipping the prescription drug, the central 

pharmacy confirms whether the patient has been educated about the prescription, 

and only ships the prescription drug when no abuse is found related to the patient 

and prescribing doctor. (Id., 1:59-63 and 8:62-65.) Reports are then generated to 

evaluate potential diversion patterns. (Id., 2:19-21.) 

The ’059 patent claims are directed to a method of distributing a prescription 

drug from an exclusive central pharmacy that comprises: (1) receiving in a 

computer processor all prescription requests for any and all patients only at the 

exclusive central pharmacy, entering information from the prescription requests 

into an exclusive computer database associated with the exclusive central 
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pharmacy and processing the prescription requests only by the exclusive central 

pharmacy using only the exclusive computer database; (2) checking for patterns of 

abuse using the exclusive computer database; (3) only providing the prescription 

drug to the patient if no abuse is found; and (4) generating periodic reports to 

evaluate potential diversion patterns. 

During prosecution of the ’059 patent’s parent application the independent 

claims were amended to add the following limitations to overcome prior art 

rejections: (1) "all prescriptions for the sensitive drug are processed only by the 

exclusive central pharmacy using only the exclusive computer database"; and (2) 

"mailing the sensitive drug to the patient only if no potential abuse is found by the 

patient to whom the sensitive drug is prescribed and the doctor prescribing the 

sensitive drug."’ (AMN1016, 442 (Arndt. & Reply filed Nov. 2, 2009; see also 

AMIN1016, 241-248 (Arndt. & Reply filed Aug. 8, 2006) and 303-334 (Appeal 

Brief filed July 18, 2007).) Applicants argued that these limitations were not taught 

by the cited prior art. (AMN1016, 449 (Arndt. & Reply, filed Nov. 2, 2009).) All 

other limitations of the claims were found to have been taught by the cited prior 

art. (Id. at 258-262 (Final Rejection, Oct. 18, 2006) and at 420-433 (Decision on 

Appeal, Aug. 31, 2009).) 

Subsequently, in the Notice of Allowance for the ’059 patent’s parent 

Emphasis added throughout unless otherwise noted. 

Wil 
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application, the Examiner pointed to the above-noted limitations when allowing the 

claims, stating: "the closest prior art of record does not teach or fairly suggest that 

all prescriptions for GHB are processed only by the exclusive central pharmacy 

using only the exclusive computer database. The exclusive computer database is 

checked for potential GHB abuse and GI-fB is provided/mailed only if no potential 

abuse is found by the patient to whom GHB is prescribed and the 

doctor/authorized prescriber of the GHB." (Id. at 475-476 (Notice of Allowance) 

(emphasis in original).) The’059 patent claims similarly rely on these limitations 

for purposes of patentability. However, as demonstrated in this petition, all of these 

alleged "novel" limitations were, in fact, not novel. Use of an "exclusive central 

pharmacy" and "exclusive computer database" were well-known in the art. (See 

§ VII.B.l.) And the same art also discloses checking the exclusive computer 

database for patterns of abuse by both the doctors and patients and only providing 

the prescription drug to the patient if no abuse is found. (Id.) 

C. Summary of Argument 

Petitioners Amneal, Par, and Roxane, both individually and collectively, 

have standing to seek CBM review of the ’059 patent, and the ’059 patent is 

eligible for CBM review. Supported by the Declaration of Dr. Robert Valuck, 

Ph.D., R.Ph. ("Valuck Dec.") (AMNl007), an expert in the fields of drug safety, 

drug abuse prevention, and prescription drug distribution, this petition asserts three 



CBM Petition of U.S. Patent No. 7,895,059 

different grounds of unpatentability: Claims 1-16 (1) are unpatentable under 35 

U.S.C. § 101 because they recite mere abstract ideas; (2) are anticipated by the 

ACA; and (3) would have been obvious in view of the ACA. In support of those 

stated grounds, this petition proposes terms for construction, identifies each prior 

art reference relied upon, and provides required mandatory notices. 

III. GROUNDS FOR STANDING (37 C.F.R. § 42.104(a)) 

The undersigned and Amneal, Par, and Roxane certify that the ’059 patent is 

available for post-grant review as a covered business method patent under § 18 of 

the Leahy�Smith America Invents Act ("AlA"). Pub. L. 112-29, § 18(a)(1)(A), 

125 Stat. 284, 329 (2011). A covered business method patent, as defined in the 

AlA, must claim a method or corresponding apparatus for performing data 

processing or other operations used in the practice, administration, or management 

of a financial product or service, except that it does not include patents for 

technological inventions. AlA § 18(d)(1). Because the ’059 patent satisfies these 

requirements, it is eligible for post-grant, or CBM, review under § 18. 

A. 	Amneal, Par, and Roxane have standing and are not estopped (37 
C.F.R. § 42.302) 

Amneal, Par, and Roxane are eligible to make this petition. "A petitioner 

may not file ... a petition to institute a covered business method patent review of 

the patent unless the petitioner ... has been sued for infringement of the patent or 

has been charged with infringement under the patent." 37 C.F.R. § 42.302(a). 
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Patent Owner Jazz has sued each of Amneal, Par, and Roxane in the District of 

New Jersey and has accused the Petitioners of infringing claims 1-16 of the ’059 

patent. See § IX. As a result, Amneal, Par, and Roxane have standing to file this 

petition under 37 C.F.R. § 42.302(a). Additionally, because none of Amneal, Par, 

or Roxane have been a party to any other decided post-grant or inter partes review 

of the challenged ’059 patent claims under 37 C.F.R. § 42.302(b), Petitioners are 

not estopped from bringing this challenge. 

B. 	The ’059 patent is directed to a covered business method 

The AlA defines a CBM patent as "a patent that claims a method or 

corresponding apparatus for performing data processing or other operations used in 

the practice, administration, or management of a financial product or service...."  

AlA § 18(d)(1); see also 37 C.F.R. § 42.301. As the Office has recognized, the 

AlA’s legislative history establishes that "financial product or service" should be 

"interpreted broadly," encompassing patents "claiming activities that are financial 

in nature, incidental to a financial activity or complementary to a financial 

activity." See 77 Fed. Reg. 48734, 48735. Of particular applicability to the ’059 

patent, Sen. Schumer, co-author of § 18, stated that "[fl meet this [eligibility] 

requirement, the patent need not recite a specific financial product or service. 

Rather, the patent claims must only be broad enough to cover afinancial product 

or service." See 157 Cong. Rec. S1365 (daily ed. Mar. 8, 2011) (Sen. Schumer). 
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Moreover, the language "practice, administration, or management" is "intended to 

cover any ancillary activities related to a financial product or service, including 

customer interfaces, Web site management and functionality, transmission or 

management of data, [and] customer communications...." Id., 1364-1365. 

1. 	The Patent Claims Cover a "Financial Product or Service" 

The ’059 patent is directed to a "drug distribution system... [that] utilizes a 

central pharmacy and database to track all prescriptions for a sensitive drug." 

(AMN1001, Abstract.) The claimed system is used in commerce. Claim 8 of the 

’059 patent, calls for controls on the distribution of the prescription drug, "the 

controls [including] ... contacting the patient’s insurance company ... [and] 

’flagging that the patient paid cash for the prescription drug." (Id., 9:61-65, 

(emphasis added).) Only one CBM-eligible claim is needed to deem an entire 

patent eligible for CBM review. 2  Here, at least claim 8 is clearly CBM-eligible, 

because it expressly covers incidental activities related to a financial product or 

service�verifying insurance coverage and patient payment. See CBM20 12-00002, 

Paper 66 (Jan. 23, 2014) (determining an invention that relates to a method of 

determining a premium for automobile insurance based on data concerning a 

2  Transitional Program for Covered Business Method Patents�Definitions 

of Covered Business Method Patent and Technological Invention; Final Rule, 77 

Fed. Reg. 48734, 48736 (Aug. 14, 2012) (Response to Comment 8). 
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vehicle’s monitored operational characteristics ... to be eligible CBM subject 

matter.); CBM2013-00047, Paper 11, *8  (Feb. 18, 2014) (determining that a patent 

was eligible for CBM review because "claim 1 is directed to ... [a]djudicating an 

insurance claim and processing payment for that claim [which] are inherently 

financial activities," thus meeting the "financial product or service" component of 

§ 18(d)(1) of the AlA.) 

Moreover, and beyond just claim 8, the ’059 patent specification further 

supports CBM-eligibility, explaining how the claimed activities are incidental to a 

financial activity. Prior Board decisions have looked to the specification, in light of 

the claims, to determine that a patent is CBM-eligible even though the claims may 

not map directly or explicitly to a financial product or service . 3  In those cases, the 

Board determined that the specification revealed that the claims encompassed 

activities that were incidental to financial activity, which was sufficient to deem 

the entire patent eligible for CBM review. 

Here, the ’059 patent specification demonstrates how the ’059 patent is 

incidental to financial activities. For example, where there is an early prescription 

refill, "cash payers are also identified ... [and] if the physician approves ... [t]he 

See CBM2012-00005, Paper 17, (January 23, 2013). 

See CBM2014-00002, Paper 16, (April 1, 2014); see also CBM2014-

00003, Paper 12, (April 1, 2014). 
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pharmacist notifies an intake reimbursement specialist to contact the patient’s 

insurance provider to verify coverage for the early refill .... If the insurance 

provider will pay ... the specialist submits the coverage approval form as 

notification that the refill may be processed." (AMN1001, 6:41-55.) Moreover, the 

’059 patent provides "if the insurance provider will not pay ... it is determined 

whether the patient is willing and/or able to pay.... If it was determined.. .that the 

patient was willing and able to pay, the patient is informed of the cost of the 

product and is given payment options .... Once payment is received ... the 

specialist submits a coverage approval form to the pharmacy team as notification 

that the refill request can be processed." (AMN1001, 6:59-7:1.) The ’059 patent 

has additional examples which demonstrate that its system is used in commerce, 

such as the "NORD" process, which is "used to determine whether donated, third 

party funds are available for paying for prescriptions where neither insurance 

will, nor the patient can pay." (AMN1001, 7:4-7.) 

Additionally, other claims of the ’059 patent, too, cover direct or ancillary 

activities related to a financial product or service. For example, claims 1, 6, 9, 12, 

13, and 14 all recite activities such as "receiving all prescription requests...," 

"checking the credentials of any and all doctors...," and "mailing or sending by 

courier the prescription drug... "  These claimed steps comprise the core activities 

of running the very business of an exclusive (single) mail order pharmacy that 
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direct ships to consumers (AMN1007, ¶J47-48.), once again demonstrating that the 

multiple claims of the ’059 patent are CBM-eligible. 

The ’059 patent’s support for claiming activities that are incidental to a 

financial activity is not at all surprising in view of the Office’s classification of the 

’059 patent within Class 705, titled "Data processing: financial, business practice, 

management, or cost/price determination." Though this fact alone might not 

necessarily be dispositive, it is highly relevant given that the Office itself 

anticipated that patents subject to CBM would be "typically classifiable in Class 

705." 77 Fed. Reg. 48,680, 48,711 (Aug. 14, 2012). Further, the ’059 patent was 

specifically classified under subclass 2, titled "Health care management (e.g., 

record management, ICDA billing)." Part of the definition for subclass 705/2 states 

that patents under this sub-category include "billing systems based on entered 

medical codes, for example, ICDA codes." See Manual of Classification, United 

States Patent & Trademark Office, Class 705. Billing systems encompassed within 

the ’059 patent are activities that are financial in nature, incidental to a financial 

activity or complementary to a financial activity. Additionally, during the 

prosecution of the ’059 patent’s parent application (U.S. Patent No. 7,668,730 "the 

’730 patent"), the main prior art cited by the Office against the ’730 patent�U.S. 

Patent Publication No. 2004/0019794 ("Moradi") and U.S. Patent Publication No. 

2004/0176985 ("Lilly")�also perform processing and operations that are used in 
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the practice, administration, or management of a financial product or service. For 

example, Moradi discusses making payment arrangements before dispensing a 

prescription drug, and Lilly discusses contacting insurance companies monitoring 

prescription information. (See, e.g., AMN1030, ¶J7, 32; AMN1031, ¶56, 62.) 

Whether considering the claims themselves, the disclosure and embodiments in the 

specification, or the Office’s own classification, the conclusion is the same: the 

’059 patent performs processing and operations that are used in the practice, 

administration, or management of a financial product or service, qualifying it for 

CBM review under the AlA. 

2. 	The Patent Does Not Claim a "Technological Invention" 

The AlA excludes "patents for technological inventions" from the definition 

of CBM patents. AlA § 18(d)(2). To determine if a patent is for a technological 

invention, "the following will be considered on a case-by-case basis: whether the 

claimed subject matter as a whole recites a technological feature that is novel and 

unobvious over the prior art; and solves a technical problem using a technical 

solution." 37 C.F.R. § 42.301(b). When first proposed, commentators asked the 

Office to revise the definition to clarify that a technological invention was one that 

met either of these definitions, or to provide a wholly different test. See, e.g., 77 

Fed. Reg. 48,734, 48736-37 (Aug. 14, 2012). But the Office declined to loosen the 

definition, deciding to maintain the limited scope of the "technological invention" 
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exception. In so doing, the Office explained that a narrow exception is consistent 

with the AlA’s legislative history and represents "the best policy choice." Id. at 

4873 5-36. 

Under that framework, to be exempt from CBM review, the claimed subject 

matter as a whole must: (1) have a technological feature that is novel and 

unobvious; and (2) solve a technical problem using a technical solution. If even 

one claim of a patent is not directed to a "technological invention," the exception 

does not apply. Id. at 48736. Here, the ’059 patent claims do not meet the 

requirements of the narrow "technological invention" exception because its 

computer processor and computer database components are not technological 

features that are novel and non-obvious, and these features are used to address a 

non-technical problem using a non-technical solution. 

a) 	The claimed subject matter does not contain any 
novel or unobvious technological features 

The ’059 patent claims do not recite a technological feature that is novel and 

unobvious. Claim 1, for example, covers an abstract idea with limited references, 

at best, to a computer processor and a computer database. Given that a human 

intermediary could perform all of the steps of claim 1, there is nothing remotely 

technological or inventive in claim 1. Claim 1 merely recites the use of a known 

generic processor interacting with a known generic database to perform some of 

the steps of claim 1. Moreover, the recited processing could be done by a non- 
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technical implementation, such as the human mind. The technological invention 

exception was not intended to immunize such a technology-generic data processing 

claim from CBM review. As stated by Sen. Schumer: 

[the technological invention exception] is not meant to exclude 

patents that use known technology to accomplish a business process 

or method of conducting business�whether or not that process or 

method appears to be novel.... In other words, a patent is not a 

technological invention because it combines known technology in a 

new way to perform data processing operations. 157 Cong. Rec. 

S 1364 (daily ed. March 8, 2011) (Sen. Schumer). 

More specifically, the Office has indicated that the following claim drafting 

techniques would not typically render a patent a technological invention: 

(a) Mere recitation of known technologies, such as computer 

hardware, communication or computer networks, software, memory, 

computer-readable storage medium, scanners, display devices or 

databases, or specialized machines, such as an ATM or point of sale 

device. 

(b) Reciting the use of known prior art technology to accomplish a 

process or method, even if that process or method is novel and non-

obvious. 

(c) Combining prior art structures to achieve the normal, expected, or 

predictable result of that combination. 
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(Office Patent Trial Practice Guide, 77 Fed. Reg. 48,756, 48,763-64 (Aug. 14, 

2012.)) 5 
 

Here, the claims of the ’059 patent receive data with a generic processor, 

store the data in a generic database, and check the data in the database. Claim 1 

includes no structural details outside of a generic computer processor and a generic 

computer database, which are merely the combination of known hardware 

technologies that are used to accomplish a process or method to achieve a 

predictable result; independent claims 6, 9, 12, 13, and 14 also similarly enact a 

variation of the method of claim 1 on a general purpose computer, without 

requiring any special functionality or implementation details and the dependent 

claims are similarly devoid of any such details. 

The patent specification itself shows that any arguably technological aspects 

of the ’059 patent claims were all well known. For example, claim 1 recites "a 

computer processor," and data stored in a "computer database." Patent Owner may 

argue that the exchange of data utilizes the "computer database" and takes place 

over a communication channel (even though communication channel is not recited 

in claim 1). Even were that the case, the ’059 patent specifically illustrates a 

conventional CPU and environment (AMN1001, Fig. 1). The ’059 patent 

specifically indicates that the CPU and environment lack any unique aspects by 

See also CBM2013-00042, Paper 12, * 12-13 (Feb. 26, 2014). 
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stating that "other computer system architectures capable of executing software 

and interacting with a database and users may also be used." (Id., 4:7-9.) 

Even if the Board considered any of the features in claim 1 to be 

technological in nature�which they are not�none of those features could be 

viewed as novel or unobvious. As the prior art cited herein shows, using a 

computer and a central database to centralize prescription drug distribution was 

known well before the ’059 patent was filed. See § VII.B. For example, Orphan 

Medical, Inc. (Jazz’s predecessor-in-interest) had proposed a centralized 

distribution system for prescription medication in 2001. (See AMN1003-1006.) 

Additionally, implementing this process with a computer processor and database 

was also well-known. (AMN1007, ¶J25, 28, 49.) Because this concept is not novel 

or unobvious over the prior art, the claims fail at least the "technological feature is 

novel and non-obvious" prong of the technological invention exception. 

b) 	The claims do not address any technical problem 
using any kind of a technical solution 

The ’059 patent claims do not satisfy the second prong of the technology 

exception test either. The claimed subject matter does not solve a technical 

problem using a technical solution. The legislative history counsels towards a 

narrow definition of "technical" problems and solutions. See 77 Fed. Reg. 48737. 

That is, simply reciting technological features or combining known technology in 

an allegedly new way for processing is not sufficient: 
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[The technological inventions exception] is not meant to exclude 

patents that use known technology to accomplish a business process 

or method of conducting business�whether or not that process or 

method appears to be novel. The technological invention exception is 

also not intended to exclude a patent simply because it recites 

technology. For example, the recitation of computer hardware, 

communication or computer networks, software, memory, computer-

readable storage medium, scanners, display devices or databases, 

specialized machines, such as an ATM or point of sale device, or 

other known technologies, does not make a patent a technological 

invention. In other words, a patent is not a technological invention 

because it combines known technology in a new way to perform 

data processing operations. 

157 Cong. Rec. S 1364 (daily ed. March 8, 2011) (Sen. Schumer). 

In short, simply citing or incorporating generic computer components do not 

qualify a patent for the technological invention exception. Within this purview, the 

’059 patent does not solve a technical problem using a technical solution. The ’059 

patent merely recites the use of a well-known generic computer processor and a 

well-known generic computer database. Nothing in the ’059 patent indicates that 

its claims are anything more than the combination of known components. And, in 

any event, the combination of these well-known components does not address any 

technical problem or provide a solution thereto. Instead, they purport to solve the 

problem of abuse of hazardous drugs; nothing in the ’059 patent suggests anything 
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technical about this problem or that any specific computer components were 

needed to achieve this alleged objective. Further, when the ’059 patent’s parent 

application was allowed, the Examiner indicated that the allowable feature was the 

limitation directed to all prescriptions for GHB being processed only by the 

exclusive central pharmacy using only the exclusive computer database. 

(AMIN1016, 476-477 (Notice of Allowance).) However, this feature is not 

technological, but rather is a matter of business policy. This demonstrates that even 

the feature that was alleged to be novel and nonobvious was also not technological. 

(AMN1007, ¶J49, 50.) Thus, claims 1-16 also fail the second prong of this 

exception. 

IV. CLAIM CONSTRUCTION 

Unless otherwise construed herein, the terms of claims 1-16 are to be given 

their broadest reasonable interpretation, as understood by one of ordinary skill in 

the art in view of the ’059 patent’s specification. See 37 C.F.R. § 42.100(b). 

A. 	"Exclusive Central Pharmacy" and "Exclusive Computer 
Database" 

Claim 1 recites the terms "exclusive central pharmacy" and "exclusive 

computer database." During prosecution of the ’730 patent, of which the ’059 

patent is a continuation, the applicants defined the term "exclusive" as "single or 

sole." (AMN1016, 402 (Reply Brief, filed Dec. 3, 2007).) Therefore, the terms 

"exclusive central pharmacy" and "exclusive computer database" should be 
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construed to mean a "single or sole pharmacy" and a "single or sole database," 

respectively. (AMN1007, T38.) 

B. "Generating with the computer processor periodic reports via the 
exclusive computer database" 

Claim 1 also recites the limitation "generating with the computer processor 

periodic reports via the exclusive computer database." (AMN1001, 9:1-3.) The 

’059 patent discloses that "[sJeveral queries and reports are run against the 

database to provide information which might reveal potential abuse of the 

sensitive drug, such as early refills." (Id., 2:19-21).) Moreover, the ’059 patent 

discloses that reports are obtained by running queries against the central database. 

(Id., 8:22-29.) Further, the ’059 patent describes different types of queries that are 

run to obtain information such as prescriptions written by physician, prescriptions 

by patient name, prescriptions by frequency, and prescriptions by dose. (Id., 7:53-

67.) Accordingly, "querying the central database" at least meets the limitation of 

"generating ... periodic reports," as would be understood by a POSA. (AMN1007, 

¶39.) Hence, under the broadest reasonable construction of the term, "generating 

periodic reports," should be construed to mean "querying the computer database 

to obtain information, such as, prescriptions by physician, prescriptions by patient 

name, prescriptions by frequency, and prescriptions by dose." (Id,) 

C. "Dispensed to the patient by another pharmacy" 

Claims 7, 10, and 15 recite the limitation "the central pharmacy authorizing 

SAM 
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the prescription drug to be dispensed to the patient by the another pharmacy." The 

’059 patent does not provide a definition for "dispensed." Further, the only support 

in the ’059 patent for another pharmacy (i.e., not the exclusive central pharmacy) 

having any involvement in distributing the drug is where the ’059 patent states, 

one embodiment, the drug may be shipped to another pharmacy for patient 

pickup." (AMN1001, 2:4-5.) Hence, under the broadest reasonable interpretation, 

"dispensed to the patient by another pharmacy" would be understood by a POSA 

and should be construed to mean "making the prescription drug that was dispensed 

by the central pharmacy available for pick-up by the patient at another pharmacy." 

(AMN1007, ¶46.) 

V. EACH OF THE REFERENCES CITED IS AVAILABLE PRIOR ART 

Each of the references cited in this petition is available as prior art under the 

basis for qualification provided for by AlA, § 18(a)(1)(C)(i)) and AlA, 

§ 18(a)(1)(C)(ii)(I). The ’059 patent was filed on February 11, 20 10 and claims the 

benefit of the ’730 patent, filed on December 17, 2002. (See AMN1001.) Patent 

Owner has not established any earlier date of invention. Accordingly, December 

17, 2002 is its earliest effective filing date. Each cited prior art reference qualifies 

independently as (1) having published before December 17, 2002 or (2) having 

been publicly disclosed more than a year prior to the application for patent in the 

United States. 
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A. The ACA (AMN1003 - AMN1006) qualifies as a "printed 
publication" 

"[T]he determination of whether a given reference qualifies as a prior art 

’printed publication’ involves a case-by-case inquiry into the facts and 

circumstances surrounding the reference’s disclosure to members of the public." 

CBM2013-00047, Paper 11, *16  (Feb. 18, 2014) (citing In re Klopfenstein, 380 

F.3d 1345, 1350 (Fed. Cir. 2004)). And "[a] reference is publicly accessible upon a 

satisfactory showing that such document has been disseminated or otherwise made 

available to the extent that persons interested and ordinarily skilled in the subject 

matter or art exercising reasonable diligence, can locate it." Id. (quoting Kyocera 

Wireless Corp. v. Int’l Trade Comm’n, 545 F.3d 1340, 1350 (Fed. Cir. 2008)). 

Electronic publications can qualify as "printed publications" as long they 

have been disseminated or otherwise made available to a POSA exercising 

reasonable diligence. 1PR2013-00084, Paper 14, *20.21  (May 17, 2013). And 

while indexing is "often relevant to public accessibility, evidence of indexing is not 

an absolute prerequisite to establishing online references [] as printed publications 

within the prior art." Id., at *21  (quoting Voter Verified,  Inc. v. Premier Election 

Solutions, Inc., 698 F.3d 1374, 1380 (Fed. Cir. 2012)). Moreover, institution 

cannot be denied because an electronic reference is not accompanied by a 

declaration from an author or with other evidence that someone accessed and 

received the reference prior to the critical date. 1PR2014-00059, Paper 9, *34  (Apr. 
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15, 2014). Petitioners need only provide sufficient evidence to demonstrate that the 

reference was disseminated publicly or otherwise available. Id. at *3435  (citing In 

re Wyer, 655 F.2d 221, 226 (C.C.P.A. 1981) (finding that no evidence concerning 

actual viewing or dissemination of a reference was required when a reference is 

deemed to have been "sufficiently accessible to the public and to persons skilled in 

the pertinent art")). 

Examination of the ACA materials (AMN1003-AMN1006) demonstrates 

that it is a collection of publicly available, printed publications. Orphan Medical 

submitted for publication the Xyrem Video and Transcript, the Briefing Booklet, 

and the Preclinical Safety Review as briefing materials to the FDA before the 

Advisory Committee met on June 6, 2001. In fact, according to the Federal 

Register notice announcing this meeting: 

Background material from the sponsor and FDA will be posted 24 

hours before the meeting at the Peripheral and Central Nervous 

System Drugs Advisory Committee docket site at 

http://www.fda.gov/ohrms/dockets/ac/acmenu.htm  (Click on the year 

2001 and scroll down to the Peripheral and Central Nervous Systems 

Drugs meetings.) This is the same website where you can find the 

minutes, transcript, and slides from the meeting. This material is 

generally posted about 3 weeks after the meeting. 

(AMN1015 (emphasis added).) Such "competent evidence of the [FDA’s] general 

[] practice may be relied upon to establish an approximate time" the ACA would 
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have become available to a POSA exercising reasonable diligence. 1PR2014-

00059, Paper 9, *34  (Apr. 15, 2014) (citing In re Hall, 781 F.2d 897, 899 (Fed. 

Cir. 1988)).6  Therefore, based on the stated timelines, the Xyrem Video and 

Transcript (AMN1006), the Briefing Booklet (AMN1005), and the Preclinical 

Safety Review (AMN1004) were approximately available on the FDA’s website as 

of June 5, 2001, while the Advisory Committee Transcript and Slides (AMN1003) 

were available as of June 27, 2001. Both dates are more than one year prior to 

December 17, 2002. Additionally, the FDA website that hosts these documents 

demonstrates that they were all available by July 13, 2001, at the latest, also 

qualifying them as 102(b) prior art. (AMIN1O17 (relevant bullet point highlighted).) 

The Preclinical Safety Review (AMIN1 004) contains redactions of the name 

of the proposed specialty pharmacy for distribution of Xyremfi�further evidence 

that these materials would be, and were intended to be, available to the public, 

while small portions, immaterial here, containing confidential information were 

hidden. And the Briefing Booklet (AMN1005) states on its cover that it is 

"AVAILABLE FOR PUBLIC DISCLOSURE WITHOUT REDACTION" 

6  The Federal Advisory Committee Act also required that "the records, 

reports, transcripts, minutes ... or other documents which were made available to 

or prepared for or by each advisory committee shall be available for public 

inspection." 5 U.S.C. App 2 §10(b) (2001). 
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confirming that a POSA would have easily been able to obtain it. Cf 1PR2013-

00458, Paper 12, *27  (Jan. 16, 2014) (finding that statements of confidentiality on 

a document suggest it was not publicly available). 

Other evidence corroborating the public availability of the ACA comes from 

the Internet Archive: Wayback Machine (located at 

https://archive.org/web/web.php). 7 The  Wayback Machine demonstrates that, at the 

latest, a link to the "Briefing Information" (i.e., the Xyrem Video and Transcript 

(AMN1006), the Briefing Booklet (AMN1005), and the Preclinical Safety Review 

(AMN1004)) was available online on June 17, 2001. (AMN1018, pg. 5, 6/6 

Meeting.) Following this link demonstrates that this art was all available on July 1, 

2001, at the latest. (AMN1019.) And the Advisory Committee Transcript and 

Slides (AMN1003) were available by October 4, 2001, at the latest�one year prior 

to December 17, 2002. (AMN1O2O, pg. 8, 6/6 Meeting.) 

Additionally, a POSA "exercising reasonable diligence" would have been 

able to locate the ACA. (AMN1007, ¶52; AMN1015.) Notice of the Advisory 

Committee Meeting was posted in the Federal Register, which indicated that "[a] 

main focus of the deliberations will be on risk management issues." (AMN1007, 

’ The Board has not precluded the use of Documents from the Wayback 

Machine when making institution decisions. See, e.g., 1PR2013-00 142, Paper 11, 

*9.40 (Aug. 7, 2013). 

No 
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¶52; AMN1015.) Moreover, the Federal Register also points a POSA to where the 

ACA would be located before and after the meeting. (AMN1007, ¶52; AMN1015.) 

A POSA would have known to look in the Federal Register and on the FDA’s 

website to obtain information related to existing and proposed risk management 

programs. (AMN1007, ¶52.) 

In sum, the ACA was a collection of publicly available, printed publications 

because it would have been available to and readily located by a POSA exercising 

reasonable diligence. Moreover, it was available more than one year prior to the 

priority benefit date of the ’059 patent. (AMN1028.) 

VI. PERSON OF ORDINARY SKILL IN THE ART & STATE OF THE 
ART 

A POSA is a hypothetical person who is presumed to be aware of all 

pertinent art, thinks along conventional wisdom in the art, and is a person of 

ordinary creativity. A POSA may work as part of a multi-disciplinary team and 

draw upon not only his or her own skills, but also take advantage of certain 

specialized skills of others in the team, to solve a given problem. (AMN1007, ¶22.) 

For example, a POSA would hold a Bachelors or Doctor of Pharmacy degree and a 

license as a registered pharmacist with 3-5 years of relevant work experience, or a 

computer science undergraduate degree or equivalent work experience and work 

experience relating to business applications, for example, including familiarity 

with drug distribution procedures. Alternatively, a POSA may have a blend of 
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computer science and pharmacy drug distribution knowledge and/or experience. 

For example, such a POSA may have computer science education qualifications 

and experience relating to computerized drug distribution systems, or pharmacy 

education qualifications and experience relating to computerized drug distribution 

systems. (Id.) A POSA would have had knowledge of the literature concerning 

pharmacy practice and prescription drug distribution, such as the prior art 

presented herein, that was available before the earliest effective filing date of ’059 

patent, including knowledge about methods employed in the art. (Id.) Accordingly, 

a POSA would have been well aware of techniques related to the mitigation of the 

risk associated with the distribution of potentially hazardous, but therapeutically 

beneficial prescription drugs. (Id.) 

VII. IDENTIFICATION OF CHALLENGE 

CBM review of the challenged claims of the ’059 patent is requested on the 

grounds for unpatentability listed below. Copies of the references are filed 

herewith. 37 C.F.R. § 42.6(c). The proposed grounds in this Petition are supported 

by the Declaration of Dr. Robert Valuck, Ph.D., R.Ph. (AMIN1007). 

Ground 35 USC Claims Index of References 

1 § 101 1-16 N/A 

2 § 102(b) 1-16 Advisory Committee Art (AMN1003-1006) 

3 § 103(a) 1-16 Advisory Committee Art (AMN1003-1006) 

511111 
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Each of the proposed grounds is discussed below. For Ground 1, Petitioners 

explain why the claims do not claim eligible subject matter. For Grounds 2 and 3, 

Petitioners state where each limitation is found in the prior art, and, for Ground 3 

specifically, Petitioners evaluate the scope and contents of the prior art, any 

differences between the art and the claims, the knowledge of person of ordinary 

skill in the art, and any available objective indicia of nonobviousness in accordance 

with Graham v. John Deere Co., 383 U.S. 1 (1966) and KSR Int’l Co. v. Teleflex, 

Inc., 550 U.S. 398 (2007). And a more than adequate written rationale is provided 

to support the preferred combination of references for Ground 3. KSR, 550 U.S. at 

418. Available evidence of alleged objective indicia of nonobviousness is also 

considered in Ground 3. This discussion and accompanying evidence, amply 

demonstrate that, more likely than not, the claims are unpatentable under each of 

the proposed grounds. 

A. 	Ground 1: Claims 1-16 are more likely than not unpatentable 
under 35 U.S.C. § 101 because they recite mere abstract ideas 

The ’059 patent’s method claims are unpatentable under 35 U.S.C. §101 

because they: (i) cover nothing more than an ineligible abstract idea; (ii) are not 

limited to any practical application or specific machine; and (iii) do not transform 

an article to another state or thing. 

Claims 1-16 cover the abstract idea of centralizing the distribution of 
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hazardous or abuse-prone drugs. These method claims do not contain any 

meaningful limitations to remove them from the unpatentable realm of abstract 

ideas. The recited hardware limitations are not meaningful, as they relate to a 

computer processor and a database, which are insignificant, routine, or 

conventional steps implicit in the abstract idea itself. 

1. 	Claims 1-16 are not statutory subject matter under § 101, 
because they recite mere abstract ideas. 

Independent claim 1 recites: 

A computerized method of distributing a prescription drug under 

exclusive control of an exclusive central pharmacy, the method 

comprising: 

11.11 receiving in a computer processor all prescription 

requests, for any and all patients being prescribed the prescription 

drug, only at the exclusive central pharmacy from any and all medical 

doctors allowed to prescribe the prescription drug, the prescription 

requests containing information identifying patients, the prescription 

drug, and various credentials of the any and all medical doctors; 

11.21 requiring entering of the information into an exclusive 

computer database associated with the exclusive central pharmacy for 

analysis of potential abuse situations, such that all prescriptions for 

the prescription drug are processed only by the exclusive central 

pharmacy using only the exclusive computer database; 

11.31 checking with the computer processor the credentials of 

the any and all doctors to determine the eligibility of the doctors to 

prescribe the prescription drug; 
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[1.4] confirming with a patient that educational material has 

been received and/or read prior to shipping the prescription drug; 

[1.5] checking the exclusive computer database for potential 

abuse of the prescription drug; 

[1.6] mailing or sending by courier the prescription drug to the 

patient only if no potential abuse is found by the patient to whom the 

prescription drug is prescribed and the doctor prescribing the 

prescription drug; 

[1.7] confirming receipt by the patient of the prescription drug; 

and 

[1.8] generating with the computer processor periodic reports 

via the exclusive computer database to evaluate potential diversion 

patterns. 

(AMN1O01, 8:37-9:3 (emphasized numbering added for ease of reference to claim 

limitations).) 

The remaining independent claims of the ’059 patent (claims 6, 9, 12, 13, 

and 14) recite substantially similar subject matter as claim 1 with slight 

differences, i.e, excluding certain limitations, rewording of certain claim terms, 

and/or the claims being directed specifically to the distribution of GHIB. 

The limitations in the dependent claims of the ’059 patent do not add 

"significantly more" to the abstract idea to confer patent eligibility. For example, 

one of the dependent claims requires that the prescription drug is GHB, which, 

similar to the independent claims with the same limitation, is an insufficient 
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"attempt[] to limit the use of the [method] to a particular technological 

environment." Bilski v. Kappos, 130 S. Ct. 3218, 3230 (2010) (quoting Diamond v. 

Diehr, 450 U.S. 175, 191-92 (1981)). Other dependent claims, for example, require 

that the exclusive central pharmacy controls the exclusive computer database, the 

verifying of prescription coverage or other payment, that shipment of the 

prescription drug to the patient be blocked, or that another pharmacy dispense and 

place controls on the distribution of the prescription drugs. 

To constitute eligible subject matter under section 101, a "process" must be 

more than simply an abstract idea. Bilski, 130 S. Ct. at 3229-30. Centralizing 

distribution of prescription drugs through the claimed steps�receiving 

prescription requests; entering information for patients; checking credentials of 

doctors; confirming patients have read educational materials; checking for 

potential abuse; verifying prescription coverage or other payment; mailing the 

prescription drug; confirming receipt of the same; and generating periodic 

reports�is a disembodied concept outside the purview of patent law. See CBM 

2012-00001, Paper 70, *28.29  (June 11, 2013) ("The concept of organizational 

hierarchies for products and customers is abstract as it represents a ’disembodied 

concept,’ a basic building block of human ingenuity."). 

The abstract nature of the method claims is further evident as the process can 

be carried out without the use of a computer. In fact, the ’059 patent’s specification 
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acknowledges throughout that its process can be performed by a human. (See 

AMN1001, Figs. 2-C, 4A, 4B, 5 and corresponding text.) As shown in these 

figures, each of the simple steps recited in claim 1 can be performed by human 

pharmacy personnel, without the use of any computer hardware. The hardware 

components recited in each of the claims are the generic computer processor and 

generic computer database of claim 1. Even though claim 1 recites that the 

computer processor performs certain steps and data are written to a computer 

database, there is no further specificity. These data pertaining to prescriptions, 

doctors, and patients are easily recorded and organized by the human mind, or by 

the human mind using a pen and paper. 8  

8 SmartGene, Inc. v. Advanced Biological Labs., SA, No. 2013-1186, *78 

(Fed. Cir. Jan. 24, 2014) (non-precedential) ("[S]ection 101 did not embrace a 

process defined simply as using a computer to perform a series of mental steps that 

people, aware of each step, can and regularly do perform in their heads 

[S]ection 101 covers neither ’mental processes’�associated with or as part of a 

category of ’abstract ideas’�nor processes that merely invoke a computer and its 

basic functionality for implementing such mental processes, without specifying 

even arguably new physical components or specifying processes defined other than 

by the mentally performable steps") (citing Cybersource Corp. v. Retail Decisions, 

Inc., 654 F.3d 1366, 1373 (Fed. Cir. 2011); In re Grams, 888 F.2d 835, 840-841 

ME 
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Consider this analogy: replace the exclusive computer database associated 

with the exclusive central pharmacy with a physical file binder. That binder 

includes paper charts or tables that are used to record information related to 

prescription requests. The binder includes different sections related to the 

prescription drugs, prescribing doctors, patients, etc. And this information can be 

accessed, reviewed, and checked by an individual, e.g., a registered pharmacist or 

technician of the exclusive central pharmacy, to determine potential for abuse. 

For example, upon receiving a prescription request, information associated 

with the request can be written into a paper table of the physical file binder. With 

the prescription requests recorded on paper in a file folder, human pharmacy 

personnel can perform every step of claim 1, independent of using any computer, 

computer database, or computer programming: 

Claim 1 
Corresponding Action 

limitation 

	

1.1 	 The pharmacist and/or pharmacy personnel receive all 

prescription requests. 

	

1.2 	 The pharmacist and/or pharmacy personnel writes, i.e., enters 

(Fed. Cir. 1989); In re Meyer, 688 F.2d 789, 794-795 (C.C.P.A. 1982); Gottschalk 

v. Benson, 409 U.S. 63, 67-68 (1972); Parker v. Flook, 437 U.S. 584, 589 (1978)). 
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Claim 1 
Corresponding Action 

limitation 

the information from the prescription requests into the tables 

or charts on paper of the file binder. 

1.3 The pharmacist and/or pharmacy personnel flips through to a 

physician’s section of the file binder to check the credentials 

of the doctor. 

1.4 The pharmacist and/or pharmacy personnel contacts the 

patient, and the patient confirms whether he has received and 

read the educational material. 

1.5 The pharmacist and/or pharmacy personnel flips through and 

checks the file binder to determine if there are signs of abuse 

of the prescription drug based on the information written in 

the binder. 

1.6 The pharmacist and/or pharmacy personnel mails the 

prescription drug. 

1.7 The pharmacist and/or pharmacy personnel contacts the 

patient, and the patient confirms he received the prescription 

drug. 
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Claim 1 
Corresponding Action 

limitation 

1.8 	 The pharmacist and/or pharmacy personnel generates a 

written report based on the information included in the file 

binder. The written report can be used to evaluate potential 

diversion patterns. 

A clear indicator that a claim is directed to "unpatentable mental processes" 

is where all of the claim’s steps "can be performed in the human mind, or by a 

human using a pen and paper." Cybersource, 654 F.3d 1366, 1373 ("a method that 

can be performed by human thought alone is merely an abstract idea and is not 

patent-eligible under § 101."). As demonstrated above, a human pharmacist or 

pharmacy personnel is capable of performing all of the steps recited in the asserted 

method claims of the ’059 patent while only using the human mind or with the 

assistance of pen and paper organized in a file binder. (AMN1007, ¶50.) 

Beyond that, claims 1-16 of the ’059 patent are also unpatentable because 

the basic idea claimed here (centralized distribution of prescription drugs using an 

exclusive central pharmacy) does not meet the Supreme Court’s requirements for 

eligible subject matter. Method claims 1-16 each recite no practical application and 

even less structure than the more specific algorithms that nevertheless were found 

ineligible by the Supreme Court in Bilski and Gottschalk v. Benson, 409 U.S. 63 
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(1972). Both the specific algorithm recited in claim 4 of the patent at issue in Bilski 

and the algorithm at issue in Gottschalk (claim 8) are far more limited and specific 

than anything set forth in claims 1-16 of the ’059 patent. Claim 4 of Bilski’s patent 

application, for instance, provides: "The method of claim 3 wherein the fixed price 

for the consumer transaction is determined by the relationship: Fixed Bill Price = 

F 1  + [(C 1  + T + LD 1 ) x (a + J3E(W 1)] wherein, F 1  = fixed costs in period i; C 1  = 

variable costs in period i; T, = variable long distance transportation costs in period 

i; LD, = variable local delivery costs in period i; E(W 1) = estimated location-

specific weather indicator in period i; and a and f3 are constants." 9  And claim 8 of 

the patent in Gottschalk provides: "The method of converting signals from binary 

coded decimal form into binary which comprises...." And proceeds to list a series 

of storing, shifting, masking, and adding steps.’ °  Yet, these algorithms of Bilski 

and Gottschalk were nonetheless held unpatentable as they can be performed 

mentally or by using pen and paper. In fact, the ’059 patent does not include 

anything even remotely resembling a computer algorithm or source code. At best, 

the ’059 patent provides flow charts that lay out steps for pharmacy personnel (i.e., 

a human) to follow. (See AMN1001, FIG. 2A - FIG. 5; AMN1007, ¶49.) 

U.S. Patent Appl. No. 08/833,892, Unpublished (filing date April 16 1996) 

(Bernard Bilski, applicant). 

10  See Gottschalk, 409 U.S. 63, 64 n.1. 
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2. 	Even Assuming these Method Claims Apply to a Computer 
System, They Only Impliedly Reference a General Purpose 
Computer 

Even their generic computer limitations do not render the ’059 patent claims 

patent eligible. Adding a computer implementation limitation as an afterthought 

cannot save a claim directed to a purely mental concept: "simply appending 

conventional steps, specified at a high level of generality, to laws of nature, natural 

phenomena, and abstract ideas cannot make those laws, phenomena, and ideas 

patentable." Mayo, 132 S. Ct. at 1300; Bancorp Servs., L.L.C. v. Sun Life 

Assurance Co. of Can., 687 F.3d 1266, 1279 (Fed. Cir. 2012) ("Using a computer 

to accelerate an ineligible mental process does not make that process patent-

eligible."). "Claims ... do not become patent-eligible under § 101 simply by 

reciting a computer element." CBM2013-00025, Paper 13, *15  (Nov. 12, 2013). 

The implementation itself, not just the concept, must be specific and inventive. See 

Mayo, 132 S. Ct. at 1294. Here, method claims 1-16 of the ’059 patent lack any 

inventive implementation steps and, at most, merely use a computer to accelerate 

an ineligible mental process. 

Further, the computer processor described in the ’059 specification is a 

general-purpose computer that performs the listed functions, regardless of what 

type of hardware is used or how such hardware may be programmed. Fig. 1 of the 

specification (reproduced below) illustrates the Patent Owner’s own 

Em 



CBM Petition of U.S. Patent No. 7,895,059 

acknowledgement that "other computer system architectures capable of executing 

software and interacting with a database and users may also be used." (AMN1001, 

4:7-9.) Fig. 1 of the ’059 patent’s specification clearly illustrates that a generic 

general purpose computer is used and there are no inventive aspects whatsoever: 

110 	 120 

CPU 	 MEMORY 

I 	I 
150 	 160 

STORAGE 	j I/O 	 COMM 

FIG. 1 

The Federal Circuit and Supreme Court have confirmed that such abstract 

concepts cannot transform into patentable subject matter simply by claiming that 

the concept be performed using a computer. See, e.g., Dealertrack, Inc. v. Huber, 

674 F.3d 1315, 1332-33 (Fed. Cir. 2012) ("computer-aided method" containing 

generic references to computer devices such as "remote application entry and 

display device" and "terminal device" not limited to any particular pieces of 

equipment rejected as unpatentable); Accenture Global Servs. GmbH v. Guidewire 

Software, Inc., 728 F.3d 1336, 1345 (Fed. Cir. 2013) ("Accenture attempts to limit 

the abstract idea of claim 1 by applying it in a computer environment and within 

the insurance industry. However, those types of limitations do not ’narrow, 

confine, or otherwise tie down the claim"); Alice, No. 13-298, Slip op. at 13, 573 

U.S. (2014) (finding that "if a patent’s recitation of a computer amounts to a 
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mere instruction to ’implemen[t]’ an abstract idea ’on . . . a computer[]’ ...that 

addition cannot impart patent eligibility") (citations omitted). 

Further the computer processor recited in claims 1-16 would only make 

faster a process that may be performed manually. Such usage of a general purpose 

computer provides no meaningful limit on the scope of a claim. See Bancorp 687 

F.3d at 1279 (rejecting claim to computer-implemented idea because "the 

computer simply performs more efficiently what could otherwise be accomplished 

manually"); CLS Bank v. Alice Corp. PTY, 717 F.3d 1269, 1286 (Fed. Cir. 2013) 

(en banc) (Lourie, J., concurring) ("Unless the claims require a computer to 

perform operations that are not merely accelerated calculations, a computer does 

not itself confer patent eligibility."); Fort Props., Inc. v. Am. Master Lease LLC, 

671 F.3d 1317, 1323 (Fed. Cir. 2012). 

The prohibition on patenting abstract ideas affirmed in Bilski and Mayo 

would be meaningless if it could be circumvented by merely reciting use of a 

generic "computer system" as is done in the ’059 patent. Nothing in Bilski suggests 

that the claimed hedging process would have been patentable had the claim added 

that the algorithm was to be executed on a general-purpose computer. In reality, 

commodities traders (who would have performed the process claimed in Bilski) 

manipulate information with computers; they do not use pencil and paper. The 

process claimed in Bilski would have been abstract regardless of whether the claim 
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called for the method to be performed on a computer. The same is true here. 

Reciting the use of a general-purpose computer�the computer processor or 

computer database�in the claims does not remove the claimed intangible 

processes from the realm of unpatentable abstraction. 

3. 	The Method Claims Do Not Include Meaningful Limitations 
Beyond the Abstract Idea Itself 

"To be patent-eligible a claim reciting an abstract idea must add more than 

just insignificant, conventional or routine steps to the idea lest the claim effectively 

cover the abstract idea." CBM2012-00001, Paper 70, *31  (June 11, 2013), Cf 

Mayo 132 S. Ct. at 1298. "Thus, the claims must include meaningful limitations 

beyond the abstract idea itself." Id. Furthermore, limitations of "memory" and 

"processor" are insignificant, conventional, and routine components employed for 

their basic function of storing data and processing information. Reciting these 

limitations does not impose meaningful limits on the scope of the claims and are 

not integral to the invention as a whole. See Bancorp 687 F.3d at 1278; SiRE Tech., 

Inc. v. Int’l Trade Comm’n, 601 F.3d 1319, 1333 (Fed. Cir. 2010) ("In order for the 

addition of a machine to impose a meaningful limit on the scope of a claim, it must 

play a significant part in permitting the claimed method to be performed, rather 

than function solely as an obvious mechanism for permitting a solution to be 

achieved more quickly"). 

The recitation of computer and database limitations in claims 1-16 
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represents nothing more than conventional and routine limitations to the 

underlying abstract idea of centralizing the distribution of hazardous or abuse-

prone drugs using a central pharmacy. (AMN 1007, ¶J49, 50.) No meaningful 

limitations to the abstract idea are provided in the method claims to avoid 

preempting the abstract idea. Other limitations in claim 1, such as receiving in a 

computer processor, requiring entering of information into an exclusive computer 

database, checking with the computer processor the credentials, and checking the 

exclusive database, are not meaningful. (See AMN1001, 8:36-67; AMN1007, ¶49.) 

These steps are insignificant, routine, or conventional steps implicit in the abstract 

idea itself. Such ancillary data-handling steps provide no meaningful limitations to 

the abstract idea and do not transform the abstract idea into patent-eligible subject 

matter. See Accenture, 728 F.3d at 1345 ("the complexity of the implementing 

software or the level of detail in the specification does not transform a claim 

reciting only an abstract concept into a patent-eligible system or method"). 

(AMN1007, ¶49.) The steps of claim 1 are similar to the "additional ’specific’ 

steps" in SAP, which are nothing other than conventional routine steps that are a 

consequence of implementing the abstract idea. 

Additionally, the claims are patent-ineligible because they do not "tie the 

otherwise abstract idea to a specific way of doing something with a computer, or a 

specific computer for doing something." See Ultramercial, Inc. v. Hulu, LLC, 722 

me 
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F.3d 1335, 1348 (Fed. Cir. 2013). Instead, the claims are directed to nothing more 

than performing the abstract idea on a computer, and the computer cannot be said 

to be a part of the solution, integral to the performance of the abstract idea, or to 

contain an improvement in computer technology. (See id.) Indeed, the claim 

limitations can be performed by any general purpose computer or a human, as 

discussed above. (AMN1007, ¶49-50.) 

Putting the abstract idea aside, there is no inventive concept in the remaining 

additional limitations. References to a "computer processor" and an "exclusive 

computer database" in the claims also are not meaningful. Such limitations fail to 

narrow the claim from the abstract idea of centralizing the distribution of 

prescription drugs using a central pharmacy. In Accenture, the Patent Owner 

contended that a system claim is narrowed "through its recitation of a combination 

of computer components including an insurance transaction database, a task library 

database, a client component, and a server component, which includes an event 

processor, a task engine, and a task assistant." Accenture, 728 F.3d at 1344. But the 

preemption analysis requires determining whether the purported narrowing 

provides "additional substantive limitations" that "narrow, confine, or otherwise tie 

down the claims so that, in practical terms, it does not cover the full abstract idea 

itself" Id. at 1344-1345. The Court then held that "those types of limitations [in 

Accenture’s patent] do not ’narrow, confine, or otherwise tie down the claim." Id. 

EN 
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at 1345. Here, the dependent method claims of the ’059 patent are also 

insignificant, routine, or conventional steps implicit in the abstract idea itself. 

All of this is underscored by the recent Supreme Court decision in Alice 

Corp., 573 U.S. (2014). Alice held that a "wholly generic computer 

implementation is not generally the sort of ’additional featur[e]’ that provides any 

’practical assurance that the process is more than a drafting effort designed to 

monopolize the [abstract idea] itself." Id., slip. op. at *13.  Like how Alice’s claim 

preempted the abstract idea of using an intermediary to mitigate settlement risk, the 

’059 patent here preempts the abstract idea of centralizing drug distribution to 

control risk of abuse. Like in Alice, the ’059 patent’s generic computer recitations 

are no "more than a drafting effort designed to monopolize the abstract idea." See 

id. For that reason, the ’059 patent does not claim statutory subject matter. 

B. 	Ground 2: Claims 1-16 are anticipated by the ACA 

As supported by the declaration of Dr. Valuck, claims 1-16 of the ’059 

patent are anticipated by the ACA�Advisory Committee Transcript and Slides 

(AMN1003), Preclinical Safety Review (AMN1004), Briefing Booklet 

(AMN1005), and Xyrem Video and Transcript (AMN1006). The ACA qualifies as 

prior art to the claims of the ’059 patent. (See § V.) Each publication was either 

submitted to the FDA prior to the meeting or is a record of what transpired at the 

meeting. And, as announced in the Federal Register, each publication was readily 

Ertl 
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accessible to the public from a central location on the FDA’s website more than 

one year before the priority date for the ’059 patent. (AMN1O19.) 

The ACA constitutes a single disclosure for the purposes of anticipation 

because the Xyrem FDA Webpage has a menu that lists all of the documents 

pertaining to the same June 6, 2001 Meeting of the Peripheral and Central Nervous 

System Drugs Advisory Committee (held to discuss risk management issues 

relating to Xyrem), which also was available more than one year before the 

patent’s priority date. (AMN1O27.) And, the documents describe various aspects of 

the same system developed by Orphan Medical with FDA oversight to address the 

risk management issues relating to Xyrem. Teachings from these various 

documents should be used together for purposes of anticipation for two reasons. 

First, as stated in the MPEP, "[a]n electronic publication, including an on-

line database or Internet publication, is considered to be a ’printed publication’ 

within the meaning of ... pre-AIA 35 U.S.C. 102(a) and (b) provided the 

publication was accessible to persons concerned with the art to which the 

document relates." MPEP 2128, citing In re Wyer, 655 F.2d 221 (C.C.P.A. 1981) 

and Amazon v. Barnesandnobles.com , 73 F. Supp. 2d 1228 (W.D. Wash. 1999). In 

Wyer, the court held that electronic publications such as "microfilm or a magnetic 

disc or tape" were printed publications. 655 F.2d at 227. And Amazon involved, as 

is the situation here, multiple different pages from a common webpage presented 
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as a single reference. 73 F. Supp. 2d. at 1234. Consistent with Office policy, the 

FDA Webpage relating to Xyrem is an "on-line database or Internet publication" 

and therefore should be "considered to be a ’printed publication’ under pre-AIA 35 

U.S.C. 102(a) and (b). See MPEP 2128. 

Second, even if the multiple linked web documents are not considered to be 

a single reference�and they should be�that still doesn’t mean that they are not 

anticipatory with regard to the ’059 patent. The Federal Circuit has stated that, 

despite the general rule that all claim limitations must be shown in a single 

reference, multiple documents may be used in an anticipation rejection if they 

incorporate by reference one another. "To incorporate material by reference, the 

host document must identify with detailed particularity what specific material it 

incorporates and clearly indicate where that material is found in the various 

documents." Advanced Display Sys., Inc. v. Kent State Univ., 212 F.3d 1272, 1282 

(Fed. Cir. 2000); see also Hollmer v. Harari, 681. F.3d 1351 (Fed. Cir. 2012). The 

"standard of one reasonably skilled in the art should be used to determine whether 

the host document describes the material to be incorporated by reference with 

sufficient particularity." Advanced Display Sys., 212 F.3d at 1283. 

Here, the Xyrem Video and Transcript (AMN1006) is incorporated by 

reference into the Advisory Committee Transcript and Slides (AMN1003), and into 

the Briefing Booklet (AMN1005). (See AJVIN1003; AMN1005.) Not only that, but 
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each of the references are all linked from a single page. The links specify with 

particularity each of the documents. So, even if they are considered to be separate 

references, the base menu page effectively incorporates by reference each of the 

different documents, making them anticipatory. See Advanced Display, 212 F.3 d at 

1282 ("Material not explicitly contained in the single prior art document may still 

be considered for purposes of anticipation if that material is incorporated by 

reference into the document."); and In Re Saunders, 444 F.2d 599 (C.C.P.A.1971) 

Also, it is well settled that a reference anticipates claims if that reference 

provides a disclosure from which a POSA could "at once envisage" the claimed 

invention, regardless of whether the reference explicitly discloses the claimed 

invention. See In re Petering, 301 F.2d 676, 681 (C.C.P.A. 1962); Cf In re 

Schaumann 572 F.2d 312, 316-217(C.C.P.A. 1978). 

1. 	Claim 1 

As explained by Dr. Valuck�an expert in drug safety, drug abuse 

prevention, and prescription drug distribution with two decades of experience in 

the area�in his accompanying declaration, each limitation of claim 1 is found in 

the ACA. (See AMN1007, ¶J58-90.) For ease of reference, claim 1 is also recited 

in its entirety at Section VILA. 1 above. 

The ’059 patent provides several flow diagrams, together describing each of 

claim I’s limitations. The representative figure below has been produced based on 

En 
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those flow diagrams and maps each limitation of claim 1 to a representative flow 

diagram step from the figures of the ’059 patent for ease of understanding each 

limitation. 
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Preamble: ACA explicitly teaches a method of distributing a prescription 

drug under exclusive control of an exclusive central pharmacy, as recited by the 

preamble of claim 1. For example, ACA discloses distributing the prescription 

drugs Xyremfi through a closed distribution system. (AMN1003, Tr., 177:24-

178:11; AMN1007, ¶59.) The ACA’s closed distribution system includes 

manufacturing Xyremfi at a single manufacturing facility and providing Xyremfi 

to a single national pharmacy that will be its exclusive distributor. (See AMN1003, 

Tr., 177:24-178:11 and 183:12-16; AMN1004, pg. 108; AMN1005, pgs. 302, 306, 
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309, and 311; AMN1006, Tr., pg. 4 n.13; AMN1007, ¶59.) 

As discussed in § W.A., the patentee argued during prosecution that 

"exclusive" meant "single or sole." As such, a POSA would have understood that 

the "single national specialty pharmacy" described by the ACA with respect to 

Xyremfi is synonymous with the claimed "exclusive central pharmacy" in the ’059 

patent. (AMN1007, ¶59.) ACA discloses benefitting from using a single national 

specialty pharmacy because the prescription drugs are distributed from a central 

location and all controls and records are in one place, i.e., at the single national 

specialty pharmacy. (See AMN1003, Tr., 177:24-178:11; AMN1005, pg. 299 and 

306; AMN1007, ¶J59, 60.) Accordingly, a POSA would have immediately 

appreciated that the ACA’s distribution of Xyremfi is under the exclusive control 

of the single or exclusive national specialty pharmacy. (AMN1007, ¶59-61.) 

Xyrem Closed Distribution System__________________ 

-- 

nPr il-i  
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~ 
Single 
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e 
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Moreover, ACA teaches and illustrates that the distribution of the 

prescription drugs under the exclusive control of the single or exclusive national 

specialty pharmacy is computerized, as claimed. (See AMN1003, Slides, pg. 146, 
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reproduced above w/armotation; AMN1006, Tr., pg. 10 n.42; V5 00 : 0900 : 27 , hI V7 

00:00-00:16; AMN1007, ¶60.) To the extent the Board concludes that the 

illustration is not an explicit teaching�and Petitioners posit that it is�ACA at 

least nevertheless implicitly teaches how its closed distribution system is 

computerized. For example, ACA teaches receiving data from prescription requests 

(which can be thousands of requests) at the specialty pharmacy and entering the 

data into a registry. (See AMN1003, Tr., 16:4-7, 24:21-25, 259:4; AMN1005, 

cover letter, pg. 1; AMN1007, ¶60, emphasis added).) 

The collected data provide "centrally located, real-time data [that] will be 

invaluable to identification of suspicious [behavior]." (AMN1005, pg. 304 and 

311; AMN1007, ¶60.) From this disclosure, a POSA would have immediately 

envisaged that the single national pharmacy utilized a computer so that prescription 

information could be collected and physician prescribing patterns and patient 

activity could be monitored in real-time. (AMN1007, ¶60.) Accordingly, a POSA 

would have understood that ACA teaches a computerized method of distributing a 

prescription drug from a central location�because the need to enter, access, and 

store large amounts of information would be accelerated and, thus, facilitated by 

using a computer. (AMN1007, ¶61.) 

Citations to the Xyrem Video (AMN1006) will be provided as VX 

YY:YY, where VX = AMN1006, Video, part X. 
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Step 1.1: Step 1.1 recites, in part, "receiving in a computer processor all 

prescription requests...." ACA discloses that the single national pharmacy receives 

"a number of unique prescribing forms for Xyremfi which will be necessary in 

order for the prescription to be filled." (See AMN1003,Tr. 180:6-16; Slides, pg. 

151; AMN1005, pg. 310; AMN1006, Tr., pg. 5 n.20; V7 00:00-00:16; AMN1007, 

¶63.) A POSA would have immediately recognized that the unique prescribing 

forms are synonymous with the claimed prescription requests. (AMN1007, ¶63.) 

Further, a POSA would have understood that the single national pharmacy receives 

the prescribing forms for all patients being prescribed the prescription drug. (Id.) 

Moreover, ACA explicitly teaches that the unique prescribing forms are 

received from any and all medical doctors allowed to prescribe the prescription 

drug. For example, ACA discloses that once the single national pharmacy receives 

the prescription form, the central pharmacy checks the eligibility of the prescribing 

doctor to prescribe Xyremfi and also checks the patient’s eligibility to receive the 

prescription. (See AIMIN1003, Tr., 181:1-22; Slides, pg.152-153; AIVIN1004, pg. 

109; AMN1005, pgs. 310; AMN1006, Tr., pg. 6 n.21; AMN1007, ¶64.) As 

explained by ACA, these eligibility checks ensure (1) that the physician has a valid 

medical license, prescribing privileges, and no actions pending against him; and (2) 

the veracity of the patient’s identity and receipt of a prescription for GHB. (See 

AMN1003, Tr., 181:1-22; Slides pg. 152-153; AMN1004, pg. 109; AMN1005, pg. 
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306; AMN1006, Tr., pg. 6 n.21 and n.24; AMN1007, ¶64.) 

A POSA reviewing the ACA would have known that in order to perform the 

eligibility checks, the special prescription forms would be received from any and 

all doctors and would include "information identifying patients, the prescription 

drug, and various credentials of the any and all medical doctors," as recited in 

claim 1. (AMN1007, ¶J64, 65.) It is with this information in hand that the single 

national pharmacy described by ACA would (1) cross-reference the external DEA 

National Technical Information Services database and state medical board records 

to identify doctors allowed to prescribe the prescription drug; (2) check the 

veracity of the patient and his prescription; and (3) determine what drug to 

dispense and when to do so. (Id., ¶65.) 

Additionally, as discussed above, ACA teaches that the distribution process 

of the single national pharmacy could be performed using a computer. (See 

AMN1003, Slides, pg. 146; AMN1006, Tr., pg. 10 n.42; V5 00:09-00:27, V7 

00:00-00:16; AMN1007, ¶66.) For the same reason, ACA teaches that the 

prescription requests are received in a computer processor, if not explicitly, at least 

implicitly. (AMN1007, ¶J60, 66.) For example, ACA recognizes the necessity of 

collecting data for a significant number of patients, thus implying utilizing a 

conventional computer to accelerate processing of prescriptions. (AMN 1003, Tr., 

24:21-25; AMN1005, cover letter, pg. 1; AMN1007, ¶66.) Moreover, ACA 
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discloses registering "every patient and prescribing physician" in "a secure 

database" (AMN1004, pg. 110; AMN1007, ¶66.) and ACA shows that the 

pharmacy staff receives a prescription request and enters the prescription request 

into a computer. (See AMIN1006, V7 00:00-00:16; AMN1007, ¶66.) Therefore, 

ACA discloses that "all prescriptions from any and all doctors for any and all 

patients" are received in the computer processor. 

Furthermore, a POSA would have immediately envisaged using a computer 

to receive and organize prescription requests, as pharmacies were doing this prior 

to the effective filing date of the ’059 patent, and computers are shown in ACA. 

(AMN1007, ¶J25, 66.) And POSA would have known that a secure database, 

which could house information for a large number of patients, as described by 

ACA, would normally be accessed using a computer. (Id., ¶66) Here, a POSA 

would have at once envisaged that ACA teaches that prescription requests are 

entered into the secure database that is accessible via a computer. A POSA 

likewise would have at once envisaged that achieving the disclosed benefits of 

using an exclusive central pharmacy would be more realized through the use of the 

disclosed computer, allowing for quicker entry, access, compiling and analysis of 

data. (AMIN1007, ¶66-67.) 

Step 1.2: ACA explicitly describes an exclusive computer database 

associated with the exclusive central pharmacy. (Id., ¶69.) As discussed above, 
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ACA discloses a centralized location for all prescription controls and records. (See 

AMN1003, Tr., 177:24-178:11; Slides, pg. 146-147; AMN1005, pg. 306; 

AMN1006, Tr., pg. 6 n.24; AMN1007, ¶69.) And ACA further explains that such 

controls and records are kept in a "central data repository." (Id.) A POSA would 

have understood this "central data repository" to be synonymous with the claimed 

"exclusive computer database" in the ’059 patent, because all the controls and 

records are kept at a single location (i.e., exclusive), namely the central data 

repository. (AMN1007, ¶69.) Prior to filling a prescription, the central data 

repository allows for the identification of potential abuse situations, such as any 

duplicate prescriptions, any attempts of over-prescribing, or any attempts at over-

use by patients. (See AMN1003, Tr., 184:24-185:6; Slides, pg. 158; AIv[N1005, 

pgs. 311; AMN1006, Tr., pg. 7 n.25 and pg. 8 n.29; AMIN1007, ¶70.) 

ACA also discloses that information from the prescription request is entered 

into the exclusive computer database. As discussed earlier, ACA discloses 

registering every patient and prescribing physician in the database. (See 

AMN1003, Tr., 16:4-7, 259:4; AMN1004, pg. 110; AMN1007, ¶71.) The 

information that is registered in the database includes the physician’s name, 

address, telephone and facsimile numbers, DEA and state license numbers and 

prescribing frequency. (AMN1004, p.  110; AMN1005, p.  306; AMN1006, Tr., pg. 

6; AMN1007, ¶71.) Utilizing the database allows for ready access to this 
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information, organized according to prescriptions by physician, patient, frequency, 

and/or dose. (See AMN1004, pp. 110, 114; AMN1005, pg. 304; AMN1006, Tr., 

pg. 4 n.13-14 and pg. 7 n.25; AMN1007, ¶71.) Further, ACA discloses that upon 

receiving the unique prescription request forms at the single national pharmacy, the 

pharmacy collects data that aids in determining proper timing for prescription 

refills. (See AMN1003, Tr. 259:4-11; Slides, pg. 158; AMN1004, pg. 110; 

AMN1006, Tr., pg. 4 n.13-14 and pg. 7 n.25; AMN1007, ¶f69, 71.) A POSA, 

therefore, would have at once envisaged that to achieve the benefits described by 

ACA (e.g., analysis of potential abuse situations), the information from the 

prescription forms would have been collected and entered into the disclosed central 

data repository (i.e., exclusive computer database). (AMN1007, ¶72.) 

Step 1.3: ACA explicitly discloses performing a number of checks to 

determine if the prescribing physician is eligible to administer prescriptions upon 

receiving a prescription request at the single national pharmacy. These checks 

include checking the relevant external DEA database and the appropriate state 

medical board specific to the prescriber in question. (See AMN1003, Tr., 181:1-22; 

Slides pg. 152-153; AMN1004, pg. 109; AMN1005, pg. 306 and 310; AMN1006, 

Tr., pg. 6 n.21 and n.24; AMN1007, ¶74.) A POSA also would have immediately 

envisaged performing such credential checking using a computer, because doing so 

would make it easier to check sources such as the DEA’s National Technical 

-57- 



CBM Petition of U.S. Patent No. 7,895,059 

Information Services. (AMN 1007, ¶74.) 

Step 1.4: ACA explains that "each patient, when they get their first 

prescription of Xyremfi will receive a multi-faceted educational program called 

the Xyrem Patient Success Program[.]" (AMN1003, Transcript, 182:3-8; 

AMIN1007, ¶76.) Notably, by listing the ’059 patent in the Orange Book for 

Xyremfi, Jazz is asserting that the Xyremfi Success Program is a commercial 

embodiment of at least one of the ’059 patent claims. ACA also describes 

modifying the distribution system to confirm with a patient that educational 

material has been received and/or read prior to shipping the prescription drug. (See 

AMN1003, Tr., 371:10-12 and 374:7-20; AMN1004, pg. 115; AMN1007, ¶77.)A 

POSA would have understood this teaching to explicitly disclose confirming that 

the patient received and/or read educational materials before shipping the 

prescription drug. (AMN1007, ¶77.) 

Step 1.5: ACA explicitly describes checking for potential abuse. As 

explained above, ACA’s central data repository "allows for identification of a 

number of unusual types of behavior, including any duplicate prescriptions, any 

attempts of over-prescribing, or any attempts at over-use by patients." (AMIN1003, 

Transcript, 184:24-185:4; AMN1007, ¶79.) Moreover, ACA discloses flagging for 

monitoring and documenting "repeat instances of lost, stolen, destroyed, or spilled 

prescriptions/supplies." (AMN1004, pg. 110; AMN1007, ¶79.) 

no  
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Steps 1.6-1.7: ACA explicitly discloses shipping the prescription drug to a 

patient via a courier service and/or mail-order based system. (Claim 1, step 1.6; 

See AMN1003, Tr., 178:5-6 and 182:17-23; Slides, pg. 146; AMN1004, pg. 109 

and 115; AMN1005, pg. 302, 304, and 311; AMN1006, V10 00:40-Vu 00:31; 

AMN1007, ¶81.) Further, ACA explicitly discloses that the prescription drug is 

only mailed or sent by courier if no potential abuse is found by the target patient 

and prescribing physician based on verifying the stored information. (AMN1003, 

Tr., 184:24-185:7; Slides, pgs. 158-159; AMN1005, pgs. 304, 305, and 311; 

AMN 1006, Tr., pg. 8 n.29 and pg. 9 n.38; AMN 1007, ¶J 79, 82.) And the stated 

benefit is that this "information is available prior to filling the prescription so 

appropriate pharmacist intervention can occur." (AMN1003, Tr., 184:24-185:7; 

Slides, pgs. 158-159; AMIN1006, Tr., pg. 8 n.29 and pg. 9 n.38; AMN1007, ¶82 

(emphasis added).) Moreover, ACA discloses making the prescription drug 

inaccessible to those who might abuse it, thus maintaining responsible distribution. 

(See AMIN1003, Tr., 185:9-14; Slides pg. 142; AMN1005, pgs. 298, 305, 308, and 

311; AMN 1007, ¶82.) Hence, a POSA would have understood the ACA to disclose 

mailing or sending by courier the drug only where there is no potential for abuse. 

(AMN 1007, ¶82.) 

Furthermore, ACA explicitly describes limitation 1.7 (confirming receipt). 

ACA explains that "after the Rapid Trac System shows that the package has been 
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received by the patient, the specialty pharmacist will call the patient within 24 

hours not only to confirm receipt of that package but also to reiterate certain 

important points with the patient." (AMN1003, Tr., 184:10-15; AMN1007, ¶84.) 

Step 1.8: As discussed above in § IV, a POSA would have understood that 

the limitation of "generating. . .periodic reports" entails querying the computer 

database to obtain prescription information organized by, for example, physician, 

patient name, frequency, and/or dosage amount. In this context, ACA discloses this 

limitation at least implicitly, if not explicitly. For example, ACA discloses using 

the central data repository to identify patterns of abuse and diversion. (See 

AMN1003, Tr., 184:24-185:7; Slides, pg. 158; AMN1005, pg. 306, 307, and 311; 

AMN1007, ¶87.) And ACA describes preventing diversion and illicit use, as well 

as providing assistance to "law enforcement for investigation and prosecution 

efforts," as a goal of its distribution system (AMN1003, Tr., 15:6-8; AMN1004, 

pg. 110; AMN1005, pp.  298, 301 and 306-308; AMIN1007, ¶87.) Moreover, ACA 

discloses generating data by "recording prescribers, patients, and dosing that could 

provide information for any possible investigations and prosecutions for state and 

federal authorities" using a computer (AMN1006, Tr., pg. 4 n.13-14; VS 00:10-

00:27; AMN1007, ¶88.) From the prescription information entered into the 

database, the database can be queried to provide information such as 

"[p]rescriptions by physician specialty ... by patient name ... by volume 

roul 
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(frequency) ... [and] by dose." (AMN1004, pg. 110; AMN1007, ¶88.) ACA also 

discloses that the "Xyrem risk management system ensures that the centralized 

pharmacy will identify patients who are attempting to duplicate prescriptions. All 

data collected will be available to state and federal authorities, on whatever 

timeframe they determine to be appropriate." (AMN1005, p.  307; AMN1007, ¶88.) 

At the very least, the "timeframe" referred to therein implies a periodic reporting. 

(AMN1007, ¶88.) A POSA would have understood that such data generation and 

querying via the central data repository is synonymous with generating periodic 

reports via the exclusive computer database to evaluate potential diversion 

patterns, as claimed, using a computer. (AMN1007, ¶88; see AMN1006, Tr., pg. 

10 n.42; V5 00:10-00:27, V13 00:17-00:3 1; AMN1003, Tr., 24:21-24; AMN1005, 

cover letter, pg. 1; AMN1007, ¶{88-89.) 

2. 	Claim 2 

Claim 2 depends from claim 1, and further specifies that "the exclusive 

central pharmacy controls the exclusive computer database." (AMN1001, 9:4-5.) 

ACA discloses this feature as discussed above, stating that the single national 

specialty pharmacy (i.e., exclusive central pharmacy) controls the central data 

repository (i.e., exclusive computer database). (See AMN1003, Tr. 177:24-178:11, 

184:24-185:7; Slides, pg. 147; AMN1004, pg. 108; AMN1005, pp.  304, 306; 

AMN1006, Tr., pg. 4 n.13-14 and pg. 6 n.24; VS 00:09-00:27, V7 00:00-00:16; 
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AMN1007, ¶92.) 

3. 	Claims 3 and 4 

Claims 3 and 4 depend from claim 1 and further specify "selectively 

blocking shipment of the prescription drug to a patient." (Claim 3; AMN1001, 9:6-

7) and blocking shipment of the prescription drug upon association of an abuse 

pattern with a patient. (Claim 4; AMN1OO1, 9:8-10.) 

ACA explicitly discloses these features by instructing to deploy appropriate 

pharmacist intervention, such as contacting authorities and flagging any 

inappropriate prescription requests, once potential abuse situations are identified. 

(See AMIN1003, Tr., 184:24-185:7; Slides pg. 158; AMN1006, Tr., pg. 8 n. 29, pg. 

9 n. 38; AMN1007, ¶94.) Additionally, such intervention includes blocking 

shipment of the prescription drug to a patient prior to filling a prescription in order 

to make the prescription drugs inaccessible to those who would use it 

inappropriately. (See AMN1003, Tr., 184:24-185:7; Slides pp.  142, 158; 

AMN1005, pg. 308; AMN1007, ¶95.) Accordingly, ACA explicitly would have 

taught a POSA to selectively block a shipment of the prescription drug to a patient, 

because ACA emphasizes the importance of preventing drug abuse and the 

discretionary ability of the pharmacist to prevent a shipment of the drug to 

identified patients. (AMN1007, ¶95.) 
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4. Claim 5 

Claim 5 depends from claim 1, and further specifies that the prescription 

drug comprises gamma hydroxy butyrate ("G1-M"). The active ingredient in 

Xyremfi, the focus of ACA, was known as GHB. (See, e.g., AMN1003, Tr., 9:12-

17; AMN1007, ¶96; see also generally AMN1004; AMN1005; AMN1006.) 

5. Claim 6 

Claim 6 is an independent claim with similar limitations to those recited in 

claim 1. The only differences between claim 6 and claim 1 are: (1) the term 

"medical doctors" in "any and all medical doctors allowed to prescribe a 

prescription drug" in claim 1 is replaced with "authorized prescribers." 

(AMN1001, 9:19.); (2) the "exclusive computer database" is "under exclusive 

control of the central pharmacy," instead of "associated with the exclusive central 

pharmacy" (Id., 9:24-25.); and (3) instead of "mailing or sending by courier the 

prescription drug," as in claim 1, claim 6 requires "providing the prescription 

drug." (Id., 9:42.) These differences do not change how ACA is applied to the 

claims. (ANN 1007, ¶98) As explained above, ACA discloses all of the features of 

claim 1. Accordingly, ACA also discloses all of the features of claim 6. (Id.) 

6. Claim 9 

Likewise, the limitations of independent claim 9 are similar to those in claim 

6. The only difference is that claim 9 recites GHB as the prescription drug. As 

explained above for claim 5, Xyremfi�the drug to which ACA is directed�is 
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GI-IB. (See AMIN1003, Tr., 9:12-17.) Accordingly, ACA also discloses all of the 

features of claim 9. (AMN1007, ¶99.) 

7. Claim 12 

The limitations of claim 12 are similar to the limitations of claim 9. The only 

difference is that instead of "providing GHB to the patient," as recited by claim 9, 

claim 12 requires "mailing or sending by courier GHB to the patient." (AMN1001, 

11:9.) This difference does not change the application of ACA to the claims, and 

ACA discloses mailing or sending GHB by courier to the patient. (See AMN1003, 

Tr., 178:5-6 and 182:17-23; Slides, pg. 146; AMN1004, pg. 109 and 115; 

AMIN1005, pg. 302, 304, and 311; AMN1006, V10 00:40-Vu 1 00:31; A1007, 

¶100.) As such, ACA also discloses all of the features of claim 12. 

8. Claim 13 

"[Mjanufacturing GHB and providing manufactured GHB only to the 

exclusive central pharmacy"; ACA explicitly discloses that Xyremfi, known to 

contain the active pharmaceutical ingredient GM, is manufactured at one single 

manufacturing facility and sent to one single national specialty pharmacy for 

distribution. (See AMN1003, Tr., 178:3-5, 9:12-17; AMN1007, ¶102.) 

The remaining limitations of claim 13: Each remaining limitation of claim 

13 is identical to the limitations of claim 12. Accordingly, ACA also discloses all 

of the remaining features of claim 13. (AMN1007, ¶103.) 
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9. Claim 14 

The limitations of claim 14 are similar to those of claim 6 with the exception 

being that claim 14 does not require the step of "generating with the computer 

processor periodic reports via the exclusive computer database to evaluate 

potential diversion patterns," as recited by claim 6. (AMN1001, 9:49-51.) 

Accordingly, ACA also discloses all of the features of claim 14. (See § VII.B.9; 

AMIN1007, ¶105.) 

10. Claims 7, 10, and 15 

Each of claims 7, 10, and 15 require that the central pharmacy authorizes the 

prescription drug to be dispensed to the patient by another pharmacy. 12 

(AMN1001, 9:52-55, 10:35-38, and 12:37-40.) ACA explicitly discloses shipping 

the prescription GHB from the exclusive central pharmacy to another pharmacy for 

patient pick-up. (AMN1004, pg. 110; AMN1007, ¶107.) Additionally, it is 

envisioned that mechanisms will be put in place to "verify[] the second pharmacy’s 

ability to protect against diversion of UI-lB before shipping." (Id.) Therefore, the 

benefits of preventing diversion and illicit use discussed in the disclosed 

12  "As discussed in § IV.C., dispensed to the patient by another pharmacy" 

would be understood by a POSA to mean "making the prescription drug that was 

dispensed by the central pharmacy available for pick-up by the patient at another 

pharmacy." 
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distribution program are left intact. Thus, the ACA explicitly discloses situations 

that require having another pharmacy make available the medication. One such 

situation would be if mandated by the patient’s insurance provider, as described by 

ACA. (AMN1004, pg. 110; AMN1007, ¶107.) 

11. 	Claims 8, 11, 16 

Claims 8, 11, and 16 depend from claims 7, 10, and 15, respectively, and 

further specify that "another pharmacy places controls on the distribution" of the 

prescription drug or GI-IIB. (AMN1001, 9:56-58; 10:39-40; 12:41-43.) The controls 

are selected from the group consisting of: 

confirming with the patient that the educational material has been 

received and/or read by the patient, confirming receipt of the 

prescription drug by the patient, contacting the patient’s insurance 

company, questioning early refill requests by the patient, flagging 

repeat instances of lost, stolen, destroyed or spilled prescriptions, 

flagging that the patient paid cash for the prescription drug, flagging 

early requests to refill the prescription drug, and limiting the 

prescription to a supply of limited duration. 

(AMN1001, 9:59-67, 10:41-50, 12:44-52.) 

ACA implicitly discloses that another pharmacy places controls on the 

distribution. For example, ACA discloses that the central pharmacy may authorize 

another pharmacy to provide the prescription drug while putting in place a 

"mechanism for verifying the second pharmacy’s ability to protect against 

1I 
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diversion of QHB before shipping the drug there." (AMN 1004, pg. 110; 

AMN1007, ¶109.) ACA also explicitly discloses various controls that are placed 

on the exclusive central pharmacy, which are similar to the controls recited by 

claims 8, 11, and 16. Those controls include (1) confirming with the patient that 

the educational material has been received and/or read by the patient; (2) 

confirming receipt of the prescription drug by the patient; (3) contacting the 

patient’s insurance company; (4) flagging repeat instances of lost, stolen, destroyed 

or spilled prescriptions; and (5) limiting the prescription to a supply of limited 

duration. (AIN/1N1003, Tr., 184:10-15, 371:10-12; Slides, pg. 157; AMN1004, pgs. 

109, 110, and 115; AMN1006, Tr., pg. 7 n.26 and pg. 9 n. 35; ANN 1007, ¶110.) 

A POSA would have understood that ACA discloses placing the same 

controls on the distribution of the prescription drug by the "another pharmacy." 

(AMIN1007, ¶110.) Such controls placed on the "another pharmacy" would be in 

line with the ACA’s express goals of preventing abuse and diversion. (AMN1003, 

Tr., 184:24-185:7; Slides, pgs. 158-159; AMN1005, pgs. 304, 305, and 311; 

AMN1006, Tr., pg. 8 n.29 and pg. 9 n.38; AMN1007, ¶110.) Therefore, a POSA 

would have understood that ACA discloses the claimed method of the authorized 

another pharmacy placing controls on the distribution of the prescription drug, 

because it discloses (1) placing such controls on distribution, (2) authorizing 

another pharmacy to provide the drug with a "mechanism for verifying the second 
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pharmacy’s ability to protect against diversion," and (3) such a method would be in 

line with the goals of the ACA’s disclosure. (AMN1007, ¶110.) 

C. 	Ground 3: Claims 1-16 would have been obvious over the ACA 

The Patent Owner may argue�incorrectly--that the claims are not 

anticipated by the ACA. Even if the Board were to agree, there can be no question 

that the claims would have been obvious to a POSA in view of the ACA. 

(AMN1007, ¶J1 11-117.) 

First, the Patent Owner may argue that the ACA references, despite 

referencing each other and being a single document available through the FDA, 

should not be viewed as one anticipating reference. Even if that were the case�

which it is not�in an obviousness context, a POSA would have had more than 

ample reason to combine each reference of the ACA�Advisory Committee 

Transcript and Slides (AMN1003), Preclinical Safety Review (AMN1004), 

Briefing Booklet (AMN1005), and Xyrem Video and Transcript (AMN1006)-

with one another, because combining each of the mentioned references would lead 

a POSA to predictable results with a reasonable expectation of success. See KSR 

550 U.S. at 420; see also id at 417 (AMN1007, ¶111.) Further, the Xyrem Video 

and Transcript (AMN1006) is incorporated by reference into the Advisory 

Committee Transcript and Slides (AMN1003), and into the Briefing Booklet 

(AMN1005). (See AIVIN1003; AMN1005.) And, each of the Advisory Committee 
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references are all linked from a single web page. (AMN1 027), giving more reason 

to combine the individual references. 

Patent Owner cannot dispute that the ACA explicitly discloses every claim 

limitation, except�and assuming for arguments sake only�"computer processor," 

"exclusive computer database," and "generating.. .periodic reports," as discussed 

in § VII.B. But even if the Board were to accept any such argument by Patent 

Owner, the "computer processor," "computer database," and "generating 

periodic reports" limitations, and the claims as a whole, would nonetheless have 

been obvious to a POSA in view of the combined Advisory Committee references. 

(AMN1007, ¶112.) 

To be sure, this Petition already discussed the Graham factors for 

determining obviousness: (1) determining the scope and content of the prior art is 

discussed at, inter alia, §§ V and VII.B; (2) ascertaining the differences between 

the prior art and the alleged claimed invention are covered in §sS VII.B and in this 

section; (3) the POSA is discussed in § VI; and (4) any applicable objective indicia 

is discussed below at § VIII. Immediately below, this Petition addresses any even 

arguable limitations that may not be anticipated by the prior art. 

"Computer Processor" and "Computer Database:" For example, the 

combined Advisory Committee references illustrate that the distribution process of 

the single national pharmacy could be performed using a computer. 

S. 
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(SeeAMN1003, Slides, pg. 146; AMN1006, Tr., pg. 10 n.42; V5 00:09-00:27, V7 

00:00-00:16; AMN1007, ¶113.) The combined Advisory Committee references 

recognize the necessity of collecting data for a significant number of patients and 

physicians, teaching registering "every patient and prescribing physician" in "a 

secure database." (AMN1004, pg. 110; AMN1003, Tr., 24:21-24; AMN1005, 

cover letter, pg. 1; AMN1007, ¶113.) It was common, if not universal, to use a 

computer to receive and organize prescription requests in pharmacies, and the 

combined Advisory Committee references shows pharmacy staff receiving a 

prescription request and entering it into a computer (See AMN1004, V7 00:00-

00:16; AMIN1007, ¶113.) And, a POSA would have strong reason to use an 

exclusive computer database in order to provide a secure database of information 

of a large number of patients. (AMN1007, ¶113.) Moreover, the Advisory 

Committee references describe the benefits of using an exclusive computer 

database because it allows for monitoring of potential abuses and pharmacist 

intervention. (See AMN1003, Tr., 184:23-185:7 and 259:4-15; AMN1005, pgs. 

306 and 311; AMN1006, Tr., pg. 10 n.42; AMN1007, ¶114.) A POSA would have 

understood that achieving such benefits would be more easily done through the use 

of a computer because it allows for quicker entry, access, compiling, and analysis 

of data. (AMN1007, ¶114.) 

"Generating ... reports:" A POSA would have understood that the 
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limitation of "generating ... periodic reports" entails querying the exclusive 

computer database to obtain information, such as, prescriptions by physician, 

prescriptions by patient name, prescriptions by frequency, and prescriptions by 

dose. (See § IV.) The combined Advisory Committee references teach using the 

central data repository to identify patterns of abuse and diversion, preventing 

diversion and illicit use, as well as providing assistance to "law enforcement for 

investigation and prosecution efforts," as a goal of its distribution system. (See 

AMN1003, Tr., 15:6-8; 184:24-185:7; Slides, pg. 158; AMN1004, pg. 110; 

AMN1005, pg. 298, 306-308, and 311; AMIN1007, ¶115.) Moreover, ACA 

discloses generating data "recording prescribers, patients, and dosing that could 

provide information for any possible investigations and prosecutions for state and 

federal authorities" using a computer (AMN1006, Tr., pg. 4 n.13-14; V5 00:10-

00:27; AMN 1007, ¶115.) From this data, the database can be queried to provide 

information such as "[p]rescriptions by physician specialty ... by patient name 

by volume (frequency) ... [and] by dose." (AMN1004, pg. 110; AMN1007, ¶115.) 

And ACA also discloses that the "Xyrem risk management system ensures that the 

centralized pharmacy will identify patients who are attempting to duplicate 

prescriptions. All data collected will be available to state and federal authorities, on 

whatever timeframe they determine to be appropriate." (AMN1005, p.  307; 

AMN 1007, ¶115.) At the very least, the "timeframe" referred to therein implies a 
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periodic reporting. (AMIN 1007, ¶115.) From these teachings, a POSA would have 

had a reason to "generate with the computer processor periodic reports via the 

exclusive computer database." (AMN1007, ¶116.) This is because a computer 

would have aided in handling the volume of information involved in the methods 

taught in the Advisory Committee references, and various simple algorithms could 

easily be applied to that data in a computer to identify and review information 

pertinent to determining drug diversion patterns. (Id., ¶116.) 

In sum, following the teachings of the combined Advisory Committee 

references, a POSA would have combined the disclosed limitations as claimed 

with no change to their respective functions. (AMN1007, ¶117.) And the 

combination claimed in the ’059 patent yields nothing more than what was 

predicted in the Advisory Committee references�indeed, Xyremfi and its 

Xyremfi Success Program, claimed by the ’059 patent, were specifically the 

subject of the ACA. See Ex parte Smith, 83 U.S.P.Q. 2d 1509, 1518 (B.P.A.I. 

2007) (upholding a rejection of a simple combination comprising an improved 

pocket to hold a CD inside the cover of a book because the functions of the 

combination were predictable, and not "uniquely challenging or difficult for one of 

ordinary skill in the art"); Ex parte Catan, 83 U.S.P.Q. 2d 1569 (B.P.A.I. 2007) 

(affirming the final rejection of claims to a consumer electronic device 

incorporating b io -authentication means, where each of the elements were found in 
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one prior art reference, a second reference disclosed the bio -authentication devices 

in a related context, and a third disclosed that they could be substituted for each 

other). (AMN1 007, ¶117.) 

Moreover, the claimed method steps were discussed in detail in the prior art 

Advisory Committee references exactly as recited in the ’059 patent, and the art 

explained the techniques of reducing abuses of GHB to be had by applying those 

steps. Such techniques would have been readily apparent and predictable to a 

POSA, especially given the POSA’s own knowledge with drug distribution 

procedures and minimizing abuses. (AMIN1007, ¶117.) Accordingly, even if the 

Board concludes that the ACA does not anticipate claims 1-16, the combined 

Advisory Committee references would have rendered claims 1-16 of the ’059 

patent obvious to a POSA, even in light of any secondary considerations (discussed 

in § VII.D.). 

Finally, the above-mentioned references were all distributed for a single 

meeting before the FDA seeking approval for prescription Xyremfi and its 

associated risk management program, the Xyremfi Success Program. (AMN1007, 

¶112.) Therefore, for similar reasons, a POSA would have had a reasonable 

expectation of success of combining each reference of the ACA and meeting each 

limitation of claims 1-16, because it is clear that each Advisory Committee 

reference is related to the same risk management program. (Id., ¶112.) 
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D. 	Secondary considerations do not rebut the prima facie case. 

In addition to Petitioner’s strong prima facie obviousness showing outlined 

above, secondary considerations must be taken into account, although they do not 

necessarily control the obviousness conclusion. See Newell Cos., Inc. v. Kenney 

Mfg. Co., 864 F.2d 757, 768 (Fed. Cir. 1988). And in cases where a strong prima 

facie obviousness showing exists, the CAFC has repeatedly held that even relevant 

secondary considerations supported by substantial evidence may not amount to a 

showing of non-obviousness. See, e.g., Leapfrog Enterprises Inc. v. Fisher-Price 

Inc., 485 F.3d 1157, 1162 (Fed. Cir. 2007). Moreover, objective evidence must be 

attributable to the claimed invention, and aside from what is unclaimed or in the 

prior art. In re Kao, 639 F.3d at 1068 ("Where the offered secondary consideration 

actually results from something other than what is both claimed and novel in the 

claim, there is no nexus to the merits of the claimed invention"). Jazz may argue 

that secondary considerations of commercial success, long-felt but unmet need, 

failure of others, copying, and unexpected superior results exist. 

Jazz, by its Orange Book listing of the ’059 patent, contends that Xyremfi 

must be distributed in conjunction with Xyremfi’s risk management program 

claimed therein. However, Jazz cannot show that any alleged commercial success 

was not due to an element in the prior art or the pharmaceutical effect of the active 

ingredient. Dippin’ Dots, Inc. v. Mosey, 476 F.3d 1337, 1345 (Fed. Cir. 2007) 
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(where the commercial success can be attributed to characteristics of the invention 

that were already in the prior art, non-obviousness is not shown.) (AMN1007, 

¶122.) For example, the centralized distribution of Xyremfi was already disclosed 

more than one year prior to December of 2002. (AMN1003-AMN1006; 

AMN 1007, ¶122.) Furthermore, Jazz cannot show that any unique property of the 

claimed distribution program actually drove sales. (AMN1007, ¶122.) 

Additionally, Orphan itself indicated that the claimed risk management program, 

which is disclosed in the Advisory Committee Art, would not contribute to 

commercial sales because it would "eliminate[] the opportunity to ’fill the retail 

distribution pipeline." (AMN1005, pg. 309; AIVfN1007, ¶122.) Moreover, 

commercial success is weak evidence in the context of products that require 

regulatory approval, such as drugs. Merck & Co., Inc. v. Teva Pharms. USA, Inc., 

395 F.3d 1364, 1377 (Fed. Cir. 2005) (finding that commercial success of a drug 

subject to FDA approval was weak because regulatory barriers prevented other 

companies from competing). 

Jazz may also argue that a long-felt but unmet need is fulfilled because 

Xyremfi would not have been approved by the FDA but for the Xyremfi risk 

management program. However, there was no persistent, unmet need in the art for 

a controlled distribution system. (AMN1007, ¶124.) Indeed, there were already in 

place various risk management programs for the controlled distribution of 
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hazardous, but therapeutically beneficial prescription drugs by December of 2002, 

as evidenced by the Accutanefi, Clozarilfi, and prescription thalidomide 

distribution programs. (Id.) Indeed, both the Clozarilfi and prescription 

thalidomide distribution programs restricted distribution to only registered 

pharmacies, doctors, and patients who abided by and complied with their 

distribution programs. (Id.) Moreover, Orphan Medical had already disclosed all of 

the limitations of the claimed distribution program more than one year prior to 

December of 2002. (AMN1003-AMN1006; AMN1007, ¶124.) 

Even if there had been a need in the art for an improved distribution program 

for prescription drugs subject to abuse and diversion, there is no evidence to 

suggest that the distribution programs already disclosed in the prior art could not 

have satisfied that need. (AMN1007, ¶125.) Lastly, there were no inadequacies in 

the technical knowledge that prevented the development of the claimed distribution 

program. (Id.) All of the limitations of the claims of the ’059 patent were present in 

the prior art and did not require any advances in technical knowledge to put them 

in place to arrive at the claimed distribution program. Instead, like business-driven 

market forces, the FDA required the development of the claimed distribution 

program as part of the approval process for Xyremfi. Friskit, Inc. v. Real 

Networks, Inc., 2009 WL 59182, *6  (Fed. Cir. 2009) (nonprecedential) (long-felt 

need should be a need created by inadequacies in the technical knowledge, not one 
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due to business-driven market forces that are unrelated to technical considerations.) 

(AMN1007, ¶126.) Indeed Orphan admitted during prosecution of the ’730 patent 

that: 

Applicant’s representatives further discussed the extensive approval 

process that the Applicant and the Food and Drug Administration 

(FDA) were involved in relating to a new indication for the drug 

gamma hydroxyl butyrate (GHB), and how the patent application [for 

the ’730 patent] was borne out of this FDA approval process." 

(AMN1O16, Amendment & Response, filed Nov. 2, 2009, pg. 9.) (emphasis added) 

As such, any arguments by Jazz of long-felt but unmet need must fail. (AMN1007, 

¶126.) Similarly, Jazz cannot point to failure of others to arrive at the claimed 

distribution methods. As noted above, efficacious distribution programs for 

hazardous, but therapeutically beneficial, prescription drugs were known in the art 

prior to December of 2002. (Id., ¶127.) And these distribution programs were 

successful in preventing the harms associated with prescribing these drugs to 

patients. (Id.) The application of these known distribution programs to prevent 

abuse and diversion adds nothing more, and would have required no more than 

routine skill to achieve. (Id.) Thus, Jazz cannot successfully allege previous 

failures weigh in favor of the non-obviousness of the claims of the ’059 patent. 

(Id.) 

Jazz cannot also argue that the development of distribution programs for 
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generic sodium oxybate by Amneal, Par, and Roxane constitute copying. Notably, 

evidence of copying is not probative of non-obviousness in the generic drug 

context because a showing of bioequivalence is required for FDA approval. Bayer 

Healthcare Pharms. v. Watson Pharms., Inc., 713 F.3d 1369, 1377 (Fed. Cir. 

2013). Thus, any arguments by Jazz as to copying are not probative of non-

obviousness. 

Finally, Jazz may allege that evidence of unexpected results is 

demonstrated by the fact that the inventions claimed in the ’059 patent have 

enabled the beneficial treatment of narcolepsy with Xyremfi. As an initial matter, 

any beneficial results of Xyremfi are likely a result of the treatment of narcoleptic 

patients with GHB, and not the claimed distribution program. (AMN1007, ¶129.) 

And, the use of GHB to treat narcolepsy was well-known in the art by December 

of 2002. (Id.) Moreover, the claimed distribution program does not have a 

significant and practical advantage over the closest prior art�the ACA�which 

discloses all of the limitations of the claimed distribution program. In re De 

Blauwe, 736 F.2d 699, 705 (Fed. Cir. 1984) (unexpectedly superior results must 

establish that the alleged invention in the challenged claims achieved unexpectedly 

superior results with respect to the results of the closest prior art). As such, any of 

Jazz’s arguments of unexpected superior results must fail. (ANN 1007, ¶129.) 
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VIII. IT IS MORE LIKELY THAN NOT THAT PETITIONER WILL 
PREVAIL WITH RESPECT TO AT LEAST ONE OF THE 
CHALLENGED CLAIMS 

This petition, supported by the Valuck Dec. (AMN1007), amply 

demonstrates that it is more likely than not that Petitioners will prevail with respect 

to at least one challenged claim. 

IX. MANDATORY NOTICES (37 C.F.R. § 42.8(a)(1)) 

The Real Party-In-Interest (37 C.F.R. § 42.8(b)(1)) is: Amneal 

Pharmaceuticals, LLC, Par Pharmaceutical, Inc., and Roxane Laboratories Inc. 

("Petitioners"). Petitioner Provides Notice of Related Matters (37 C.F.R. § 

42.8(b)(2)): Jazz Pharms, Inc. v. Amneal Pharms, LLC., 2:13-cv-00391 

(consolidated) (D.N.J. Jan. 18, 2013.); Jazz Pharms, Inc. v. Par Pharm., Inc., 2:13-

cv-07884 (D.N.J. Dec. 27, 2013); Jazz Pharms, Inc. v. Roxane Laboratories, Inc., 

2:10-cv-06108 (consolidated) (D.N.J. Nov. 22, 2010). 

Designation of Lead and Back-Up Counsel (37 C.F.R. § 42.8(b)(3)): 

Lead Counsel Back-Up Counsel 

Dennies Varughese (Reg. 4 61,868) Deborah A. Sterling (Reg. 4 62,732) 
STERNE, KESSLER, GOLDSTEIN & Fox STERNE, KESSLER, GOLDSTEIN & Fox 
P.L.L.C. P.L.L.C. 
1100 New York Avenue, NW 1100 New York Avenue, NW 
Washington, DC 20005 Washington, DC 20005 
202.772.8805 (telephone) 202.772.8501 (telephone) 
202.371.2540 (facsimile) 202.371.2540 (facsimile) 
dvarughe-PTAB@skgf.com  dsterlin-PTAB 	skgf. corn 

Notice of Service Information (37 C.F.R. § 42.8(b)(4)): Please direct all 
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