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I. INTRODUCTION 

1. My name is Sylvia D. Hall-Ellis.  I have been retained as an expert by 

Hikma Pharmaceuticals USA Inc. and Hikma Pharmaceuticals PLC (together, 

“Hikma”), the Petitioner.    

2. I have written this declaration at the request of Hikma to provide my 

expert opinion regarding the authenticity and public availability of several journal 

publications, books, and documents.  My declaration sets forth my opinions in detail 

and provides the basis for my opinions regarding the authenticity and public 

availability of these publications.   

3. I reserve the right to supplement or amend my opinions, and bases for 

them, in response to any additional evidence, testimony, discovery, argument, and/or 

other additional information that may be provided to me after the date of this 

declaration.  

4. I am being compensated for my time spent working on this matter at 

my normal consulting rate of $325 per hour, plus reimbursement for any additional 

reasonable expenses.  My compensation is not in any way tied to the content of this 

declaration, the substance of my opinions, or the outcome of this proceeding.  I have 

no other interests in this proceeding or with any of the parties. 

5. All of the materials that I considered are discussed explicitly in this 

declaration.    
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II. QUALIFICATIONS 

6. I am currently an Adjunct Professor in the School of Information at San 

José State University.  I obtained a Master of Library Science from the University 

of North Texas in 1972 and a Ph.D. in Library and Information Science from the 

University of Pittsburgh in 1985.  Over the last fifty years, I have held various 

positions in the field of library and information resources.  I was first employed as a 

librarian in 1966 and have been involved in the field of library sciences since, 

holding numerous positions. 

7. I am a member of the American Library Association (ALA) and its 

Association for Library Collections & Technical Services (ALCTS) Division, and I 

served on the Committee on Cataloging: Resource and Description (which wrote the 

new cataloging rules) and as the chair of the Committee for Education and Training 

of Catalogers and the Competencies and Education for a Career in Cataloging 

Interest Group.  I also served as the Chair of the ALCTS Division’s Task Force on 

Competencies and Education for a Career in Cataloging.  Additionally, I have served 

as the Chair for the ALA Office of Diversity’s Committee on Diversity, as a member 

of the national Board of Directors for REFORMA, and as a member of the Editorial 

Board for the ALCTS premier cataloging journal, Library Resources and Technical 

Services. Currently I serve as a Co-Chair for the Library Research Round Table of 

the American Library Association. 
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8. I have also given over one hundred presentations in the field, including 

several on library cataloging systems and Machine-Readable Cataloging (“MARC”) 

standards.  My current research interests include library cataloging systems, 

metadata, and organization of electronic resources.   

9. My full curriculum vitae is attached hereto as Attachment 9 to this 

declaration.  

III. LIBRARY CATALOGING PRACTICES 

10. I am fully familiar with the library cataloging standard known as the 

MARC standard, which is an industry-wide standard method of storing and 

organizing library catalog information.1  MARC was first developed in the 1960s by 

the Library of Congress.  A MARC-compatible library is one that has a catalog 

consisting of individual MARC records for each of its items.  Today, MARC is the 

primary communications protocol for the transfer and storage of bibliographic 

metadata in libraries.2 

 

1  The full text of the standard is available from the Library of Congress at 
http://www.loc.gov/marc/bibliographic/. 
2  Almost every major library in the world is MARC-compatible.  See, e.g., MARC 
Frequently Asked Questions (FAQ), Library of Congress, 
https://www.loc.gov/marc/faq.html (last visited October 18, 2021) (“MARC is the 
acronym for MAchine-Readable Cataloging.  It defines a data format that emerged 
from a Library of Congress-led initiative that began nearly fifty years ago. It 
provides the mechanism by which computers exchange, use, and interpret 
bibliographic information, and its data elements make up the foundation of most 
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11. A MARC record comprises several fields, each of which contains 

specific data about the work.  Each field is identified by a standardized, unique, 

three-digit code corresponding to the type of data that follow.  For example, a work’s 

title is recorded in field 245, the primary author of the work is recorded in field 100, 

an item’s International Standard Book Number (“ISBN”) is recorded in field 020, 

an item’s International Standard Serial Number (“ISSN”) is recorded in field 022, 

an item’s Library of Congress call number is recorded in field 050, and the 

publication date is recorded in field 260 under the subfield “c.”  If a work is a 

periodical, then its publication frequency is recorded in field 310, and the publication 

dates (e.g., the first and last publication) are recorded in field 362, which is also 

referred to as the enumeration/chronology field.   

12. The library that created the record is recorded in field 040 in subfield 

“a” with a unique library code.  When viewing the MARC record online via Online 

Computer Library Center’s (“OCLC”) bibliographic database, hovering over this 

code with the mouse reveals the full name of the library.  I used this method of 

“mousing over” the library codes in the OCLC database to identify the originating 

library for the MARC records discussed in this declaration.  Where this “mouse 

over” option was not available, I consulted the Directory of OCLC Libraries in order 

 

library catalogs used today.”).  MARC is the ANSI/NISO Z39.2-1994 (reaffirmed 
2016) standard for Information Interchange Format. 
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to identify the institution that created the MARC record.3 

13. MARC records also include several fields that include subject matter 

classification information.  An overview of MARC record fields is available through 

the Library of Congress.4 For example, 6XX fields are termed “Subject Access 

Fields.”5  Among these, for example, is the 650 field; this is the “Subject Added 

Entry – Topical Term” field.6    The 650 field is a “[s]ubject added entry in which 

the entry element is a topical term.”  These entries “are assigned to a bibliographic 

record to provide access according to generally accepted thesaurus-building rules 

(e.g., Library of Congress Subject Headings (LCSH), Medical Subject Headings 

(MeSH)).”  Further, MARC records include call numbers, which themselves include 

a classification number.  For example, the 050 field is the “Library of Congress Call 

Number.” 7   A defined portion of the Library of Congress Call Number is the 

classification number, and “source of the classification number is Library of 

Congress Classification and the LC Classification-Additions and Changes.”  Thus, 

included in the 050 field is a subject matter classification.  Each item in a library has 

a single classification number.  A library selects a classification scheme (e.g., the 

 

3 https://www.oclc.org/en/contacts/libraries.html. 
4 http://www.loc.gov/marc/bibliographic/.   
5 http://www.loc.gov/marc/bibliographic/bd6xx.html.   
6 http://www.loc.gov/marc/bibliographic/bd650.html. 
7 http://www.loc.gov/marc/bibliographic/bd050.html. 
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Library of Congress Classification scheme just described or a similar scheme such 

as the Dewey Decimal Classification scheme) and uses it consistently.  When the 

Library of Congress assigns the classification number, it appears as part of the 050 

field.  If a local library assigns the classification number, it appears in a 090 field.  

In either scenario, the MARC record includes a classification number that represents 

a subject matter classification.   

14. The OCLC was created “to establish, maintain and operate a 

computerized library network and to promote the evolution of library use, of libraries 

themselves, and of librarianship, and to provide processes and products for the 

benefit of library users and libraries, including such objectives as increasing 

availability of library resources to individual library patrons and reducing the rate of 

rise of library per-unit costs, all for the fundamental public purpose of furthering 

ease of access to and use of the ever-expanding body of worldwide scientific, literary 

and educational knowledge and information.”8  Among other services, OCLC and 

its members are responsible for maintaining the WorldCat database, 9  used by 

independent and institutional libraries throughout the world. 

15. OCLC also provides its members online access to MARC records 

 

8  Third Article, Amended Articles of Incorporation of OCLC Online Computer 
Library Center, Incorporated (available at 
https://www.oclc.org/content/dam/oclc/membership/articles-of-incorporation.pdf).  
9 http://www.worldcat.org/. 
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through its OCLC bibliographic database.  When an OCLC member institution 

acquires a work, it creates a MARC record for this work in its computer catalog 

system in the ordinary course of its business.  MARC records created at the Library 

of Congress are directly uploaded or may be tape-loaded into the OCLC database 

through a subscription to MARC Distribution Services daily or weekly.  Once the 

MARC record is created by a cataloger at an OCLC member institution or is tape-

loaded from a participating institution, the MARC record is then made available to 

any other OCLC members online, and therefore made available to the public.  

Accordingly, once the MARC record is created by a cataloger at an OCLC member 

institution or is tape-loaded from the Library of Congress or another library 

anywhere in the world, any publication corresponding to the MARC record has been 

cataloged and indexed according to its subject matter such that a person interested 

in that subject matter could, with reasonable diligence, locate and access the 

publication through any library with access to the OCLC bibliographic database or 

through the Library of Congress. 

16. When an OCLC member institution creates a new MARC record, 

OCLC automatically supplies the date of creation for that record.  The date of 

creation for the MARC record appears in the fixed field (008), characters 00 through 

05.  The MARC record creation date reflects the date on which, or shortly after 

which, the item was first acquired or cataloged.  Initially, field 005 of the MARC 
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record is automatically populated with the date the MARC record was created in 

year, month, day format (YYYYMMDD) (some of the newer library catalog systems 

also include hour, minute, second (HHMMSS)).  Thereafter, the library’s computer 

system may automatically update the date in field 005 every time the library updates 

the MARC record (e.g., to reflect that an item has been moved to a different shelving 

location within the library).  Field 005 is visible when viewing a MARC record via 

an appropriate computerized interface, but when a MARC record is printed to 

hardcopy, no “005” label appears.  The initial field 005 date (i.e., the date the MARC 

record was created) does appear, however, next to the label “Entered.”10  The date 

upon which the most recent update to field 005 occurred also appears, next to the 

label “Replaced.”  Thus, when an item’s MARC record has been printed to 

hardcopy—as is the case with the exhibits to this declaration—the date reflected next 

to the label “Entered” is necessarily on or after the date the library first cataloged 

and indexed the underlying item. 

17. Once one library has cataloged and indexed a publication by creating a 

MARC record for that publication, other libraries that receive the publication do not 

 

10 In this declaration, I sometimes refer to the “Entered” entry as Field 008, 
characters 00-05.  Field 005 is visible when viewing a MARC record via an 
appropriate computerized interface.  But when a MARC record is printed directly 
to hardcopy from the OCLC database, the “005” label is not shown.  The date in 
the 005 field instead appears next to the label “Replaced.” 
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create additional MARC records—the other libraries instead rely on the original 

MARC record.  They may update or revise the MARC record to ensure accuracy, 

but they do not replace or duplicate it.  This practice does more than save libraries 

from duplicating labor.  It also enhances the accuracy of MARC records.  Further, it 

allows librarians around the world to know that a particular MARC record is 

authoritative (in contrast, a hypothetical system wherein duplicative records were 

created would result in confusion as to which record is authoritative).   

18. The date of creation of the MARC record by a cataloger at an OCLC 

member institution reflects when the underlying item is accessible to the public.  

Upwards of two-thirds to three-quarters of book sales to libraries come from a jobber 

or wholesaler for online and print resources.  These resellers make it their business 

to provide books to their customers as fast as possible, often providing turnaround 

times of only a single day after publication.  Libraries purchase a significant portion 

of the balance of their books directly from publishers themselves, which provide 

delivery on a similarly expedited schedule.  In general, libraries make these 

purchases throughout the year as the books are published and shelve the books as 

soon thereafter as possible in order to make the books available to their patrons.  

Thus, books are generally available at libraries across the country within just a few 

days of publication.  

19. Catalogers can create MARC records for all types of print, online, and 

Hikma Pharmaceuticals IPR2022-00215 Ex. 1013, p. 10 of 852



10 

digital resources.  For example, MARC records cover serial publications, including 

both serially-published monographs and journals.  OCLC hosts MARC records for 

more than 320 million serial publications.  Serial publications are those publications 

that have the same collective title but are intended to be continued indefinitely with 

enumeration such as a volume or issue number (e.g., magazines, journals, etc.).  In 

the OCLC bibliographic database, the first issue or volume of the monographic serial 

is typically cataloged (i.e., a corresponding MARC record is created), but the date is 

left open-ended with the use of a punctuation mark such as a dash.  MARC records 

for serial publications represent the entire run of the title.  With knowledge of the 

first issue or volume published, future issues or volumes can be predicted based on 

the information provided in the MARC record, for example in field 362.  In my 

extensive professional experience, is it highly unusual for a library to stop collecting 

and shelving a serial publication prior to the time of its cessation.  If a subscription 

to a serial publication ends or is cancelled, the library will denote that it has stopped 

receiving new issues or volumes by filling in the end date in the MARC record.   

20. The handling of printed journal subscriptions is shown on the covers of 

individual issues.  As was the best practice among libraries, issues arrived at a central 

facility and were immediately received, verified as part of a subscription, checked 

in, and stamped with the institution’s name and date.  Determining that the issue was 

part of the library subscription ensured that the entire set of publications for the year 
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had been received so that they could be professionally bound and retained.  This 

process also verified that each of the published issues arrived so that the library staff 

did not have to request or claim an issue that did not arrive as expected.  In large 

public libraries with branches and multi-campus libraries within academic 

institutions, the journals were sorted and delivered to the subscribing unit.  The 

issues were frequently stamped again to acknowledge receipt.   The new issue was 

placed in the public area; the older issue was stored so that it remained available. 

21. The foregoing process has been standard library practice longer than I 

have been working in the profession.  I first learned the steps in the process in the 

late 1970s and later supervised it.  Although the checking in process has become 

automated and now links electronically to holdings records for the MARC record 

for each serial title, the manual stamping and placing the issue in a public area has 

not changed for 50 years.  Unless I note otherwise below in reference to a specific 

serial publication, it is my expert opinion that this standard protocol was followed 

for each of the serial publications discussed below. 

22. In preparing this declaration, I used authoritative databases, such as the 

OCLC bibliographic database and the Library of Congress Online Catalog, to 

confirm citation details of the various publications discussed.   

23. Indexing. A researcher may discover material relevant to his or her 

topic in a variety of ways.  One common means of discovery is to search for relevant 
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information in an index of periodical and other publications.  Having found relevant 

material, the researcher will then normally obtain it online, look for it in libraries, or 

purchase it from the publisher, a bookstore, a document delivery service, or other 

provider.  Sometimes, the date of a document’s public accessibility will involve both 

indexing and library date information. However, date information for indexing 

entries is often unavailable.  This is especially true for online indices.  

24. Indexing services use a wide variety of controlled vocabularies to 

provide subject access and other means of discovering the content of documents. 

The formats in which these access terms are presented vary from service to service.  

25. Online indexing services commonly provide bibliographic information, 

abstracts, and full-text copies of the indexed publications, along with a list of the 

documents cited in the indexed publication.  These services also often provide lists 

of publications that cite a given document.  A citation of a document is evidence that 

the document was publicly available and in use by researchers no later than the 

publication date of the citing document.  

26. Before the widespread development of online databases to index 

articles in journals, magazines, conference papers, and technical reports, libraries 

purchased printed volumes of indices.  Graduate library school education mandated 

that students learn about the bibliographic control of disciplines, the prominent 

indexing volumes, and searching strategies required to use them effectively and 
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efficiently.  Half of the courses that I studied in library school were focused on the 

bibliography and resources in academic disciplines.  

27. Librarians consulted with information seekers to verify citations, check 

availability in union catalogs, printed books catalogs, the OCLC database, and make 

formal requests for materials (e.g., books, conference proceedings, journal articles).  

Requests were transmitted using Telex machines, rudimentary email systems, and 

the United States Postal Service.  During my career, I have performed and supervised 

staff who handled these resource sharing tasks.  

28. A major firm known for the breadth of subjects and comprehensive 

treatment in the preparation of index volumes, the H. W. Wilson Company offered 

these reference resources since the firm was founded in 1898.  The Reader’s Guide 

to Periodical Literature is one of the best-known titles available from H. W. Wilson.  

Each volume includes a comprehensive index for 300 of the most popular and 

important periodicals in the United States and Canada.  Information seekers have 

subject access expressed in plain language terminology, author access, and cross 

references to find the desired results from their searches.  The family of index titles 

included Science & Technology Index, Business Periodicals, Applied Science & 

Technology Index, Humanities Index, Biological & Agricultural Index, and 

Industrial Arts Index.  These printed indices have been superseded by digital 

database offerings available to information seekers through Ebsco.  
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29. Information seekers also used printed versions of Chemical Abstracts 

and Index Medicus to locate articles, scientific reports, and research papers.  

Chemical Abstracts began publication in 1907 and by 2007 its databases “contained 

more than 27 million records of journal and patent literature.”11  In 2010, Chemical 

Abstracts discontinued the print index.  Access is now available through two 

electronic databases: CAplus and Registry. 12    Index Medicus is a bibliographic 

index to medical science information, started in 1879. 13   Currently, PubMed 

includes the content that had been published as Index Medicus.14 

30. Established in 1836 as part of the Surgeon General of the Army’s 

Office, the National Library of Medicine (NLM) has been instrumental in the 

development of access to medical books, journals, and research publications.  In the 

 

11 Chemical Abstracts Service, “CAS History,” available at 
https://www.cas.org/about/cas-history (last accessed October 18, 2021); American 
Chemical Society, “Chemical Abstracts Service,” available at 
https://www.acs.org/content/acs/en/education/whatischemistry/landmarks/cas.html 
(last accessed October 18, 2021). 
12 American Chemical Society, “Chemical Abstracts Service,” available at 
https://www.acs.org/content/acs/en/education/whatischemistry/landmarks/cas.html 
(last accessed October 18, 2021). 
13 Stephen Greenberg and Patricia Gallagher, “The great contribution:  Index 
Medicus, Index-Catalogue, and IndexCast,” Journal of Medical Library 
Association, April 2009, available at 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2670211/ (last accessed October 
18, 2021). 
14  U.S. National Library of Medicine, “List of All Journals Cited in PubMed®,” 
https://www.nlm.nih.gov/bsd/serfile_addedinfo.html (last accessed October 18, 
2021). 
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1970s, NLM introduced MEDLINE, followed by “the establishment of the National 

Center for Biotechnology Information in 1988, the introduction of free MEDLINE 

in 1997, the creation of consumer-friendly MedlinePlus in 1998, and the introduction 

of ClinicalTrials.gov in 2000.”15   

31. Online indexing services such as Google Scholar16 or ScienceDirect17 

commonly provide bibliographic information, abstracts, and full-text copies of the 

indexed publications, along with a list of the documents cited in the indexed 

publication.  These services also often provide lists of publications that cite a given 

document.   

32. A citation of a document by another is evidence that the document was 

publicly available and in use no later than the publication date of the citing 

document. 

IV. PRELIMINARIES 

33. Scope of this declaration.  I am not an attorney and will not offer 

opinions on the law.  I am, however, rendering my expert opinion on the authenticity 

of the documents referenced herein and when and how each of these documents was 

disseminated or otherwise made publicly available to the extent that persons 

 

15 U.S. National Library of Medicine, “A Brief History of NLM,” available at 
https://www.nlm.nih.gov/about/briefhistory.html. 
16 https://scholar.google.com/. 
17 https://www.sciencedirect.com/.   
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interested and ordinarily skilled in the subject matter or art, exercising reasonable 

diligence, could have located the documents before April 29, 2008.   

34. I am informed by counsel that a printed publication qualifies as publicly 

accessible as of the date it was disseminated or otherwise made available such that 

a person interested in and ordinarily skilled in the relevant subject matter could 

locate it through the exercise of ordinary diligence.   

35. While I understand that the determination of public accessibility under 

the foregoing standard rests on a case-by-case analysis of the facts particular to an 

individual publication, I also understand that a printed publication is rendered 

“publicly accessible” if it is cataloged and indexed by a library such that a person 

interested in the relevant subject matter could locate it exercising reasonable 

diligence (i.e., I understand that cataloging and indexing by a library in a manner 

that permits a person of ordinary skill in the relevant subject matter to locate the 

publication is sufficient, though there are other ways that a printed publication may 

qualify as publicly accessible).  One manner of sufficient indexing is indexing 

according to subject matter category.  I understand that the cataloging and indexing 

by a single library of a single instance of a particular printed publication is sufficient, 

even if the single library is in a foreign country.  I understand that, even if access to 

a library is restricted, a printed publication that has been cataloged and indexed 

therein is publicly accessible so long as a presumption is raised that the portion of 
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the public concerned with the relevant subject matter would know of the printed 

publication.  I also understand that the cataloging and indexing of information that 

would guide a person interested in the relevant subject matter to the printed 

publication, such as the cataloging and indexing of an abstract for the printed 

publication, is sufficient to render the printed publication publicly accessible. 

36. I understand that routine business practices, such as general library 

cataloging and indexing practices, can be used to establish an approximate date on 

which a printed publication became publicly accessible. 

37. Persons of ordinary skill in the art.  I am told by counsel that the subject 

matter of this proceeding relates generally to the field of treating cardiovascular-

related diseases and lipid disorders.  

38. I have been informed by counsel that a person of ordinary skill in the 

art (“POSA”) is a hypothetical person who is presumed to be familiar with the 

relevant field and its literature at the time of the alleged invention.  This hypothetical 

person is also a person of ordinary creativity, capable of understanding the scientific 

principles applicable to the pertinent field. 

39. I am informed by counsel that a POSA for purposes of this proceeding 

would have had (1) a medical degree; (2) several years of experience in the 

development and/or clinical use of fatty acids to treat cardiovascular, endocrine, 

and/or lipid disorders, including fish-oil-based fatty acids, i.e., EPA and/or DHA, 
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and their dosage forms; and (3) access to a team including one or more of an 

analytical chemist, pharmaceutical chemist, formulator, or biostatistician.   

40.  It is my opinion that such a person would have been engaged in 

research, learning through study and practice in the field and possibly through formal 

instruction the bibliographic resources relevant to his or her research. In the late-

1990s such a person would have had access to a vast array of long-established print 

resources in cardiology and/or lipidology and/or endocrinology as well as to a rich 

set of online resources providing indexing information, abstracts, and full text 

services for cardiology and/or lipidology and/or endocrinology references. 

41. Based on my experience working in research libraries with researchers 

having the qualifications described above, or even lesser qualifications, it is my 

opinion that such researchers would have been able to locate the material discussed 

herein on their own or with the assistance of a research librarian with relative ease 

using the tools and resources described herein. 

V. PUBLICATIONS 

A. Document 1: Exhibit 1008 (“ATP-III”)  

42. Attached hereto as Attachment 1 is a copy of a report from Volume 

106, Number 25 of the journal Circulation found in the National Agricultural 

Library (Beltsville, Maryland).  The “Third Report of the National Cholesterol 

Education Program (NCEP) Expert Panel on Detection, Evaluation, and Treatment 
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of High Blood Cholesterol in Adults (Adult Treatment Panel III) Final Report” 

(hereafter “ATP-III”) appears beginning on page 3143 of this issue dated December 

17, 2002.  Attachment 1 is a true and correct copy of the nine-part report.  

Attachment 1 is a true and correct copy of the issue cover, table of contents, and the 

nine parts (pages 3157-3421). I obtained copies of Parts 1 through 8 from the 

National Agricultural Library and downloaded Part 9 from the journal website.  

Specifically, the text of the column is complete; no pages are missing, and the text 

on each page appears to flow seamlessly from one page to the next; further, there are 

no visible alterations to the document.  Attachment 1 was found within the custody 

of a library and/or the publisher itself – places where, if authentic, a copy of this 

journal would likely be.  Attachment 1 is a true and correct copy in a condition that 

creates no suspicion about its authenticity.   

43. The cover of the December 17, 2002, issue of the journal Circulation 

has a stamp affixed at the National Agricultural Library which shows that it was 

received, verified, and checked in on December 28, 2002. This date stamp has the 

general appearance of date stamps that libraries have long affixed to periodicals to 

show when a reference was received, verified, and checked.  Therefore, in my 

experience, the issue of the journal Circulation in which ATP-III appears would 

have been available to users at the National Agricultural Library on that date. 
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44. Attached hereto as Attachment 1a is a true and correct copy of the 

MARC record for the journal Circulation in the National Agricultural Library online 

catalog.  The library ownership is indicated by the presence of the library’s code 

(AGL) in the 049 field. The most recent enhancement to Attachment 1a occurred on 

June 26, 2020, as shown in field 005 (“20200626”).  I personally identified and 

retrieved the MARC record that is Attachment 1a. Attachment 1a also shows that 

ATP-III was catalogued with three descriptor terms reading “Cardiology $v 

Periodicals” (see Attachment 1b, Library of Congress subject heading 

sh2008117649), “Cardiovascular system $v Periodicals” (see Attachment 1c, 

National Library of Congress subject heading sh85020226 and Attachment 1d, 

Library of Congress subject heading sh85099890), and “Hypertension $v 

Periodicals” (see Attachment 1e, Library of Congress subject heading sh85063723 

and Attachment 1d, Library of Congress subject heading sh85099890) in the 650 

fields.    

45. Based on finding a print copy of ATP-III in the National Agricultural 

Library and MARC record in its online library catalog attached as Attachment 1a, it 

is my opinion that ATP-III published in the journal Circulation was publicly 

available on December 28, 2002.   

46. As noted in the holdings information (field 362), the National 

Agricultural Library has subscribed to the journal Circulation since publication 
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began in January 1950 and continues to receive the publication in print and digital 

versions.  In view of the MARC record for ATP-III, ATP-III was publicly available 

in print on December 28, 2002, because the serial title had been received, cataloged, 

and indexed in the National Agricultural Library and made part of its catalog. 

47. Attached hereto as Attachment 1f is a true and correct copy of the 

MARC record for the journal Circulation obtained from the OCLC bibliographic 

database.  I personally identified and retrieved the MARC record that is Attachment 

1f.  As previously noted, the library that created the record is recorded in field 040 

with a unique library code.  For Attachment 1f, that library code is “MUL,” which 

means that the MARC record for this serial was cataloged as part of the Minnesota 

Union List of Serials at the University of Minnesota Libraries (Minneapolis, 

Minnesota).  As can be seen in the “Entered” field in the MARC record for this 

exhibit, a cataloger at the University of Minnesota Libraries created OCLC record 

number 1554748 on August 17, 1975. The library continues to update this MARC 

record and enhanced the MARC record to meet current cataloging rules.  The most 

recent enhancement to Attachment 1f occurred on July 31, 2020, as shown in the 

“Replaced” field (“20200731”).   The “BLvl” entry in Attachment 1f is “s,” which 

indicates that the journal Circulation is a serial publication.  Field 310 of Attachment 

1f reads “Weekly (except the first two weeks in Jan. and the last two weeks in Dec.), 

$b <Apr. 8, 2003-.” Accordingly, the MARC record for ATP-III corresponds to 
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those issues of the journal Circulation during the time that ATP-III was published.   

48. Attachment 1f further includes an entry in field 050 (“RC681.A1 $b 

C5”)—as described above, this includes a subject matter classification number 

consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system); an entry in field 060 (“W1 $b CI743”)—as 

described above, this includes a subject matter classification number consistent with 

the National Library of Medicine classification system (analogous to the Dewey 

Decimal classification system); and an entry in field 082 (“616.105”)—as described 

above, this includes a subject matter classification number consistent with the 

Dewey Decimal classification system.  Attachment 1f further includes three 

descriptor terms reading “Cardiology $v Periodicals” (see Attachment 1b, Library 

of Congress subject heading sh2008117649), “Cardiovascular system $v 

Periodicals” (see Attachment 1c, National Library of Congress subject heading 

sh85020226 and Attachment 1d, Library of Congress subject heading sh85099890), 

and “Hypertension $v Periodicals” (see Attachment 1e, Library of Congress subject 

heading sh85063723 and Attachment 1d, Library of Congress subject heading 

sh85099890) in the 650 fields.  Thus, as of its cataloging, the publication 

corresponding to the MARC record attached hereto as Attachment 1f was indexed 

according to its subject matter by virtue of at least four independently sufficient 

classifications: the field 050 entry, the field 060 entry, the field 082 entry, and the 
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field 650 entries.  Further, as of August 17, 1975, the MARC record attached hereto 

as Attachment 1f was accessible through any library with access to the OCLC 

bibliographic database or the online catalog at a library that subscribed to the serial, 

which means that the corresponding publication was publicly available on or before 

that same date through any library with access to the OCLC bibliographic database 

or through an individual library. Therefore, ATP-III was publicly accessible in print 

as early as December 28, 2002, because by that time it had been received, cataloged, 

and indexed at the National Agricultural Library. 

49. Attachment 1f indicates that the journal Circulation as cataloged at the 

University of Minnesota Libraries is currently available from 1,155 libraries.  In 

view of the above, this issue of the journal Circulation was publicly available in 

print on December 28, 2002, because by that date it had been cataloged and indexed 

at the University of Minnesota Libraries, made part of the OCLC bibliographic 

database, and received at the National Agricultural Library.  For these reasons, it is 

my opinion that ATP-III was published and accessible to the public on December 

28, 2002.   

50. Further supporting my opinion that ATP-III was publicly accessible to 

ordinarily skilled and interested researchers in the field is the fact that the journal 

Circulation was included in several well-known indices, including BIOSIS, CAB 

Abstracts, Chemical Abstracts, Current Contents, EMBASE, and MEDLINE (see 
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field 510 entry in Attachment 1a and Attachment 1f, and publisher’s website.18  As 

noted above, this would have provided a POSA with keyword searching capabilities 

and other tools to locate this article. 

51. I have examined Exhibit 1008, provided by counsel, which is a copy of 

ATP-III.  The text of Exhibit 1008 is substantively identical to the corresponding 

material in Attachment 1.  Thus, in my opinion, Exhibit 1008 and Attachment 1 are 

authentic copies of ATP-III, which is a printed publication that was publicly 

accessible before April 29, 2008.   

B. Document 2: Exhibit 1007 (“Grimsgaard”) 

52. Attached hereto as Attachment 2 is a copy of an article from Volume 

66, Issue 3 of The American Journal of Clinical Nutrition found in the University of 

Wisconsin – Oshkosh Libraries.  The article “Highly Purified Eicosapentaenoic Acid 

and Docosahexaenoic Acid in Humans Have Similar Triacylglycerol-Lowering 

Effects but Divergent Effects on Serum Fatty Acids” by Sameline Grimsgaard, 

Kaare H. Bønaa, John-Bjame Hansen and Arne Nordøy (hereafter “Grimsgaard”) 

appears beginning on page 649 of this issue dated September 1997.  Attachment 2 is 

a true and correct copy of the issue cover, table of contents, and the Grimsgaard 

article (pages 649-659).  I obtained this copy of the article from the University of 

 

18 https://www.ahajournals.org/circ/about   
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Wisconsin – Oshkosh Libraries.  Specifically, the text of the article is complete; no 

pages are missing, and the text on each page appears to flow seamlessly from one 

page to the next; further, there are no visible alterations to the 

document.  Attachment 2 was found within the custody of a library – a place where, 

if authentic, a copy of this journal would likely be.  Attachment 2 is a true and correct 

copy in a condition that creates no suspicion about its authenticity.   

53. The cover of the September 1997 issue of The American Journal of 

Clinical Nutrition has a stamp affixed at the University of Wisconsin – Oshkosh 

Libraries which shows that it was received, verified, and checked in on September 

3, 1997. This date stamp has the general appearance of date stamps that libraries 

have long affixed to periodicals to show when a reference was received, verified, 

and checked.  Therefore, in my experience, this issue of The American Journal of 

Clinical Nutrition would have been available to users in print on that date. 

54. Attached hereto as Attachment 2a is a true and correct copy of the 

online catalog record for The American Journal of Clinical Nutrition in the 

University of Wisconsin – Oshkosh Libraries.  I personally identified and retrieved 

the MARC record that is Attachment 2a. Attachment 2a also shows that Grimsgaard 

was catalogued with two descriptor terms reading “Nutrition $v Periodicals” (see 

Attachment 2b, Library of Congress subject heading sh2008108541) and “Diet in 

disease $v Periodicals” (see Attachment 2c, Library of Congress subject heading 
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sh85037854 and Attachment 1d, Library of Congress subject heading sh85099890) 

in the 650 fields.    

55. Based on finding a print copy of Grimsgaard in the University of 

Wisconsin – Oshkosh Libraries and MARC record in its online library catalog 

attached as Attachment 2a, it is my opinion that the Grimsgaard article published in 

The American Journal of Clinical Nutrition was publicly available on September 3, 

1997.   

56. As noted in the holdings information (field 362), the University of 

Wisconsin – Oshkosh Libraries has received The American Journal of Clinical 

Nutrition since publication began in 1954 and continues to receive the journal.  In 

view of the MARC record for Grimsgaard, Grimsgaard was publicly available in 

print on September 3, 1997, because the serial title had been received, cataloged, and 

indexed in the University of Wisconsin – Oshkosh Libraries and made part of its 

online catalog database. 

57. Attached hereto as Attachment 2d is a true and correct copy of the 

MARC record for The American Journal of Clinical Nutrition obtained from the 

OCLC bibliographic database.  I personally identified and retrieved the MARC 

record that is Attachment 2d.  As previously noted, the library that created the record 

is recorded in field 040 with a unique library code.  For Attachment 2d, that library 

code is “MUL,” which means that the MARC record for this serial was cataloged as 
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part of the Minnesota Union List of Serials at the University of Minnesota Libraries 

(Minneapolis, Minnesota).  As can be seen in the “Entered” field in the MARC 

record for this exhibit, a cataloger at the University of Minnesota Libraries created 

OCLC record number 1480127 on July 26, 1975. The library continues to update 

this MARC record and enhanced the MARC record to meet current cataloging rules. 

The most recent enhancement to Attachment 2d occurred on August 16, 2021, as 

shown in the “Replaced” field (“20210816”).   The “BLvl” entry in Attachment 2d 

is “s,” which indicates that The American Journal of Clinical Nutrition is a serial 

publication.  Field 310 of Attachment 2d reads “Monthly, $b <1965-.” Accordingly, 

the MARC record for Grimsgaard corresponds to those issues of The American 

Journal of Clinical Nutrition during the time that the Grimsgaard article was 

published.   

58. Attachment 2d further includes an entry in field 050 (“RC584 $b

.A5”)—as described above, this includes a subject matter classification number 

consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system).  Attachment 2d further includes an entry in 

field 060 (“W1 $b AM45J”), a subject matter consistent with the National Library 

of Medicine classification system, and an entry in field 082 (“612.3”), a subject 

matter consistent with the Dewey Decimal classification system. Attachment 2d 

further includes two descriptor terms reading “Nutrition $v Periodicals” (see 
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Attachment 2b, Library of Congress subject heading sh2008108541) and “Diet in 

disease $v Periodicals” (see Attachment 2c, Library of Congress subject heading 

sh85037854 and Attachment 1d, Library of Congress subject heading sh85099890) 

in the 650 fields.   Thus, as of its cataloging, the publication corresponding to the 

MARC record attached hereto as Attachment 2d was indexed according to its subject 

matter by virtue of at least four independently sufficient classifications: the field 050 

entry, the field 060 entry, the field 082 entry, and the field 650 entries.  Further, as 

of July 26, 1975, the MARC record attached hereto as Attachment 2d was accessible 

through any library with access to the OCLC bibliographic database or the online 

catalog at a library that subscribed to the serial, which means that the corresponding 

publication was publicly available on or before that same date through any library 

with access to the OCLC bibliographic database or through an individual library. 

Therefore, Grimsgaard was publicly accessible in print as early as September 3, 

1997, because by that time it had been cataloged and indexed at the University of 

Minnesota Libraries, made part of the OCLC bibliographic database, and received 

at the University of Wisconsin – Oshkosh Libraries. 

59. Attachment 2d indicates that The American Journal of Clinical 

Nutrition as cataloged at the University of Minnesota Libraries is currently available 

from 1,199 libraries. For these reasons, it is my opinion that Grimsgaard was 

published and accessible to the public in print on or shortly after than September 3, 
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1997.   

60. Further supporting my opinion that Grimsgaard was publicly accessible 

to ordinarily skilled and interested researchers in the field is the fact that The 

American Journal of Clinical Nutrition was included in the well-known index 

Chemical Abstracts.   See field 510 entry in Attachment 2d.  As noted above, this 

would have provided a POSA with keyword searching capabilities and other tools 

to locate this article.   

61. I have examined Exhibit 1007, provided by counsel, which is a copy of 

Grimsgaard.  The text of Exhibit 1007 is substantively identical to the corresponding 

material in Attachment 2.  Thus, in my opinion, Exhibit 1007 and Attachment 2 are 

authentic copies of Grimsgaard, which is a printed publication that was publicly 

accessible before April 29, 2008. 

C. Document 3: Exhibit 1014 (“Lovaza PDR”) 

62. Attached hereto as Attachment 3 is an excerpt from a book, Physicians’ 

Desk Reference, 62nd edition, issued by Thomson Healthcare in 2008.   Attachment 

3 is a true and correct copy of the title page, title page verso, table of contents, and 

the entry for “Lovaza™” (pages 2699-2701) (hereafter “Lovaza PDR”) as held by 

the University of Wisconsin – River Falls Libraries.  I obtained this document from 

the University of Wisconsin – River Falls Libraries. Specifically, the text of 

Attachment 3 is complete; no pages are missing, and the text on each page appears 
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to flow seamlessly from one page to the next; further, there are no visible alterations 

to the document.  Attachment 3 was found within the custody of a library – a place 

where, if authentic, a copy of this book would likely be.  Attachment 3 is a true and 

correct copy in a condition that creates no suspicion about its authenticity.   

63. Attached hereto as Attachment 3a is a true and correct copy of the 

MARC record for this monograph from the University of Wisconsin – River Falls 

Libraries online catalog.  The library ownership is indicated by the presence of the 

library’s code (WRF) in the 049 field.  The library continues to update this MARC 

record and enhanced the MARC record to meet current cataloging rules. The most 

recent enhancement to Attachment 3a occurred on July 7, 2021, as shown in field 

005 (“20210707”).  I personally identified and retrieved the library catalog record 

which is Attachment 3a.  Attachment 3a also shows that Lovaza PDR was catalogued 

with descriptor term “Drugs $v Dictionaries” (see Attachment 3b, Library of 

Congress subject heading sh2008102453) in the 650 field.    

64. Attached hereto as Attachment 3c is a true and correct copy of the 

MARC record for the book Physicians’ Desk Reference, 62nd edition, obtained from 

the OCLC bibliographic database.  I personally identified and retrieved the MARC 

record that is Attachment 3c.  As previously noted, the library that created the record 

is recorded in field 040 with a unique library code.  For Attachment 3c, that library 

code is “AJP,” which means that the MARC record for this book was created at the 
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White County Regional Library System (Searcy, Arkansas).  As can be seen in the 

“Entered” field in the MARC record for this exhibit, a cataloger at the White County 

Regional Library System created OCLC record number 182846164 on December 5, 

2007.   

65. Attachment 3c further includes an entry in field 050 (“RS75 $b 

.P578”)—as described above, this includes a subject matter classification number 

consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system); an entry in field 060 (“QV772 $b P5781”), 

a subject matter consistent with the National Library of Medicine classification 

system; and an entry in field 082 (“615.1”), subject matters consistent with the 

Dewey Decimal classification system.  Attachment 3c further includes five 

descriptor terms reading “Drugs $v Dictionaries” (see Attachment 3b, Library of 

Congress subject heading sh2008102453), “Pharmacology $v Dictionaries” (see 

Attachment 3d, Library of Congress subject heading sh85100599 and Attachment 

3e, Library of Congress subject heading sh85099890), “Pharmacy” (see Attachment 

3f, Library of Congress subject heading sh85100603), “Materia medica” (see 

Attachment 3g, Library of Congress subject heading sh85082055), and “Biological 

products” (see Attachment 3h, Library of Congress subject heading sh85014183) in 

the 650 fields.  Thus, as of its cataloging, the publication corresponding to the 

MARC record attached hereto as Attachment 3c was indexed according to its subject 
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matter by virtue of at least four independently sufficient classifications: the field 050 

entry, the field 060 entry, the field 082 entry, and the field 650 entries.  Further, as 

of December 5, 2007, the MARC record attached hereto as Attachment 3c was 

accessible through any library with access to the OCLC bibliographic database or 

the online catalog at a library that added this book to its collection, which means that 

the corresponding publication was publicly available on or before that same date 

through any library with access to the OCLC bibliographic database or through an 

individual library.      

66. Attachment 3c indicates that the book Physicians’ Desk Reference, 62nd 

edition, as cataloged at the White County Regional Library System is currently 

available from 299 libraries.  In view of above, this monograph Physicians’ Desk 

Reference, 62nd edition, was publicly available no later than December 5, 2007, 

because by that date it had been received, cataloged, and indexed at the White 

County Regional Library System and added to the OCLC bibliographic database.  

For these reasons, it is my opinion that Lovaza PDR was published and accessible 

to the public no later than December 5, 2007. 

67. I have examined Exhibit 1014, provided by counsel, which is a copy of 

Lovaza PDR.  The text of Exhibit 1014 is substantively identical to the 

corresponding material in Attachment 3.  Thus, in my opinion, Exhibit 1014 and 

Attachment 3 are authentic copies of Lovaza PDR, which is a printed publication 
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that was publicly accessible before April 29, 2008. 

D. Document 4: Exhibit 1004 (“Mori”) 

68. Attached hereto as Attachment 4 is a copy of an article from Volume 

71, Issue 5 of The American Journal of Clinical Nutrition found in the University of 

Wisconsin – Stevens Point Libraries.  The article “Purified Eicosapentaenoic and 

Docosahexaenoic Acids Have Differential Effects on Serum Lipids and 

Lipoproteins, LDL Particle Size, Glucose, and Insulin in Mildly Hyperlipidemic 

Men” by Trevor R. Mori, Valerie Burke, Ian B. Puddey, Gerald F. Watts, David N. 

O'Neal, James D. Best, and Lawrence J. Beilin (hereafter “Mori”) appears beginning 

on page 1085 of this issue dated May 2000.  Attachment 4 is a true and correct copy 

of the issue cover, table of contents, and the Mori article (pages 1085-1094).  I 

obtained this copy of the article from the University of Wisconsin – Stevens Point 

Libraries.  Specifically, the text of the article is complete; no pages are missing, and 

the text on each page appears to flow seamlessly from one page to the next; further, 

there are no visible alterations to the document.  Attachment 4 was found within the 

custody of a library – a place where, if authentic, a copy of this journal would likely 

be.  Attachment 4 is a true and correct copy in a condition that creates no suspicion 

about its authenticity.   

69. The online catalog at the University of Wisconsin – Stevens Point 

indicates that the library subscribed to the print and digital versions (see Attachment 
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4a, field 530) of The American Journal of Clinical Nutrition. The cover of the May 

2000 issue of The American Journal of Clinical Nutrition, as shown in Attachment 

4, has a receipt stamp affixed at the University of Wisconsin – Stevens Point 

Libraries which shows that it was received, verified, and checked in.19  This stamp 

has the general appearance of stamps that libraries have long affixed to periodicals 

to show that a reference was received, verified, and checked.  The publisher’s 

website indicates that Mori was published digitally on May 1, 2000. Therefore, in 

my experience, this issue of The American Journal of Clinical Nutrition would have 

been available to users digitally on that date. 

70. Attached hereto as Attachment 4a is a true and correct copy of the 

MARC record for The American Journal of Clinical Nutrition in the University of 

Wisconsin – Stevens Point Libraries.  I personally identified and retrieved the 

MARC record that is Attachment 4a. Attachment 4a also shows that Mori was 

catalogued with two descriptor terms reading “Nutrition $v Periodicals” (see 

Attachment 2b, Library of Congress subject heading sh2008108541) and “Diet in 

disease $v Periodicals” (see Attachment 2c, Library of Congress subject heading 

 

19 https://wisconsin-
uwsp.primo.exlibrisgroup.com/discovery/jsearch?query=any,contains,0002-
9165&tab=jsearch_slot&vid=01UWI_SF:SP&offset=0&journals=any,0002-9165  
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sh85037854 and Attachment 1d, Library of Congress subject heading sh85099890) 

in the 650 fields.    

71. Based on finding a copy of Mori in the University of Wisconsin – 

Stevens Point Libraries and MARC record in its online library catalog attached as 

Attachment 4a, it is my opinion that the Mori article published in The American 

Journal of Clinical Nutrition was publicly available on May 1, 2000.   

72. As noted in the holdings information (field 362), the University of 

Wisconsin – Stevens Point Libraries has received The American Journal of Clinical 

Nutrition since publication began in 1954 and continues to receive the journal.  In 

view of the MARC record for Mori, Mori was publicly available on May 1, 2000, 

because the serial title had been received, cataloged, and indexed in the University 

of Wisconsin – Stevens Point Libraries and made part of its online catalog database. 

73. Attached hereto as Attachment 4b is a true and correct copy of the 

MARC record for The American Journal of Clinical Nutrition obtained from the 

OCLC bibliographic database.  I personally identified and retrieved the MARC 

record that is Attachment 4b.  As previously noted, the library that created the record 

is recorded in field 040 with a unique library code.  For Attachment 4b, that library 

code is “MUL,” which means that the MARC record for this serial was cataloged as 

part of the Minnesota Union List of Serials at the University of Minnesota Libraries 

(Minneapolis, Minnesota).  As can be seen in the “Entered” field in the MARC 
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record for this exhibit, a cataloger at the University of Minnesota Libraries created 

OCLC record number 1480127 on July 26, 1975. The library continues to update 

this MARC record and enhanced the MARC record to meet current cataloging rules.  

The most recent enhancement to Attachment 4b occurred on August 16, 2021, as 

shown in the “Replaced” field (“20210816”).   The “BLvl” entry in Attachment 4b 

is “s,” which indicates that The American Journal of Clinical Nutrition is a serial 

publication.  Field 310 of Attachment 4b reads “Monthly, $b <1965-.” Accordingly, 

the MARC record for Mori corresponds to those issues of The American Journal of 

Clinical Nutrition during the time that the Mori article was published.   

74. Attachment 4b further includes an entry in field 050 (“RC584 $b 

.A5”)—as described above, this includes a subject matter classification number 

consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system).  Attachment 4b further includes an entry in 

field 060 (“W1 $b AM45J”), a subject matter consistent with the National Library 

of Medicine classification system; and an entry in field 082 (“612.3”), a subject 

matter consistent with the Dewey Decimal classification system. Attachment 4b 

further includes two descriptor terms reading “Nutrition $v Periodicals” (see 

Attachment 2b, Library of Congress subject heading sh2008108541) and “Diet in 

disease $v Periodicals” (see Attachment 2c, Library of Congress subject heading 

sh85037854 and Attachment 1d, Library of Congress subject heading sh85099890) 
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in the 650 fields.  Thus, as of its cataloging, the publication corresponding to the 

MARC record attached hereto as Attachment 4b was indexed according to its subject 

matter by virtue of at least four independently sufficient classifications: the field 050 

entry, the field 060 entry, the field 082 entry, and the field 650 entries.  Further, as 

of July 26, 1975, the MARC record attached hereto as Attachment 4b was accessible 

through any library with access to the OCLC bibliographic database or the online 

catalog at a library that subscribed to the serial, which means that the corresponding 

publication was publicly available on or before that same date through any library 

with access to the OCLC bibliographic database or through an individual library. 

Therefore, Mori was publicly accessible digitally as early as May 1, 2000, because 

by that time it had been cataloged and indexed at the University of Minnesota 

Libraries, made part of the OCLC bibliographic database, and received at the 

University of Wisconsin – Stevens Point Libraries. 

75. Attachment 4b indicates that The American Journal of Clinical

Nutrition as cataloged at the University of Minnesota Libraries is currently available 

from 1,199 libraries. For these reasons, it is my opinion that Mori was published and 

accessible to the public digitally on May 1, 2000.   

76. Further supporting my opinion that Mori was publicly accessible to

ordinarily skilled and interested researchers in the field is the fact that The American 

Journal of Clinical Nutrition was included in the well-known index Chemical 
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Abstracts.   See field 510 entry in Attachment 4b.  As noted above, this would have 

provided a POSA with keyword searching capabilities and other tools to locate this 

article. 

77. I have examined Exhibit 1004, provided by counsel, which is a copy of 

Mori.  The text of Exhibit 1004 is substantively identical to the corresponding 

material in Attachment 4.  Thus, in my opinion, Exhibit 1004 and Attachment 4 are 

authentic copies of Mori, which is a printed publication that was publicly accessible 

before April 29, 2008.   

E. Document 5: Exhibit 1015 (“Nozaki”) 

78. Attached hereto as Attachment 5 is a copy of an article from Volume 

62, Number 3 of the International Journal for Vitamin and Nutrition Research found 

in the University of Wisconsin – Madison Libraries. 20   The article “Effects of 

Purified Eicosapentaenoic Acid Ethyl Ester on Plasma Lipoproteins in Primary 

Hypertholesterolemia” by Shuichi Nozaki,  Yuji Matsuzawa, Ken-Ichi Hirano, 

Naohiko Sakai, Masahuro Kubo, and Seiichiro Tarui (hereafter “Nozaki”) appears 

beginning on page 256 of this issue dated November 1992.  Attachment 5 is a true 

and correct copy of the issue cover, masthead, table of contents, and Nozaki article 

(pages 256-260).  I obtained this copy of the article from the University of Wisconsin 

 

20 The publication text is in German, English or French with summaries in one or 
more languages. 
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– Madison Libraries.  Specifically, the text of the article is complete; no pages are 

missing, and the text on each page appears to flow seamlessly from one page to the 

next; further, there are no visible alterations to the document.  Attachment 5 was 

found within the custody of a library – a place where, if authentic, a copy of this 

journal would likely be.  Attachment 5 is a true and correct copy in a condition that 

creates no suspicion about its authenticity.   

79. The table of contents (Attachment 5, page 3) of Nozaki indicates that 

the issue arrived and was checked in on November 2, 2002.  This date stamp has the 

general appearance of date stamps that libraries have long affixed to periodicals to 

show when a reference was received, verified, and checked.  Therefore, in my 

experience, this issue of the International Journal for Vitamin and Nutrition 

Research was available to users at the University of Wisconsin – Madison Libraries 

on that date. 

80. Attached hereto as Attachment 5a is a true and correct copy of the 

MARC record for the International Journal for Vitamin and Nutrition Research at 

the University of Wisconsin – Madison Libraries.  The library ownership is indicated 

by the presence of the library’s code (GZM) in field 049. The library continues to 

update this MARC record and enhanced the MARC record to meet current 

cataloging rules.  The most recent enhancement to Attachment 5a occurred on April 

20, 2015, as shown in field 005 (“20150420”).  I personally identified and retrieved 
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the MARC record that is Attachment 5a. Attachment 5a also shows that Nozaki was 

catalogued with two descriptor terms “Vitamins $v Periodicals” (see Attachment 5b, 

Library of Congress subject heading sh85144006 and Attachment 1d, Library of 

Congress subject headings sh85099890) and “Nutrition $v Periodicals” (see 

Attachment 2b, Library of Congress subject heading sh2008108541) in the 650 

fields.    

81. Based on finding a print copy of Nozaki in the University of Wisconsin 

– Madison Libraries and MARC record in its online library catalog attached as 

Attachment 5a, it is my opinion that the Nozaki article published in the International 

Journal for Vitamin and Nutrition Research was available to users on November 2, 

2002.   

82. As noted in the holdings information (field 362), the University of 

Wisconsin – Madison Libraries has received the International Journal for Vitamin 

and Nutrition Research since publication began in 1932 and continues to receive the 

journal.21  In view of the MARC record for Nozaki, Nozaki was publicly available 

on November 2, 2002, because the serial title had been received, cataloged, and 

 

21 The original title was Zeitschrift für Vitaminforschung (1932-1970) which 
changed to Internationale Zeitschrift für Vitaminforschung = International journal 
for vitamin research = Journal international de vitaminologie (1947-1970). In 
1970, the publication adopted the current title International Journal for Vitamin 
and Nutrition Research Health. 
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indexed in the University of Wisconsin – Madison Libraries and made part of its 

online catalog database. 

83. Attached hereto as Attachment 5c is a true and correct copy of the 

MARC record for the International Journal for Vitamin and Nutrition Research 

obtained from the OCLC bibliographic database.  I personally identified and 

retrieved the MARC record that is Attachment 5c.  As previously noted, the library 

that created the record is recorded in field 040 with a unique library code.  For 

Attachment 5c, that library code is “DLC,” which means that the MARC record for 

this serial was cataloged in the Library of Congress.  As can be seen in the “Entered” 

field in the MARC record for this exhibit, a cataloger at the Library of Congress 

created OCLC record number 1785670 on August 7, 1973. The library continues to 

update this MARC record and enhanced the MARC record to meet current 

cataloging rules.  The most recent enhancement to Attachment 5c occurred on July 

19, 2021, as shown in the “Replaced” field (“20210719”).   The “BLvl” entry in 

Attachment 5c is “s,” which indicates that the International Journal for Vitamin and 

Nutrition Research is a serial publication.  Field 310 of Attachment 5c reads “Six 

no. a year, $b <May 2002-.” Accordingly, the MARC record for Nozaki corresponds 

to those issues of the International Journal for Vitamin and Nutrition Research 

during the time that the Nozaki article was published.   

84. Attachment 5c further includes an entry in field 050 (“QP771 $b 
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.I57”)—as described above, this includes a subject matter classification number 

consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system); an entry in field 060 (“W1 $b IN7652Q”), a 

subject matter consistent with the National Library of Medicine classification 

system; and an entry in field 082 (“612/.399/05”), subject matters consistent with 

the Dewey Decimal classification system.  Attachment 5c further includes two 

descriptor terms reading “Vitamins $v Periodicals” (see Attachment 5b, Library of 

Congress subject heading sh85144006 and Attachment 1d, Library of Congress 

subject headings sh85099890) and “Nutrition $v Periodicals” (see Attachment 2b, 

Library of Congress subject heading sh2008108541) in the 650 fields.   Thus, as of 

its cataloging, the publication corresponding to the MARC record attached hereto as 

Attachment 5c was indexed according to its subject matter by virtue of at least four 

independently sufficient classifications: the field 050 entry, the field 060 entry, the 

field 082 entry, and the field 650 entries.  Further, as of August 7, 1973, the MARC 

record attached hereto as Attachment 5c was accessible through any library with 

access to the OCLC bibliographic database or the online catalog at a library that 

subscribed to the serial, which means that the corresponding publication was 

publicly available on or before that same date through any library with access to the 

OCLC bibliographic database or through an individual library. Therefore, Nozaki 

was publicly accessible as early as November 2, 2002, because by that time it had 
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been cataloged and indexed at the Library of Congress, made part of the OCLC 

bibliographic database, and received in the University of Wisconsin – Madison 

Libraries. 

85. Attachment 5c indicates that the International Journal for Vitamin and 

Nutrition Research as cataloged at the Library of Congress is currently available 

from 207 libraries. For these reasons, it is my opinion that Nozaki was published and 

accessible to the public on November 2, 2002. 

86. Further supporting my opinion that Nozaki was publicly accessible to 

ordinarily skilled and interested researchers in the field is the fact that the 

International Journal for Vitamin and Nutrition Research was included in the 

several well-known indexes including Life Sciences Collection, PESTDOC, 

RINGDOC, VETDOC, Excerpta Medica, Biological Abstracts, Chemical Abstracts, 

Nuclear Science Abstracts, Index Medicus, and Bibliography of Agriculture.   See 

field 510 entries in Attachment 5a.  As noted above, this would have provided a 

POSA with keyword searching capabilities and other tools to locate this article. 

87. I have examined Exhibit 1015, provided by counsel, which is a copy of 

Nozaki.  The text of Exhibit 1015 is substantively identical to the corresponding 

material in Attachment 5.  Thus, in my opinion, Exhibit 1015 and Attachment 5 are 

authentic copies of Nozaki, which is a printed publication that was publicly 

accessible before April 29, 2008.   
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F. Document 6: Exhibit 1006 (“Satoh”) 
 
88. Attached hereto as Attachment 6 is a copy of an article from Volume 

30, Number 1 of the journal Diabetes Care found in the University of Wisconsin – 

Milwaukee Libraries.  The article “Purified Eicosapentaenoic Acid Reduces Small 

Dense LDL, Remnant Lipoprotein Particles, and C-Reactive Protein in Metabolic 

Syndrom” by Noriko Satoh, Akira Shimatsu, Kazuhiko Kotani, Naoki Sakane, 

Kazunori Yamada, Takayoshi Suganami, Hideshi Kuzuya, and Yoshihiro Ogawa 

(hereafter “Satoh”) appears beginning on page 144 of this issue dated January 2007.  

Attachment 6 is a true and correct copy of the issue cover, masthead, table of 

contents, and Satoh article (pages 144-146).  I obtained this copy of the article from 

the University of Wisconsin – Milwaukee Libraries.  Specifically, the text of the 

article is complete; no pages are missing, and the text on each page appears to flow 

seamlessly from one page to the next; further, there are no visible alterations to the 

document.  Attachment 6 was found within the custody of a library – a place where, 

if authentic, a copy of this journal would likely be.  Attachment 6 is a true and correct 

copy in a condition that creates no suspicion about its authenticity.   

89. The table of contents (Attachment 6, page 3) of Satoh indicates that the 

issue arrived and was checked in on January 17, 2007. This date information is 

consistent with how libraries have long identified when a reference was received, 

verified, and checked. Therefore, in my experience, this issue of the journal Diabetes 
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Care was available to users at the University of Wisconsin – Milwaukee Libraries 

on that date. 

90. Attached hereto as Attachment 6a is a true and correct copy of the 

online catalog record for the journal Diabetes Care at the University of Wisconsin – 

Milwaukee Libraries.  I personally identified and retrieved the online catalog record 

that is Attachment 6a. Attachment 6a also shows that Satoh was catalogued with two 

descriptor terms reading “Diabetes $v Periodicals” (see Attachment 6b, Library of 

Congress subject heading sh2009123299) and “Diabetes $x Rehabilitation $v 

Periodicals” (see Attachment 6c, Library of Congress subject heading sh85037456, 

Attachment 6d, Library of Congress subject heading sh85112401 and Attachment 

1d, Library of Congress subject heading sh85099890) in the 650 fields.    

91. Based on finding a print copy of Satoh in the University of Wisconsin 

– Milwaukee Libraries and MARC record in its online library catalog attached as 

Attachment 6a, it is my opinion that the Satoh article published in the journal 

Diabetes Care was available to users on January 17, 2007.   

92. As noted in the holdings information (field 362), the University of 

Wisconsin – Milwaukee Libraries has received the journal Diabetes Care since 

publication began in 1978 and continues to receive the journal.  In view of the 

MARC record for Satoh, Satoh was publicly available on January 17, 2007, because 
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the serial title had been received, cataloged, and indexed in the University of 

Wisconsin – Milwaukee Libraries and made part of its online catalog database. 

93. Attached hereto as Attachment 6e is a true and correct copy of the 

MARC record for the journal Diabetes Care obtained from the OCLC bibliographic 

database.  I personally identified and retrieved the MARC record that is Attachment 

6e.  As previously noted, the library that created the record is recorded in field 040 

with a unique library code.  For Attachment 6e, that library code is “NSD,” which 

means that the MARC record for this serial was cataloged as part of the National 

Serials Program at the Library of Congress.  As can be seen in the “Entered” field in 

the MARC record for this exhibit, a cataloger at the Library of Congress created 

OCLC record number 3524314 on December 30, 1977. The library continues to 

update this MARC record and enhanced the MARC record to meet current 

cataloging rules.  The most recent enhancement to Attachment 6e occurred on 

November 6, 2021, as shown in the “Replaced” field (“20211106”).   The “BLvl” 

entry in Attachment 6e is “s,” which indicates that the journal Diabetes Care is a 

serial publication.  Field 310 of Attachment 6e reads “Monthly, $b 1991-.” 

Accordingly, the MARC record for Satoh corresponds to those issues of the journal 

Diabetes Care during the time that the Satoh article was published.   

94. Attachment 6e further includes an entry in field 050 (“RC660.A1 $b 

D49”)—as described above, this includes a subject matter classification number 
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consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system); an entry in field 060 (“W1 $b DI161Q”), a 

subject matter consistent with the National Library of Medicine classification 

system; and an entry in field 082 (“616.4/62/005”), subject matters consistent with 

the Dewey Decimal classification system.  Attachment 6e further includes two 

descriptor terms reading “Diabetes $v Periodicals” (see Attachment 6b, Library of 

Congress subject heading sh2009123299) and “Diabetes $x Rehabilitation $v 

Periodicals” (see Attachment 6c, Library of Congress subject heading sh85037456, 

Attachment 6d, Library of Congress subject heading sh85112401 and Attachment 

1d, Library of Congress subject heading sh85099890) in the 650 fields. Thus, as of 

its cataloging, the publication corresponding to the MARC record attached hereto as 

Attachment 6e was indexed according to its subject matter by virtue of at least four 

independently sufficient classifications: the field 050 entry, the field 060 entry, the 

field 082 entry, and the field 650 entries.  Further, as of December 30, 1977, the 

MARC record attached hereto as Attachment 6e was accessible through any library 

with access to the OCLC bibliographic database or the online catalog at a library 

that subscribed to the serial, which means that the corresponding publication was 

publicly available on or before that same date through any library with access to the 

OCLC bibliographic database or through an individual library. Therefore, Satoh was 

publicly accessible as early as January 17, 2007, because by that time it had been 
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cataloged and indexed at the Library of Congress, made part of the OCLC 

bibliographic database, and received in the University of Wisconsin – Milwaukee 

Libraries. 

95. Attachment 6e indicates that the journal Diabetes Care as cataloged at 

the Library of Congress is currently available from 847 libraries. For these reasons, 

it is my opinion that Satoh was published and accessible to the public on January 17, 

2007. 

96. Further supporting my opinion that Satoh was publicly accessible to 

ordinarily skilled and interested researchers in the field is the fact that the journal 

Diabetes Care was included in the well-known index Chemical Abstracts.   See field 

510 entries in Attachment 6a.  As noted above, this would have provided a POSA 

with keyword searching capabilities and other tools to locate this article. 

97. I have examined Exhibit 1006, provided by counsel, which is a copy of 

Satoh.  The text of Exhibit 1006 is substantively identical to the corresponding 

material in Attachment 6.  Thus, in my opinion, Exhibit 1006 and Attachment 6 are 

authentic copies of Satoh, which is a printed publication that was publicly accessible 

before April 29, 2008.   

G. Document 7: Exhibit 1016 (“Shinozaki”) 
 
98. Attached hereto as Attachment 7 is a copy of an article from Volume 2, 

Number 2 of the Journal of Atherosclerosis and Thrombosis found in the National 
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Library of Medicine (Bethesda, Maryland).  The article “The Long-Term Effect of 

Eicosapentaenoic Acid on Serum Levels of Lipoprotein (a) and Lipids in Patients 

with Vascular Disease” by Koji Shinozaki, Jun-ichi Kambayashi, Tomio Kawasaki, 

Yoshio Uemura, Masato Sakon, Eiichi Shiba, Takashi Shibuya, Takashi Nakamura, 

and Takesada Mori (hereafter “Shinozaki”) appears beginning on page 107 of this 

issue dated January 1996.  Attachment 7 is a true and correct copy of the Shinozaki 

article (pages 107-109).  I obtained this copy of the article from the publisher’s 

website22 through the National Library of Medicine.  Specifically, the text of the 

article is complete; no pages are missing, and the text on each page appears to flow 

seamlessly from one page to the next; further, there are no visible alterations to the 

document.  Attachment 7 was found within the custody of the publisher – a place 

where, if authentic, a copy of this journal would likely be.  Attachment 7 is a true 

and correct copy in a condition that creates no suspicion about its authenticity.   

99. Attached hereto as Attachment 7a is a true and correct copy of the 

MARC record for the Journal of Atherosclerosis and Thrombosis at the National 

Library of Medicine.  I personally identified and retrieved the MARC record that is 

Attachment 7a. Attachment 7a also shows that Shinozaki was catalogued with two 

descriptor terms reading “Atherosclerosis” (see Attachment 7b, National Library of 

 

22https://www.jstage.jst.go.jp/article/jat1994/2/2/2_2_107/_article      
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Medicine subject heading D050197) and “Thrombosis” (see Attachment 7c, 

National Library of Medicine subject heading D013927) in the 650 fields.    

100. As noted in the holdings information (field 362), the National Library 

of Medicine has received the Journal of Atherosclerosis and Thrombosis since 

publication began in 1994 and continues to receive the journal. The “BLvl” entry in 

Attachment 7a is “s,” which indicates that the Journal of Atherosclerosis and 

Thrombosis is a serial publication.  Field 310 of Attachment 7a reads “Two no. a 

year.”  Accordingly, the MARC record for Shinozaki corresponds to those issues of 

the Journal of Atherosclerosis and Thrombosis from the time of the serial title began 

publication to the present day.  In view of the MARC record for Shinozaki, 

Shinozaki was publicly available on or shortly after January 31, 1996, because the 

serial title had been received, cataloged, and indexed in the National Library of 

Medicine and made part of its online catalog database.23 

101. Attached hereto as Attachment 7d is a true and correct copy of the 

MARC record for the Journal of Atherosclerosis and Thrombosis obtained from the 

OCLC bibliographic database.  I personally identified and retrieved the MARC 

 

23 The Journal of Atherosclerosis and Thrombosis was published twice a year and, 
therefore, new issues were available approximately 180 days.  Based on the 
frequency of publication (see Attachment 7a, field 310) and my years of experience 
working with serials, it is my opinion that issues would be published by the end of 
the month. Therefore, a public availability date of January 31, 1996, is reasonable. 
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record that is Attachment 7d.  As previously noted, the library that created the record 

is recorded in field 040 with a unique library code.  For Attachment 7d, that library 

code is “NLM,” which means that the MARC record for this serial was cataloged at 

the National Library of Medicine.  As can be seen in the “Entered” field in the 

MARC record for this exhibit, a cataloger at the National Library of Medicine 

created OCLC record number 32826477 on July 17, 1995. The library continues to 

update this MARC record and enhanced the MARC record to meet current 

cataloging rules.  The most recent enhancement to Attachment 7d occurred on 

August 24, 2021, as shown in the “Replaced” field (“20210824”).   The “BLvl” entry 

in Attachment 7d is “s,” which indicates that the Journal of Atherosclerosis and 

Thrombosis is a serial publication.  Accordingly, the MARC record for Shinozaki 

corresponds to those issues of the Journal of Atherosclerosis and Thrombosis during 

the time that the Shinozaki article was published.   

102. Attachment 7d further includes an entry in field 050 (“RC692 $b 

.J68”)—as described above, this includes a subject matter classification number 

consistent with the Library of Congress classification system (analogous to the 

Dewey Decimal classification system); and an entry in field 060 (“W1 $b 

JO545M”), a subject matter consistent with the National Library of Medicine 

classification system. Attachment 7d further includes two descriptor terms reading 

“Atherosclerosis $v Periodicals” (see Attachment 7e, Library of Congress subject 
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heading sh85009129 and Attachment 1d, Library of Congress subject heading 

sh85099890) and “Thrombosis $v Periodicals” (see Attachment 7f, Library of 

Congress subject heading sh85135077 and Attachment 1d, Library of Congress 

subject heading sh85099890) in the 650 fields. Thus, as of its cataloging, the 

publication corresponding to the MARC record attached hereto as Attachment 7d 

was indexed according to its subject matter by virtue of at least three independently 

sufficient classifications: the field 050 entry, the field 060 entry, and the field 650 

entries.  Further, as of July 17, 1995, the MARC record attached hereto as 

Attachment 7d was accessible through any library with access to the OCLC 

bibliographic database or the online catalog at a library that subscribed to the serial, 

which means that the corresponding publication was publicly available on or before 

that same date through any library with access to the OCLC bibliographic database 

or through an individual library. Therefore, Shinozaki was publicly accessible as 

early as January 31,1996, because by that time it had been received, cataloged, and 

indexed at the National Library of Medicine and made part of the OCLC 

bibliographic database. 

103. Attachment 7d indicates that the Journal of Atherosclerosis and 

Thrombosis as cataloged at the National Library of Medicine is currently available 

from 34 libraries. For these reasons, it is my opinion that Shinozaki was published 

and accessible to the public on January 31, 1996. 

Hikma Pharmaceuticals IPR2022-00215 Ex. 1013, p. 53 of 852



53 

104. Further supporting my opinion that Shinozaki was publicly accessible 

to ordinarily skilled and interested researchers in the field is the fact that the Journal 

of Atherosclerosis and Thrombosis was included in the well-known index Chemical 

Abstracts.   See field 510 entries in Attachment 7a.  As noted above, this would have 

provided a POSA with keyword searching capabilities and other tools to locate this 

article. 

105. I have examined Exhibit 1016, provided by counsel, which is a copy of 

Shinozaki.  The text of Exhibit 1016 is substantively identical to the corresponding 

material in Attachment 7.  Thus, in my opinion, Exhibit 1016 and Attachment 7 are 

authentic copies of Shinozaki, which is a printed publication that was publicly 

accessible before April 29, 2008.   

H. Document 8: Exhibit 1005 (“Yokoyama II”) 
 
106. Attached hereto as Attachment 8 is a copy of an article from Volume 

369, Issue 9567 of the journal The Lancet, North American edition, found in the 

Health Sciences Library at the University of Washington (Seattle, Washington).  The 

article “Effects of Eicosapentaenoic Acid on Major Coronary Events in 

Hypercholesterolaemic Patients (JELIS): A Randomised Open-Label, Blinded 

Endpoint Analysis” by Mitsuhiro Yokoyama, Hideki Origasa, Masunori Matsuzaki, 

Yuji Matsuzawa, Yasushi Saito, Yuichi Ishikawa, Shinichi Oikawa, Jun Sasaki, 

Hitoshi Hishida, Hiroshige Itakura, Toru Kita, Akira Kitabatake, Noriaki Nakaya, 
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Toshiie Sakata, Kazuyuki Shimada and Kunio Shirato (hereafter “Yokoyama II”) 

appears beginning on page 1090 of this issue dated March 31-April 6, 2007.  

Attachment 8 is a true and correct copy of the issue cover, masthead with the table 

of contents, and Yokoyama II (pages 1090-1098).  I obtained this copy of the article 

from the Health Sciences Library at the University of Washington.  Specifically, the 

text of the article is complete; no pages are missing, and the text on each page 

appears to flow seamlessly from one page to the next; further, there are no visible 

alterations to the document.  Attachment 8 was found within the custody of a library 

– a place where, if authentic, a copy of this journal would likely be.  Attachment 8 

is a true and correct copy in a condition that creates no suspicion about its 

authenticity.   

107. The cover (Attachment 8, page 1) of Yokoyama II indicates that the 

issue arrived and was checked in on April 12, 2007. This date information is 

consistent with how libraries have long identified when a reference was received, 

verified, and checked. Therefore, in my experience, this issue of the journal The 

Lancet, North American edition, was available to users in the Health Sciences 

Library at the University of Washington on that date. 

108. Attached hereto as Attachment 8a is a true and correct copy of the 

online catalog record for the journal The Lancet, North American edition, from the 
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Health Sciences Library at the University of Washington.24  I personally identified 

and retrieved the MARC record that is Attachment 8a. Attachment 8a also shows 

that Yokoyama II was catalogued with two descriptor terms reading “Medicine” (see 

Attachment 8b, National Library of Medicine subject heading D008511) and 

“Medicine $v Periodicals” (see Attachment 8c, Library of Congress subject heading 

sh2008107665) in the 650 fields.    

109. Based on finding a copy of Yokoyama II in the Health Sciences Library 

at the University of Washington and catalog record in its online library catalog 

attached as Attachment 8a, it is my opinion that Yokoyama II published in the 

journal The Lancet, North American edition, was available to users on April 12, 

2007.   

110. As noted in the holdings information, the Health Sciences Library at 

the University of Washington has received the journal The Lancet, North American 

edition, since publication began in 1966 and continues to receive the journal.  In 

view of the catalog record for Yokoyama II, Yokoyama II was publicly available on 

April 12, 2007, because the serial title had been received, cataloged, and indexed in 

 

24 https://alliance-primo.hosted.exlibrisgroup.com/primo-
explore/fulldisplay?docid=CP71137296750001451&context=L&vid=UW&lang=e
n_US&search_scope=all&adaptor=Local%20Search%20Engine&tab=default_tab
&query=any,contains,lancet&offset=0  
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the Health Sciences Library at the University of Washington and made part of its 

online catalog database. 

111. Attached hereto as Attachment 8d is a true and correct copy of the 

MARC record for the journal The Lancet, North American edition, obtained from 

the OCLC bibliographic database.  I personally identified and retrieved the MARC 

record that is Attachment 8d.  As previously noted, the library that created the record 

is recorded in field 040 with a unique library code.  For Attachment 8d, that library 

code is “NSD,” which means that the MARC record for this serial was cataloged as 

part of the National Serials Data Program at the Library of Congress.  As can be seen 

in the “Entered” field in the MARC record for this exhibit, a cataloger at the Library 

of Congress created OCLC record number 2141608 on April 27, 1976. The library 

continues to update this MARC record and enhanced the MARC record to meet 

current cataloging rules.  The most recent enhancement to Attachment 8d occurred 

on June 6, 2020, as shown in the “Replaced” field (“20200606”).   The “BLvl” entry 

in Attachment 8d is “s,” which indicates that the journal The Lancet, North American 

edition, is a serial publication.  Accordingly, the MARC record for Yokoyama II 

corresponds to those issues of the journal The Lancet, North American edition, 

during the time that Yokoyama II was published.   

112. Attachment 8d further includes an entry in field 050 (“R31 $b .L3”)—

as described above, this includes a subject matter classification number consistent 
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with the Library of Congress classification system (analogous to the Dewey Decimal 

classification system); and an entry in field 060 (“W1 $b LA453B”), a subject matter 

consistent with the National Library of Medicine classification system. Attachment 

8d further includes a descriptor term reading “Medicine $v Periodicals” (see 

Attachment 8c, Library of Congress subject heading sh2008107665 in the 650 field. 

Thus, as of its cataloging, the publication corresponding to the MARC record 

attached hereto as Attachment 8d was indexed according to its subject matter by 

virtue of at least three independently sufficient classifications: the field 050 entry, 

the field 060 entry, and the field 650 entry.  Further, as of April 27, 1976, the MARC 

record attached hereto as Attachment 8d was accessible through any library with 

access to the OCLC bibliographic database or the online catalog at a library that 

subscribed to the serial, which means that the corresponding publication was 

publicly available on or before that same date through any library with access to the 

OCLC bibliographic database or through an individual library. Therefore, 

Yokoyama II was publicly accessible as early as April 12, 2007, because by that 

time it had been cataloged and indexed at the Library of Congress, made part of the 

OCLC bibliographic database, and received in the Health Sciences Library at the 

University of Washington. 

113. Attachment 8d indicates that the journal The Lancet, North American 

edition, as cataloged at the Library of Congress is currently available from 1,078 
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libraries. For these reasons, it is my opinion that Yokoyama II was published and 

accessible to the public on April 12, 2007. 

114. Further supporting my opinion that Yokoyama II was publicly 

accessible to ordinarily skilled and interested researchers in the field is the fact that 

the journal The Lancet, North American edition, was included in the well-known 

indexes including   Chemical Abstracts, CrossRef, Cumulative Indexing to Nursing 

and Allied Health Literature, Current Contents – Clinical Medicine, Current 

Contents – Life Sciences, Embase, Essential Science Indicators, PubMed, 

MEDLINE, Science Citation Index Expanded, and Scopus (see publisher’s 

website). 25   As noted above, this would have provided a POSA with keyword 

searching capabilities and other tools to locate this article.   

115. I have examined Exhibit 1005, provided by counsel, which is a copy of 

Yokoyama II.  The text of Exhibit 1005 is substantively identical to the 

corresponding material in Attachment 8.  Thus, in my opinion, Exhibit 1005 and 

Attachment 8 are authentic copies of Yokoyama II, which is a printed publication 

that was publicly accessible before April 29, 2008. 

VI. SUMMARY OF OPINIONS 

116. In view of the foregoing, it is my opinion that the publications described 

 

25 https://www.sciencedirect.com/journal/the-lancet/about/abstracting-and-indexing  
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above were publicly available on or about the corresponding date listed in the table 

below: 

Document Publication Publicly 
Available  

Exhibit 1008 
 
(Attachment 1) 
 
ATP-III 

American Heart Association, Council on 
Arteriosclerosis (American Heart Association) 
and American Heart Association, Abstracts. 
“Third Report of the National Cholesterol 
Education Program (NCEP) Expert Panel on 
Detection, Evaluation, and Treatment of High 
Blood Cholesterol in Adults (Adult Treatment 
Panel 111) Final Report.” Circulation, vol. 
106, no. 25 (17 December 2002): 3157-3421. 

December 28, 
2002 

Exhibit 1007 
 
(Attachment 2) 
 
Grimsgaard 

Grimsgaard, Sameline, Kaare H. Bønaa, John-
Bjame Hansen and Arne Nordøy. “Highly 
purified eicosapentaenoic acid and 
docosahexaenoic acid in humans have similar 
triacylglycerol-lowering effects but divergent 
effects on serum fatty acids.” The American 
Journal of Clinical Nutrition, vol. 66, issue 3 
(September 1997): 649-659. 

September 3, 
1997 

Exhibit 1014 
 
(Attachment 3) 
 
Lovaza PDR 

“Lovaza™.” Physicians' Desk Reference (pp. 
2699-2701). 62nd ed., 2008. Montvale, NJ: 
Thomson Healthcare Inc., ©2007. 

December 5, 
2007 

Exhibit 1004 
 
(Attachment 4) 
 
Mori 

Mori, Trevor R., Valerie Burke, Ian B. 
Puddey, Gerald F. Watts, David N. O'Neal, 
James D. Best, and Lawrence J. Beilin. 
“Purified Eicosapentaenoic and 
Docosahexaenoic Acids Have Differential 
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109. In signing this Declaration, I recognize that the Declaration will be filed 

as evidence in a case before the Patent Trial and Appeal Board of the United States 

Patent and Trademark Office. I also recognize that I may be subject to cross­

examination in the case and that cross-examination will take place within the United 

States. If cross-examination is required of me, I will appear for cross-examination 

within the United States during the time allotted for cross-examination. 

110. I hereby declare that all statements made herein of my own knowledge 

are true and that all statements made on information and belief are believed to be 

true, and further that these statements were made with the knowledge that willful 

false statements and the like so made are punishable by fine or imprisonment, or 

both, under Section 1001 of Title 18 of the United States Code. 

DATED: November 30, 2021 By: ~ £ .:!U-~ 
7iviao. Hall-Ellis, ffi{ri. 
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