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DRUG PATENTS

I.  Introduction to Subject 

Researching unique issues of intellectual property law and pharmaceuticals

Money and health don’t always mix.  Two factors make pharmaceutical patents a very hot topic: the very high cost of drug development and the interest of the public health.  Balancing the interests in this area is a difficult problem of international scope.  

Patent Holder Rights 

On one hand, there is the interest in protecting the researchers’ proprietary rights in order to “promote the Progress of Science and the useful Arts”.  U.S. Const., Art. I, § 8.  A pharmaceutical company might invest millions of dollars in the research and development of a new drug.  Even after a drug is formulated, the extensive testing and clinical trials required to gain FDA approval can cost millions more.  Especially for an innovative drug requiring extensive research, it may be impossible for the company to profit or break even on the drug if no significant patent-protected marketing time remains.   Some large drug companies have even lobbied Congress for extended patent periods for their drug, with some success.

Getting Medication to Those Who Need it Most

Society has a very important interest in making the best new drugs available to ailing patients as quickly as possible at affordable prices.  Given the high cost of drug development, how can we fairly distribute the drugs to those who need them?

Safeguarding the Public

At the same time, the U.S. government has an interest in protecting consumers by assuring that drugs on the market are safe and effective.  This can only be accomplished by requiring rigorous (and costly) testing.  

This very difficult balance was illustrated this year in the South African AIDS medicines case.  The tragically high number of South Africans with HIV led their government to seek cheaper AIDS medicines. In desperation, the government arranged to buy the drugs from an Indian laboratory that was willing to manufacture and sell cheaper generic equivalents of the drugs in violation of many international patents.  In response to this arrangement, thirty-nine of the world’s leading drug companies sued the South African government seeking to protect their patent rights.  The drug companies faced harsh criticism for this action.   The companies were putting profits ahead of human rights, critics said.  The companies said that in trying to enforce their patent rights, they were seeking to protect their ability to fund the research needed to enable the discovery of new and better AIDS drugs.  Under intense pressure from activists and the public, the drug companies dropped their suit. (Apr. 2001)   However, the problem remains unresolved.  

Just in the past months, the Anthrax scare has caused demand to skyrocket for the Bayer drug, Cipro.  In an effort to increase production and lower prices for Cipro, Bayer was pressured by the U.S. and Canadian governments and public to allow other manufacturers to make the drug, compromising Bayer’s patent.  The international scope of these issues, as seen in these two examples, makes the problem more complex.

In the coming years, patent law and pharmaceutical research are going to have to find a balance.  The advances in modern medicine come at a high price.  Patents offer a means for 

pharmaceutical companies to profit from their work and continue to fund progressive research.  Meanwhile, the law must serve the public good by facilitating the availability of the best and newest drugs at affordable prices.


This pathfinder will outline the research method in investigating a legal issue related to the above policy problems.  Many different areas of law are important in drug patent issues:  patent law, food and drug law, health law, administrative law and international law.  Also, a legal researcher might need to consult non-legal materials in the scientific and social science fields in the course of researching this issue.   The pathfinder will present an overview of how to approach this multi-faceted issue.  Along with suggestions for approaching the issue, it will include references to important resources and suggestions on how to find many others.
II.  Starting the Search

Library research has been revolutionized with the advances in computer technology over the past twenty years.  Card catalogs, previously the only finding mechanism available in library research, have gone the way of record players and typewriters.  When starting legal research, the first place you should go is to the electronic library network, or LUMINA.

c) Using LUMINA

LUMINA (Libraries of the University of Minnesota Information Network Access) is the online network for the University libraries.  Access the network at any library terminal or on the internet at www.lib.umn.edu.  From this main page, you can link to 

MNCAT, the electronic University of Minnesota (U of M) catalog database.  Along with MNCAT, the LUMINA main page provides several useful links for general research.  Links are provided to online dictionaries, encyclopedias and other references and electronic journals.  Several of these links are pertinent and very useful to research in drug patent law.  For specifics, see Section V on electronic resources.  

MNCAT is the electronic catalog of everything in the University of Minnesota library system. This catalog is searchable by title, author, keyword, or subject.  To search by title, omit articles at the beginning of the title.  To search by author, enter the author's last name first.  Authors can also be organizations (i.e. the American Bar Association) or government offices (i.e. U.S. Patent and Trademark Office).  Both titles and author names can be partial as long as enough information is provided.  Searching by keyword is the method to use if you do not have a specific title in mind.  Searches by keyword are sensitive to the variation of words used.  For example, a keyword search for “drug patent” yielded 43 hits, and a keyword search for “drug patents” yielded only 11 hits.  Since the keyword searching results varies so much depending on the word choice, I would recommend using the keyword results to perform a search by subject.  Do this by skimming the keyword results, find one source that looks promising, view the subject headings for that source and use the subject headings to perform a MNCAT search by subject.  These subject headings are the Library of Congress Subject heading (LCSH) search codes.  

The Library of Congress categorizes and publishes reference books on subject codes (LCSH codes) for all materials in print.  The Library of Congress publishes reference books indexing all potential LCSH codes.  These books can be found near library terminals (look for several volumes of large red books).  The LCSH codes are very good way to find materials relevant to a certain topic.  A search in MNCAT by subject will use these LCSH codes.  Find LCSH headings appropriate to your topic either by referencing the Library of Congress books or using the subject headings listed in a relevant MNCAT entry.  There are many different LCSH codes relevant to drug patents.  Some of those I encountered are listed below: 

Library of Congress Subject Heading Search Codes:

Patents 

Generic drugs -- Law and legislation -- United States.  

Drugs -- Law and legislation -- United States.  

Intellectual property 

Patents -- United States.  

Drugs -- United States -- Patents.

Pharmaceutical policy – United States

Pharmaceutical industry -- United States.  

Patent laws and legislation -- United States.

MNCAT offers a basic or advanced search options.   Basic searching uses only one search variable – the title, author, subject or keyword.  Advanced searching allows the entry of several search variables.  This option allows up to three different terms to be entered, connected by Boolean terms (AND, OR, NOT).  You can also limit the search by type of material, language, year of publication.  All searches should start off as a basic search, and resort to an advanced search if you are getting too many hits or hits not relevant to your topic. 

At any time in LUMINA and MNCAT, the ‘Help’ option will lead you to search tips and instructions for finding different types of materials (e.g. government documents, books or news articles).  Searching ‘Frequently Asked Questions’ is sometimes helpful.  If all else fails, ask a reference librarian.  You can visit or call the reference office in the library or ask the question online.  The ‘Ask Us’ option allows for email questions (answered within 24 hours) and an instant messaging option.    
d) Other University of Minnesota Databases

In addition to the MNCAT catalog of the U of M collection, LUMINA searches can be done of many other databases.  The available databases include the collections of other universities’ libraries, public libraries and the Library of Congress.  These libraries can be searched individually (for example, the Minneapolis Public Library) or in designated groups (for example, all Big 10 University libraries).  WORLDCAT is an electronic catalog to over 26,000 libraries in the U.S. and internationally.  Books and other materials found through WORLDCAT not available at U of M can be requested through Inter-Library Loan.  LUMINA also has links to Electronic Texts in many different subject areas, including several on health and medicine.  For example, two relevant (non-legal) book databases listed are DrugInfo and BioethicsLine.
III.  Primary Sources

e) Statutes

Statutes are published in several different forms.  It is important to be aware of what the different resources are for statute publications, and what the differences in each are.  The general progression of publication that a statute goes through is as follows:


1.  Slip law – the first published version of a new law.


2.  Session law – all of the slip laws of a session, published chronologically


3.  Code – laws published under the appropriate categorization of law.

4.  Annotated code – published unofficially (not by the government).  Annotated code includes references to caselaw and secondary materials.  Annotated codes are published quicker than official code.

Statutes are now available on the internet.  For details, see Electronic Resources section V.

i) Federal
1. Slip laws are slow in publication.  Most researchers go online for very recent legislation.    

2. Session laws are published in advance session law services:

a. United States Code Service (USCS)

b. United States Code Annotated (USCA)

c. Unites Stated Code Congressional and News (USCCAN) 

i. USCCAN comes in two volumes: the first contains the text of the public law, and the second publishes some legislative history documents (like Statutes at Large).  The Legislative History is usually the House or Senate Report.  The report explains the history of the act, the reasons for legislation, and an explanation of the act.  

    The official session law publication – Statutes at Large.  This is the positive law.

3. Code:  

a. United States Code (USC).

i. Issued every six years, with updating annually.

ii. Good index and tables.

4. Annotated Code:  these are more frequently updated.

a. United States Code Annotated (USCA)

i. Updated more often than USC
ii. Includes references to judicial decisions under the law.  Also includes references to Code of Federal Regulations, USCCAN and Corpus Juris Secundum.

b. United States Code Service (USCS)

i. Includes references to CFR, American Jurisprudence, American Law Reports and other articles.

ii. Includes references to both judicial and administrative decisions.

c. Also available online through Lexis and Westlaw.

     
To find statutes, a researcher can either search in the index of the publication or in popular name tables.  To update statutes, always check the pocket parts of the publication.  UCSC and USCA are better for updating material.  Shepard’s Statutory Citators should be checked to update statutes as well.  This can be done by book or online.


The main statutory sections relevant to the topic of drug patents are:

(1) Title 35 U.S.C.  Patents

(2) Title 21 U.S.C. Food and Drugs, Chapter 9. Federal Food, Drug, and Cosmetic Act

ii) State
     
State laws follow the same progression as federal law.

If searching for a multi-state law issue (for example, how many states have specific laws on the sale of pharmaceuticals?), check Subject Compilations of State Laws,  Westport, Conn., Greenwood Press.  1981 – current.  This source is a bibliography to legal articles giving such information.   

f) Legislative History

i) Federal 

Congressional bills often go through several edits before enactment.  Up until the 106th Congress, bills were accessible on microfilm.  For Congresses after that, the bills are only published on the government’s official website, www.access.gpo.gov/congress/cong009.html

Bills can also be found on Lexis, Westlaw and Thomas (www.thomas.loc.gov), and Congressional Universe http://web.lexis-nexis.com/congcomp.

Committee reports can be found in USCCAN, Congressional Information Service (CIS) Index, Westlaw, Lexis, Congressional Universe, and as individual documents published by the government Printing Office.  Hearings can be found in CIS Index and some from the Government Printing Office.  After a bill is reported out of committee, the bill is discussed on the floor of Congress.  Records of the discussions can be found in the House and Senate Journals and in the Congressional Record.   

The first place to check when you need to review a legislative history is Compiled Legislative Histories.  This is a reference book that lists the previously researched and published legislative histories.  Also check MNCAT with the LC heading ‘Legislative history’.  If no previously published history is available, go to USCCAN.  USCCAN provides the text of the bill and the basics of the history.  

CIS Index

The CIS Index offers a detailed listing of legislative history documents.  CIS only goes back to 1970, however.  CIS is very comprehensive, but somewhat burdensome.  CIS can be viewed online at Congressional Universe, http://web.lexis-nexis.com/congcomp/.  Citations are provided to Congressional Reports, hearings, prints and documents for each major piece of legislation.  Abstracts for each piece of legislation give great to-the-point summaries of the legislation.  The separate volumes for the abstract and the legislative history make researching harder with CIS than with the online source.

CCH Congressional Index

To check for pending legislation, go to the CCH Congressional Index at the reserve desk.  This source lists bill sponsors, status of bills, a short description of the bill, voting records, and standing committees.

Congressional Universe

This is a website accessible through LUMINA.  The website offers CIS indexing and abstracting of congressional publications and the CIS Legislative Histories from 1970 to present.  This is the quickest and easiest way to search legislative history.  The website is as comprehensive as CIS without the problems of dealing with several volumes of books. 

Thomas website (http://www.thomas.loc.gov)

The Thomas website is a great resource for recent legislative histories.  This website was easier to use than the book resources, with more comprehensive information.  The main problem with this site is the limited coverage.  The website only includes limited legislative history materials for the past 27 years or so.

Thomas provides very current information on the actions of Congress.  On this site, you can find scheduling information on the bills currently up for hearing on the House floor and what is scheduled for the near future.  The website updates the information on Congressional actions, hearing and schedules every 15 minutes during a session day.  Complete information is given for each bill under consideration in congress.  

While the websites offer distinct advantages, keep in mind the date limitations of these sites.  

ii) State

State legislative history is more difficult to find.  Minnesota, for example, only offers debates on audiotape.  A researcher in drug patents probably would not have much need to research state legislation or state legislative history.

g) Cases and Reporters

Judicial opinions are published in official reporters.  To find a particular case, you need to know the reporter volume number and the page number.  Find reporter citations using any secondary materials, especially digests and legal encyclopedias.   

h) Administrative Materials:  Codes and Regulations 

i) Federal Register

     
The Federal Register is a compilation of all of the rules and regulations of the administrative agencies of the federal government.  These are codified into the Code of Federal Regulations. 

ii) Code of Federal Regulations

     
The Code of Federal Regulations (CFR) is the codification of the agency rules of the federal government.  It is revised each year.  The List of Sections Affected (LSA) points you to the Federal Regulation if a regulation was updated since the last CFR.

    
 To find regulations in the CFR, use the CFR index.  Search by subject or the issuing agency.  If you do not find what you need in the CFR index, the CIS Index to the Code of Federal Regulations provides much more detailed indexing to the regulations.  Keep in mind what agencies might be relevant to your question and concentrate on the sections covering those agencies.  

      
Another way to find administrative materials is by referencing relevant parts of the USCS or USCA.  USCS does the best job of referring a researcher to administrative materials.  The USCS is helpful with the annotations listed directly after the statute and in the tables.  The USCA provides some references, but not nearly as many as USCS.  This could be good if these sections are more relevant and on-point, but it could be bad for the researcher who is having problems finding helpful materials.  I did not find any references to administrative materials in USC.

     A few sections of the CFR that I found to be relevant: 21 CFR 310 (New drugs), 21 CFR 60 (patent term restoration), 21 CFR 312, 314 (Applications for new drugs)

     Parallel administrative materials publications are available for state agencies.

IV.  Secondary Sources
     
Secondary sources are all legal resources that are not actually ‘law’ (caselaw or statutory law).  Secondary sources are the best place to start research.  With a general legal topic in mind, you can find relevant laws, important cases, and very importantly – summaries and explanations of the law.  These sources do not have legal authority, but are invaluable in research.   

i) Legal Dictionaries and Thesauri

     
Legal dictionaries offer definitions in the legal context.  An understanding of the terminology is essential to your research progression, particularly in an unfamiliar area of the law.  Consult these sources early in your research for definitions, clarifications and (from thesauri) suggestions for other analogous terms that may be useful in your search.  Some legal dictionaries include references to the cases and statutes that the term meanings came from.  As you continue in your research, come back to these resources as necessary.  

Locate legal dictionaries in your library by searching for the following LC subject headings:


Law -- Dictionaries


Law – United States -- Dictionaries

Law -- Terminology  

To find legal thesauri, search the following LC headings:  


Law -- United States -- Terminology.  

English language -- Synonyms and antonyms.  


Two important legal dictionaries:


1.  Black’s Law Dictionary, 7th Edition 



By Henry Campbell Black.  Edited by Bryan A. Garner.  



West Publishing Co., St. Paul, Minn. 1999 



Published 1891-1999.  New editions are published every six to twenty years.

The standard authority for legal definitions.  

2.  Ballentine’s Legal Dictionary and Thesaurus, 1995 Edition 

By James Arthur Ballentine.  Edited by Jonathan S. Lynton. Rochester, N.Y., Lawyers Co-operative Pub. Co., 1995.  
The definitions are thorough, descriptive and straightforward.  Definitions of legal terms include references to American Jurisprudence, 2d., and to the cases where courts have enumerated these definitions.  The references to AmJur2d. are helpful for finding more information about a term.  Latest edition published 1995, first edition published 1969.  

Dictionaries of Legal Abbreviations

      
A few dictionaries are written specifically for looking up legal abbreviations.  One such dictionary is listed below.  Dictionaries of legal abbreviations can be located by searching the LC subject heading:



Law -- United States -- Abbreviations.

Bieber's dictionary of legal abbreviations : a reference guide for attorneys, legal secretaries, paralegals, and law students 

By Mary Miles Prince.  Prince's 5th ed., Buffalo, N.Y., W.S. Hein, 2001. 


This dictionary is a very thorough list of abbreviations, including dates of publication for 

journals and series.  Information is current with the newest publications.

Words and Phrases is an especially useful encyclopedic dictionary to keep in mind.  

Words and Phrases:  All Judicial Constructions and Definitions of Words and Phrases by the State and Federal Courts From the Earliest Times, Alphabetic.


West Publishing, St. Paul, Minn., West Pub. Co.,1956.  Annual supplements published.

First edition published in 1903, continues publication to present time.
This source lists words and phrases that have been defined by courts.  Different interpretations of a term are separated by jurisdiction.  Citations are given to the original case where the definition appears.  The original edition from 1956 is outdated, but there is a 2001 supplement with new terms and definitions that are more recent.  The supplement, printed annually, has definitions separated into the individual jurisdictions.

j) Legal Encyclopedias 
Legal Encyclopedias present summaries of legal topics and are often used as a starting point to research.  The most important part of the legal encyclopedia articles are the footnotes, which give extensive references to cases, laws, and articles related to the general topic.  These should be used early in the research process, to gain understanding of the area of law and to find relevant caselaw.

Find legal encyclopedias by searching the following LC headings: 


Law -- United States.  

Law reports, digests, etc. -- United States.  

      
The two most widely used legal encyclopedias are listed below.  A researcher should probably use one of the two treatises for a main source of information and do at least a cursory review of the topic of interest in the other.  These treatises do not have much information on drug patents, but they do have good separate sections on patent law and food and drug law, both of which will probably be important background information for your research.  These encyclopedias are very useful to get an overview of the law.  However, the information is very generalized and more useful as a starting point in research.   Another problem with the sources are that they may not reflect new legal trends, which are especially important in the area of drug patents.  Start by looking up your topic in the must current indexes.  Checking pocket part updates are very important to get references to the latest cases and statement on the law.

1) American Jurisprudence:  a modern comprehensive text statement of American law, State and Federal


Also known as AmJur2d.


Contributors: Lawyers Co-operative Publishing Company.  Bancroft-Whitney Company.  

2d ed. Rochester, N.Y., Lawyers Co-operative Pub. Co.; San Francisco, Bancroft-Whitney Co., published 1962-present. 

Kept up to date by pocket parts, supplements, and revised volumes.

Each volume has an index and there is a general index for all volumes, including 2001.   

American Jurisprudence 2d. is a very popular general treatise and a thorough outline of the current law.  The entries are organized by general area of law, and then broken down into sub-areas of law.  Extensive case references are given in the footnotes.

2) Corpus juris secundum: a complete restatement of the entire American law as developed by all reported cases

Also known as CJS.

Contributors: American Law Book Company.  West Publishing Company.  

St. Paul, Minn., West Pub. Co., 1936-present. 

Kept to date by cumulative annual pocket parts, replacement volumes, and extra numbered and lettered vols. 
This legal encyclopedia is a general treatise outline of law, with extensive footnotes including case references.  
     
Treatises are also available for individual states’ law.  While there is not much state law applicable in the patent and drug law areas, there are some important state regulations on pharmacy that may lead you to seek more information on state laws.  The best state law digest for Minnesota is Dunnell’s Minnesota Digest. 
     Search for state digests using the following LC heading:
Law reports, digests, etc. -- Minnesota.  (or other state)

     Dunnell’s Minnesota Digest, 4th Edition
Edited by Mark B. Dunnell (Mark Boothby). St. Paul, Minn., Butterworth Legal Publishers, published 1989-present .  Digest is kept up to date with pocket parts.

Includes index. 

This is a very useful treatise specific to Minnesota law in the same format as CJS or Am.Jur.2d.  This source would be an important reference when researching any area of law with specific interest in the status in Minnesota.
American Law Reports (ALR) is another important legal encyclopedia source, also referred to as an annotation.  ALR includes somewhat more sophisticated, specialized information than that found in CJS or AmJur2d. 

American law reports annotated.   
By Lawyers Cooperative, Published in Rochester, N.Y., Lawyers Co-operative Pub. Co., published 1919-present 

Updated versions are put out as ALR, ALR2d, ALR3d, etc.  

ALR index also contains a table of laws, rules, and regulations, and an annotation history table. 

Under each general topic, this source gives summaries of important cases and a general statement of the law.   Also, relevant codes and precedential cases are given for each state.  This is a great place to find the status of the law in one area, and considered a more respected source than CJS and AmJur2d by some.

k) Restatements

Restatements give concise statements of the ‘black letter’ law in a specific subject area.  Restatements are sometimes cited by courts as persuasive legal authority.  The statement of the law is followed by commentary, examples and case citations.  There is not a Restatement in the areas of patent law or drug law, but keep these in mind as you might encounter a legal issue for which the Restatement would be useful.  Areas of law covered by restatements include: Agency, Conflict of Laws, Contracts, Foreign Relations, Judgments, Property, Restitution, Securities, Torts and Trusts.     Restatements can be found by searching the in the legal subject area.

Restatement of the law, property 

 
American Law Institute.  Published in St. Paul, Minn., American Law Institute, 1999-  

Restatement is kept up to date with pocket parts.  

This source gives a concise statement of the law, followed by explanatory comments, examples and case citations.  This is a great place to start your substantive research of an area of law.
l) Legal Research Guides and Bibliographies

     Legal Research Guides are useful throughout the research process to provide instruction and guidance to general legal research.  

Bibliographies are where to go after you have done a good deal of research and want to check if there are any important materials out there you have missed.  

To find research guides and bibliographies, search for the LC headings:


Legal research – United States


Law – United States – Bibliography


Law -- United States -- Periodicals -- Bibliography – Periodicals


Legal -- United States -- Bibliography

Guides are also available specific to state law research.  State law bibliographies are not very useful in the area of drug patent law.

Searching the Law

Francis R. Doyle, et al.  2nd ed., Ardsley, N.Y.: Transnational Publishers, 1999. 


Includes bibliographical references and author index

This source lists the information by subject.  Lists sources that may be relevant to a particular research topic.  In addition to the list of sources, this book gives ‘scope notes’ and ‘course descriptions’, which are useful if you are unfamiliar with a topic.  

m) Looseleaf Treatises

     
Looseleafs are important resources because they are a great collection of information relevant to a topic.  All in one place, a researcher of a specific topic can find statutes, case law summaries, administrative laws, and news on recent developments and pending legislation.  Looseleafs are also a good source because they are updated so often.  Since so much information is provided in one place, looseleafs can be a great timesaver for a researcher.  Many looseleafs have a section with instructions on how to use the looseleaf.     

Find looseleafs by doing a LC heading search: Looseleaf publications, or go to the reference book, Legal Looseleafs in Print.  Be sure to also check the U of M law library website under electronic resources: a link to a directory of looseleaf services held by Twin Cities libraries.  

Legal Looseleafs in Print

Edited by Arlene L. Eis.  Published New York, N.Y.: InfoSources Pub., 2001.  published annually.  This is a list of titles of looseleafs in print.  Many are available on CD-rom and on the internet.  Information provided includes editor, publisher, frequency, identifying numbers and price.
In Legal Looseleafs in Print, I found one particularly promising looseleaf, but it is not available at U of M:  The Law of Chemical and Pharmaceutical Invention: Patent and Nonpatent Protection.

One very useful looseleaf that U of M does have is the Food Drug Cosmetic Law Reporter
Food Drug Cosmetic Law Reporter  

Commerce Clearing House.  Published Chicago, 1963- present

A six-volume set of ringed binders includes the core materials and most recent information and updates.  A 2001 update has been integrated in the binders. Bound volumes are issued for past ‘new developments’ issues.  The most recent bound volume is 1999.  

This looseleaf contains a variety of useful information and several finding tools:

Index to Substances – to look up a specific drug, food or cosmetic.

Table of Cases, Topical Index, Federal Laws, Guidelines for the relevant federal agencies and procedures, Food and Drug decisions, New developments, Proposed regulations and a ‘Last report letter’ – an interesting newsletter including information on very current issues before the FDA.  The latest edition was Nov. 12, 2001 and included information on the latest antibiotic drugs approved by the FDA to treat anthrax.  

Primary source materials can be found under “Federal Laws” in the Federal Law volumes. Separate volumes are available for state laws.  A Legislation Status table gives updates on pending and new legislation.  Administrative rules can be found in the corresponding section.  The reporter gives the full text of relevant federal laws, federal regulations, and some state laws.

If you have a specific food, drug or cosmetic in mind, look in the “Index to Substances”.  Otherwise, you have the option of looking up by case, topic, or federal law.  

n) Periodical indexes

     Periodical indexes list articles published.  Articles can be searched by author or topic.  A special periodical index is published for foreign periodicals. 

Find periodical indexes by searching for the LC headings: 

Law -- Periodicals -- Indexes.  

Law -- United States -- Periodicals -- Indexes.  

The best periodical index is the Current Law Index. 

Current Law Index

Contributors:  Information Access Corporation.  Los Altos, Calif., Information Access Corp.  Published monthly since 1980.

Current Law Index is published monthly, with quarterly and annual cumulations.  Search options include subject index, author index, title index, table of cases, table of statutes.  This source is also available online on Westlaw, Lexis or the University of Minnesota Law Library web page.  The Westlaw database is LRI, the Lexis database is LAWREV and file = LGIND.  (See Electronic resources, section V).

The internet method would probably be preferred over the books by most researchers for efficiency and access.  However, in some circumstances, the option of skimming over pages of a book instead on a computer screen would be faster and more convenient.

If your research requires articles before 1980, go to Index to Legal Periodicals.

Index to Legal Periodicals
H.W. Wilson Company.  New York: H.W. Wilson Co., 1908- present.  Published monthly.  CD-ROM ed. available.  Search by subject or author.  

This source is also available online on Westlaw, Lexis, and on the University of Minnesota Law Library webpage.  

o) Newsletters, Journals and Periodicals

     
Articles printed in newsletters, journals and periodicals are often the most current information available in print on a legal topic.  Journal articles from faculty and student law reviews are, of course, a mainstay in scholarly legal research.  Newsletters are a great resource, especially in rapidly changing areas of the law.  If your research deals with new developments in science and technology, or an issue that is currently being litigated, regulated or legislated, be sure to check relevant newsletters throughout your research.  Dozens of newsletters, journals and periodicals are published relevant to drug patent law.  You can find these by searching periodical indexes, above, or by electronically searching databases.  (see LUMINA, section II, and Electronic Resources, section V).   Some relevant journals are listed below. 

i) Drug Journals:

(1) Food and Drug Law Journal (FADLJ)

(2) Journal of Law and Health (JLAWH)

(3) Issues in Law & Medicine (ISSLMD)

(4) The Journal of Pharmacy and Law (JPHARM)

ii) Intellectual Property Journals:

(1) Intellectual Property Quarterly

(2) Intellectual Property Law Review

(3) Intellectual Property Journal
p) Texts

i) Treatises

     
Treatises are written by highly regarded experts in a certain field of law.  They are not authority to cite to a court, but are great references when you need an explanation of the law and how to apply it.  After gaining general familiarity with an area of law, a treatise is often a good place to go for more in-depth information.  

The major treatise of patent law is Chisum on Patents.
     Chisum on patents : a treatise on the law of patentability, validity, and infringement 

by Donald S. Chisum.  Published New York : LEXIS Pub. (M. Bender), 1978- present.
Includes bulletin, bibliography and index.  This is a highly used tool in patent practice. 

ii) Hornbooks and Nutshells

   
Hornbooks are texts that explain the general principles of law in a specific area, mostly used by law students.  Hornbooks are not very useful for research, unless you need more in-depth explanation to a certain point of the law.  Similarly, Nutshells are very basic explanations of what the law is.  Nutshells might be useful if you need a basic overview of a matter of law.

iii) Practice materials

    
Practice materials give guidance to the practicing attorney.  These materials provide checklists, model forms, and court rules.  These are wonderful for legal practice, but not as relevant to the scholarly researcher.  

    
Form books provide great templates or ‘cheat sheets’ on which to pattern your legal document.  Using the forms provided in one of these sources, an attorney can feel confident that no basic term is left out and that the document follows the regular format of a document of that type.   

Find these materials by searching in the general subject area of law.  Searching under “Practising Law Institute” is useful since PLI is a major source of these materials.

One example of a useful practice material:

     Patent law : a practitioner's guide, 3rd Edition.

Author Ronald B. Hildreth.  Published New York, NY : Practising Law Institute, 1998, with updates. 

iv) Continuing legal education

     
Continuing legal education (CLE) materials are written for practicing attorneys.  They are a good resource because they are generally very current to the status of the law (at least at the time of publication).  They are also usually very efficient, to-the-point and simple in explanations.  Continuing Legal Education materials are published by many different publishers and authors and thus harder to find.  To find CLE materials, try searching MNCAT for keyword “continuing education” and keywords for your topic.  One author/ publisher of many CLE materials is the Practising Law Institute.

An example of CLE materials:  

     Patents, the evolving law and the CAFC. 

Contributor: Minnesota Continuing Legal Education.  Published St. Paul, Minn.: Minnesota Continuing Legal Education, 2000.  

Includes bibliographical references.   This booklet includes summaries of recent federal circuit patent decisions and several articles by practicing attorneys commenting on the law or providing strategy and tips to practitioners.  

q) Government Publications

     
Statutes, regulations, legislative history – all are very important government publications.  However, the government publishes many more types of government publications than just these materials.  The U.S. government offices publish a huge number of reports.  Government - provided information is some of the most persuasive data a researcher can use, especially if the data is being presented in a U.S. court of law.  Statistics from the U.S. Census Bureau or Bureau of Statistics are perceived to have more credibility than statistics from other sources.  Both patents and drugs are highly regulated and well-documented areas, so there is plenty of relevant government information out there.  Some of the tools for finding this information are listed below.    

     Monthly Catalog of United States Government Publications

Issued by the Superintendent of Documents.  Washington, D.C., Published monthly since 1895.  A bibliography for all government publications.  

The Statistical Abstract of the United States

Contributors:  United States Bureau of Census, Dept. of Treasury, Bureau of Statistics,   Dept. of Commerce and Labor, Bureau of Foreign and Domestic Commerce.  Published Washington, D.C., annually.  This source has several interesting charts and tables related to drug patent law:  Health Care Statistics, Retail Drug Sale Figures, Science and Technology: Research and Development Funding Information.

The American Statistics Index

Congressional Information Service, published Washington, D.C., monthly.  A comprehensive guide and index to the statistical publications of the U.S. government.  This source contains similar data to The Statistical Abstract.  The American Statistics Index appears to have more information included than The Statistical Abstract.

See also Statistical Universe in the Electronic resources section.

r) Reference librarians and other people resources

   
At anytime in your research, a reference librarian can provide feedback, insight and suggestions for your research path.  These experts in legal research will almost always be able to help you find new resources and approaches.  In addition to general research help, research librarians can also assist when materials are difficult to use.  For example, Indexes to the CIS can be difficult to figure out.  

    
Professors and attorneys specializing in the specific legal field might also be able to point you to a case or a reference new to your research.  Most professors are happy to talk about research in their preferred area of the law.  

    
Attorneys are also usually willing to give suggestions for research.  If your research deals with an important recently litigated case, there is a good possibility that the case’s litigators would welcome research-oriented questions about the case.  I know of one student who called the plaintiff's attorney of an important recently decided case.  The attorney was happy to assist the student, and even went so far as to mail the student the briefs and some files from the case.  Approaching an attorney whom you have never met requires some discretion and tact, but flattery tends to go far with most attorneys.  Suggesting that you agree with his or her side of the issue helps tremendously.   

    k)  Directories

     
Many directories are available to find people, organizations and offices related to the legal field.  


Suggested LC Search headings:



Lawyers – Minnesota – Directories



Lawyers – United States -- Directories



Law – United States—Directories 



Patent Lawyers – United States – Directories 



Judges – United States – Directories



Courts – United States – Directories



Administrative agencies – United States – Directories



United States – Officials and employees -- Directories

For example:

The Official Congressional Directory

Issued by the Superintendent of Documents. Published Washington, D.C., annually.  The   directory is also available on the internet at: www.access.gpo.gov/congress/cong016.html

 This is the official directory of congress members.  

l)  Non-legal Information Sources

   The topic of drug patent law is influenced by a number of disciplines including science, medicine, sociology, economics and politics.  Each of these areas have a wealth of informational sources.  

Guide to Reference Books, 11th Edition.


Edited by Robert Balay, Published Chicago : American Library Association, 1996
Many reference books are available related to drug patents.  Depending on your research emphasis, you might want to pursue references of different fields: scientific references for pharmaceutical compounds, medical references on disease and medicine use, or economic data for the drug industry.  Several of the references found in Guide to Reference Books are also available online.  See Electronic resources, section V.
Encyclopedia of associations.

Editors: Frederick G. Ruffner and Margaret Fisk.  Published Detroit, Mich., Gale Research Co., published 1961-present.  
Associations often publish newsletters or reports that might be relevant to your research.  The association could also provide contacts to attorneys or specialists in the area of law.

Ulrich's international periodicals directory. 

Ulrich, Published New York : Bowker, published 1965 – present. 
Also available online through DIALOG.

Similar to other periodical directories.   Useful for researching international aspects of U.S. drug patent law and international patent law.

One particularly useful resource for a drug patent researcher:

Physician’s Desk Reference


Medical Economics, Rutherford, N.J., Medical Economics.  Published annually since 1946.  This source includes classifications for drugs, generic and chemical names, product information (including possible side effects and dosage recommendations).

Also see many non-legal sources listed in Electronic Resources, section V.


m) Digests


Digests are a method of finding caselaw.  The digests provide brief abstracts of court opinions.  Judicial opinions are organized under seven main categories of law, 32 subheadings, and more than 400 topics identified by code number.  To find the topic relevant to your research several options for searching are available.  Digests are available for each region (Minnesota in the Northwest Digest).  State and more general federal digests are also available.

  
One way to approach digest searching is to use the descriptive word index.  “Patent” and “drug” are good descriptive words to start with.  You can always go to more specific terms after finding the appropriate general digest subheading for your research.  Once you have found a category of law and a subheading that is appropriate, look through the listing at the beginning of the section to see which topics sound most promising to your topic.  Digests are updated with pocket parts so do not forget to check for the most recent cases on your topic.    

V.  Electronic Sources
The two large commercial legal websites are Westlaw and Lexis.  Both are very well established and offer information on almost any legal topic you can think up, you just have to know how to find it.  Both of these sites are very expensive to use in practice, so it would be worth your time to familiarize yourself with the growing number of free legal websites and alternative means of online legal research.  Westlaw and Lexis offer very similar services, and it seems to come down to personal preference as to the layout and minor differences in features offered.  Both sites offer caselaw, secondary sources and statutory and regulatory materials.

Both companies offer free materials on how to use their sites.  Visit the computer lab on the first floor of the library to pick up informational materials and to talk with staff – always eager to help with online research.   Both sites offer 24-hour phone research assistance.  Westlaw has recently started to offer an instant messaging option allowing a user to ask reference attorneys research questions while you are on the site. 

d) Westlaw

www.westlaw.com

e) Lexis

www.lexis.com

f) Internet Resources

Many researchers will start their searches of a topic online rather than in the ‘stacks’.  I would urge the researcher of a new legal topic to avoid going straight to caselaw research on Lexis or Westlaw, as jumping into caselaw often complicates things.  First get a basic overview of the law and an idea of what resources are out there.
Legal resource sites:

To access USC, several options are available.  

1. www.law.cornell.edu/uscode/

2. www.access.gpo.gov/congress/cong013.html

This website offers superior search capabilities.

3. www.uscode.house.gov/usc.htm

This is the official internet version of the USC.  Good for citing as  authority.

Administrative materials searching:

1.)  Congressional Universe which is accessible via the law library's homepage at: http://www.law.umn.edu/library/home.html 

Searching administrative materials:  The advantage of this website is that it is searchable and current through Nov. 7, 2001 issue of the Federal Register.   A major disadvantage of the site is that the database only includes FR material back to 1980.

2.)  GPO Access at: http://www.access.gpo.gov 

Along with the option to search US Code, you can also search administrative materials:  The FR database only goes back to 1995 on this website.  Very basic search tools offered.  The website is somewhat difficult to maneuver.  
You can also search the Monthly Catalog on GPO access by keyword.  This version of the Monthly Catalog offers a short or detailed record of the source.

Some Non-legal sources:  
Before jumping into the often overwhelming results of internet search engines, check out the resources provided by the University library webpages.

Useful links pertinent to drug patents on the main LUMINA page (www.lib.umn.edu):

· Centers for Disease Control and Prevention (CDC)  - (a great resource for health statistics and current health issues)

· MEDLINEplus  (Provides links to drug information, medical dictionaries, a medical encyclopedia and information on many diseases)

· MICROMEDEX  (Access to drug information resources, including DRUGDEX; POISINDEX; Martindale, the Extra Pharmacopoeia; and Physician's Desk Reference.) This link is restricted to U of M students, staff and faculty.

· The Merck Manual (Online book on the diagnosis and treatment of numerous diseases.)

· Electronic journals:  


· The American journal of international law

· The Journal of health politics, policy and law 

· Drug development research

· International journal of drug policy

      The LUMINA site also offers the very convenient feature of free downloads of dissertations published since 1997 by U of M doctoral candidates.  Search in MNCAT for dissertations relevant to your research topic and you can get a downloaded version emailed to you.  A quick search yielded some very relevant doctoral dissertations on the topics of pharmaceuticals, patents, drug discovery and economics.

The U of M law library website, which can be accessed through the main LUMINA site, or at http://www.law.umn.edu/library/home.html, also provides useful links and information to the legal researcher of drug patents.  

· Pathfinders available on the University of Minnesota Law Library Website:  

· Researching Health Law and Bioethics: A Guide to Selected Resources Available at the University of Minnesota, by Suzanne Thorpe, January 1999 

· Health Law: Selected Internet Resources,  by April Schwartz, January, 1999
· Intellectual Property Research, by George Jackson, May, 2000
· Federal and Minnesota Regulations, by Suzanne Thorpe

· Statistical universe online: www.law.umn.edu/library/tools/Eresources/ERDirectory.html
This is a user-friendly way to search for relevant statistical tables.  Many search options are offered, including geographical region, date of publication, publisher or even frequency of datapoints. 

· Indexes to periodicals, domestic and foreign.

· Several legal databases (some are full-text)

· Several Indexes and Abstracts

· Many more resources for the legal researcher

Government internet resources:
The websites for the two government agencies involved in this research area (the Food and Drug Administration and U.S. Patent and Trademark Office) both offer excellent websites, packed with useful information and interesting articles.

U.S. Food and Drug Administration website: www.fda.gov

This site provides useful information about drug approval and regulations, lists of approved drugs, drug information and guidance to FDA regulations.  There are also very nice links to educational pages including:

· Center for Drug Evaluation and Research's new site for educational seminars

· The first seminar:  “New Drug Development in the United States”

· Recent news about FDA-related issues, accompanied by FDA “talk papers” or prepared informational statements.  Several of these news stories are less than two weeks old – very hot topics.  

· Bioterrorism: Drug Preparedness and Response

· Guidance on protection of children and adults against thyroid cancer in case of nuclear accident.

U.S. Patent and Trademark Office website:  www.uspto.gov

This is a wonderful resource to the patent researcher.  Do searches for patents and trademarks and find information on PTO policies and rules.  The site also gives a nice ‘How to’ section on the procedures of getting a patent or trademark.  This is one of several sites where the full-text of all U.S. patents is available online. 

Countless other websites are available on the topic with varying degrees of usefulness.  Instead of doing general searches through normal internet search engines, I recommend first searching through the links from the University library website.

VI.  Updating Sources

c) Shepard’s Citators

      Shepard’s is a tool to find what sources refer to a particular legal authority.  By checking Shepard’s, a researcher can find out whether a certain authority is still good law.  If a later case overrules your authority, check the status of the later case to make sure that the law in that area has not again been overruled.  Shepard’s can also be a finding tool for later cases on the same topic.  Shepard's results sometimes depend on which version of Shepard's used.  Shepard’s versions include regional and state reporters, for example.  

Checking every appropriate volume (every volume since the date of the case) of Shepard’s is important to get thorough results.  Start with the volume of Shepard’s that covers the case reporter where the authority is found, and find every supplement published after that.  To verify that you have every volume, see the “What Your library should contain” section in the latest pamphlet.  ‘Checking’ Shepard's means looking at the entry for the appropriate volume and page of  the source reporter in the Shepard’s volume.  If there are no entries for that Shepard's, the authority was not cited during that period.  If there is a citation to your authority, code letters will indicate whether the authority was negative or positive, and to what degree.  Any negative references should be checked to see if the law has been changed since the ruling of your authority.  Any positive treatment might indicate a more recent on-point case.  Often it is the case that a negative treatment will be in regard to a point in the case unrelated to your use of the authority.  

Either Shepard's Citators or online Citators (through Lexis or Westlaw) should be used for every cited case to assure that all of your cases are the current and most correct statement of the law. 

d) Online Citators

     Online Citators perform the same function as Shepard’s Citators, without the problems of checking numerous volumes.  The Online Citators, Westlaw Key Cite and Lexis Shepard’s Online are very similar features allowing a researcher to quickly and thoroughly check the status of a case, law or decision.  The scope of both services cover the entire Lexis or Westlaw database, from the late 1700’s to date.  Authorities include US Code, statutes from all states and the CFR.  Both websites make it very easy for a researcher to check the status of a case.  The “KeyCite” tab in Westlaw or the “Check a Citation” tab in Lexis will lead you to a box  to enter your citation to be checked.  If you wish to check the status of a case you are viewing on-screen, both provide quick links that will instantly do the citation search for you.  

    Both services allow the researcher to link directly to the case or statute that references your citation, to the exact point in that case that it is mentioned.  Both offer automatic updates if you wish to be notified by email if a new reference to your citation appears in the caselaw or statutes.  One especially useful feature of the Westlaw Citator is the ‘depth of treatment’ stars, which indicate how extensively the citation is discussed in the later case.  Both online Citators have significant timesaving advantages over the Shepard’s printed version.  

VII.  CONCLUSION  


A researcher in the area of drug patents has a great number of resources available, both legal and non-legal sources.  This area of law is very inter-disciplinary and you must define the scope of your research early to avoid being overwhelmed by the amount of materials available.  A researcher should first get an overview of the law and current issues.  Looseleaf service newsletters might be a good place to begin.  The internet can also be a nice starting point, as long as you do not get bogged down in the enormous amount of information on the web.  I would recommend starting at the USPTO and FDA websites, perusing current news and new policies.    Check out the USC to relevant laws and secondary materials.  Then go to the secondary materials – legal encyclopedias and digests.  LUMINA and the library website provide very useful links to information sources.  I would recommend becoming familiar with these links early in your research, as they could save you a lot of time in getting to substantive research.  

