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EDITOR'SPREFACE

Thisissue of Research Management Review contains an eclectic mix of articles, thought-
provoking in their own right, that make for an interesting read for research administrators. These
articles reveal the depth of the research administration profession and how the field of research
adminigtration ties to and interacts with other professions and fields.

Attorney Todd E. Garabedian's article, “ Recent Developments in Intellectua Property Law:
Avoiding Traps in the Pursuit of University Research,” begins thisissue by discussing recent
court cases, legidative actions, and patent office policy changes that impact the administration of
intellectual property (IP). Of practica value to the research administrator and technology transfer
professiona are his suggestions for the administration of intellectual property.

Attorney Robert J. Kenney, Jr. discusses the Northwestern University settlement with the federal
government in his article, “* Dual Compensation’ and * Separate Compensation’” Arrangementsin
the Wake of the Northwestern University Settlement.” This settlement, involving sdary costs and
effort reporting, has had an impact upon research administration that is still being felt.

A central issuein intellectual property is valuation of such assets. Professor Jeffrey H. Matsuura
of the University of Dayton School of Law, in “An Overview of Intellectual Property and
Intangible Asset Vauation Models,” discusses different economic models for intellectual

property and other forms of intangible assets. He points out that lega rights of ownership and
control of intangible assets are critical components of the economic value of those assets and
hence need to be incorporated into the most commonly used methods.

Lest you think that thisissueis al about law and lawyers, the fina article, Stephen Hansen's and
Kim Moreland' s “ The Janus Face of Research Administration,” should put your concerns to rest!
This article is a thought-provoking read about the changing nature of research administration and
how research administrators must adapt to and change in response to the environment. They
conclude that only by being “Janus faced” can research administrators address the problems
inherent in managing research and sponsored programs.

Asthese articlesillustrate, the field of research administration is constantly changing. A prudent
use of flexibility isthe order of the day, understanding not only the past, but confidently meeting
the challenges of the future.

JAMESJ. CAsEY, JR., J.D.
BRADLEY UNIVERSTY
EDITOR

JUNE 2004

© 2004 Nationa Council of University Research Administrators 2



Research Management Review, Volume 14, Number 1
Spring 2004

Recent Developmentsin
Intellectual Property Law:
Avoiding Trapsin the Pursuit of
University Research

Todd E. Garabedian, Ph.D., J.D.
Wiggin & Dana LLP

ABSTRACT

U.S. patent laws have undergone many changes in recent years, both through Congress and the
courts. This article summarizes recent devel opments relating to judicial decisions, legidative
initiatives, and patent office policy, and provides some practical advice relating to administration
of intellectua property. Asillustrated by the latest judicia decisions, the law makes no
distinctions between academic research and research done for commercialization and profit.
Therefore, those involved in research administration at not-for-profit organizations, colleges, or
universities must not assume that they will be treated differently or that certain provisions of the
patent laws do or do not apply to them. Such assumptions can have a severe impact on the ability
to license the technologies developed at these ingtitutions. Instead, those involved in research
adminigtration should adopt a“commercidization” mindset in order to successfully identify,
protect, and capitalize on intellectua property generated at the ingtitution.

INTRODUCTION

In 1980 Congress passed the Bayh-Dole Act,' which for the first time permitted universities and
small businesses to own inventions made with federal funding and to become directly involved in
the commerciaization process of those inventions. The purpose of the new law was to have the
public benefit from the fruits of federally funded research through the transfer of new technology
from academia to the marketplace. After more than 20 years, it is readily apparent that university
technology transfer has helped to create new businesses and industries, and open new markets.
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Shortly after passage of Bayh-Dole, colleges and universities began to develop and strengthen
their capabilities to effectively engage in the patenting and licensing of inventions. Although
university technology transfer offices today perform awide variety of highly speciaized
functions related to the patenting and licensing of inventions, most utilize outside patent counsel
to develop and maintain patents that protect their intellectua property. Since enactment of Bayh-
Dole, and with the assistance of outside patent counsel, technology transfer offices at most
colleges and universities have become quite sophisticated in playing the “patent game.”

Like everyone dse, colleges and universities are subject to the U.S. patent laws, codified at 35
United States Code. The patent laws have undergone many changes and interpretations in recent
years that add to the already complex tasks of the technology transfer office, its staff, and those
involved in research administration. This article summarizes several of the more important
judicia decisons and issues relating to intellectua property rights and what implications they

have on university research policies and procedures. While in no way a comprehensive study, the
following analysis can serve as a starting point for those involved in university research
adminigtration to enact or change conventiona procedures in view of the changing law.

RECENT CASE LAW

New Railhead Mfg., LLC v. Vermeer Mfg. Co.:? Provisional ApplicationsMust Meet
Statutory Disclosur e Requirements

On July 30, 2002 the Court of Appedlsfor the Federa Circuit, effectively the highest Federal
Court to decide patent matters, held that New Railhead’ s patent was in public use more than a
year before patent filing and therefore invalid. Although one issuein this case centers around
“public use,” this case is instructive for its discussion of the requirements of a provisional patent
gpplication.

Briefly, New Railhead owed United States Patent Nos. 5,899,283 (“the ‘283 patent”) and
5,950,743 (“the * 743 patent”), drawn to a drill bit for horizonta directiona drilling of rock
formations and a method for horizontal directional drilling, respectively. New Railhead sued
Vermeer Manufacturing for infringement based upon its manufacture and distribution,
respectively, of a competing drill bit. In the lower court, both patents-in-suit were invalidated
based on sales made more than one year before the filing date of the patent application.

As apart of the Uruguay Round Agreements Act,’ the patent |aws were amended to allow
gpplicants for United States patents to file provisional gpplications that could provide the priority
date for a non-provisiona utility application filed within one year of the provisional.* Such a
provisiona application need only include a specification conforming to the written description
requirements of the patent laws’; no claims are required. However, the Court indicated that for
the non-provisiond utility application to be afforded the priority date of the provisiona
gpplication, the two applications must share at least one common inventor and the written
description of the provisiona must adequately support the claims of the non-provisiond
gpplication:

An application for patent filed under section 111(a) or section 363 of thistitle for an

invention disclosed in the manner provided by the first paragraph of section 112 of this
title in a provisond application filed under section 111(b) of thistitle, by an inventor or
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inventors named in the provisiona application, shall have the same effect, as to such
invention, as though filed on the date of the provisiona application filed under section
111(b) of thistitle, if the application for patent filed under section 111(a) or section 363

of thistitleisfiled not later than 12 months after the date on which the provisiona
application was filed and if it contains or is amended to contain a specific reference to the
provisiona application.®

According to the Court, the specification of the provisonal must “contain a written description of
the invention and the manner and process of making and using it, in such full, clear, concise, and
exact terms’ to enable an ordinarily skilled artisan to practice the invention claimed in the non-
provisiona application.’

The Court indicated that because the parties did not dispute that the patented drill bit was the
subject of acommercial offer for sale more than one year before the utility application was filed,
the * 283 patent was invalid if it was not afforded the priority date of the provisiona application.
After reviewing al the evidence, the Court concluded that the provisiona application did not
adequately support the invention claimed in the ‘ 283 patent. As aresult, the ‘ 283 patent was not
entitled to the filing date of the provisiona application. Accordingly, because the utility

application issued as the ‘ 283 patent was filed more than one year after the commercia offers for
sale, the * 283 patent was found to be invdid.

This caseillustrates clearly that a provisona application must fully disclose the invention
claimed in any subsequent utility application in accordance with the written description
requirement of the patent laws, including a full description of how to make and use the invention,
and the best way to practice the invention (e.g., the “best mode™). To not do so can result in
denid of any priority filing clam, or, asin this case, invaidity of an issued patent. Thispoint is
significant because at many universities, it is often a practice to file a provisional application so
that an early filing date may be claimed. In my experience, to save costs, those provisional
gpplications may be filed by the technology transfer office itself, usualy using a copy of the
inventor’s latest grant proposal (often including financia or collaboration information), a draft
manuscript, or an invention disclosure form that was provided to the technology transfer office by
the inventor. However, in many cases, these documents do not adequately meet the disclosure
requirements of the patent laws, and thus the provisiona application may be worthless for
establishing an early filing date. In addition, any potentia licensee of the technology will likely
review the filed provisona application, usudly in consultation with their IP counsel, and may
conclude that the university’s provisional gpplication is too risky to license due to an ambiguous
or incomplete disclosure.

A better practice would be to have IP counsd prepare and file the provisiona application. IP
counsel isin the best position to review the disclosure materials and make sure that the disclosure
meets the written description requirements of the patent laws. |P counsel can also redact financial
and collaboration information that a potentia licensee may not wish to disclose, or statements

that can affect the patentability of the invention. The former consideration is often important
because the provisiona application will become a public document on issuance of any utility

patent that claims priority to it.
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University of West Virginia v. VanVoorhies:® Graduate Students and Other
University Employees Must Assign Patent Rightsto University

On January 30, 2002, the Court of Appedls for the Federal Circuit held that a former graduate
student must assign his patent rights to the University. The Court determined that one patent
application must be assigned because an agreement executed by the graduate student covering an
earlier patent required him to assign subsequent patent applications. A second patent application
must be assigned because the University’s patent policy statement requires assignment of all
inventions made by graduate students. This case is instructive for its discussion of the broad
language used in the assignments and patent policy.

Briefly, VanVoorhies was a Senior Design Engineer for General Motors Corporation before he
enrolled in graduate school at University of West Virginia (UWV) to pursue a Ph.D. in
engineering. He went to UWV specifically to work with one particular professor, Dr. James E.
Smith, after which Smith and VanV oorhies investigated antennae for wirel ess power
transmission. In November 1991, VanV oorhies submitted an invention disclosure form to UWV
describing that invention and listing Smith as a co-inventor. The UWV Patent Policy appliesto
“Univergty personnel” who are defined as “dl full-time and part-time members of the faculty and
staff, and al other employees of the University including graduate and undergraduate students
and fellows of the University.” The Policy states:

The University owns worldwide right, title and interest in any invention made at least in
part by University personnel, or with substantial use of University resources, and unless
otherwise agreed, this Policy applies to any invention conceived or first reduced to
practice under terms of contracts, grants or other agreements. . . . [t]he inventor shall
cooperate fully with the University in al respects; to the evaluation of an invention, the
preparation of the filing and prosecution of an application and the transfer of rightsin the
same as well as the maintenance and protection of any resultant patents.’

In November 1992, VanV oorhies and Smith assigned al rights to that first invention to UWV.
The written assignment extended to that first patent application, as well asto all continuation-in-
part (* CIP’) applications relating to the invention, as follows:

[T]he undersigned does (do) hereby sdll, assign, transfer and set over unto said assignee,
its successors and assigns, the entire right, title and interest in and to said invention or
inventions, as described in the aforesaid application, in any form or embodiment thereof,
and in and to the aforesaid application; . . . aso the entire right, title and interest in and to
any and all patents or reissues or extensions thereof to be obtained in this or any foreign
country upon said invention or inventions and any divisiona, continuation, continuation-
in-part or substitute applications which may be filed upon said invention or inventionsin
this or any foreign country; and the undersigned hereby authorize(s) and request(s) the
issuing authority to issue any and all patents on said application or applications to said
assignee or its successors and assigns (emphasis supplied).™

Following completion of his dissertation and award of his doctoral degree from UWV,

VanV oorhies then invented a second invention during the short interval between receiving his
Ph.D. and beginning his work as a Post-Graduate Research Assistant Professor at UWV. UWV
prepared a continuation-in-part (“CIP") application directed to the second invention, and named
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VanVoorhies as the inventor. However, VanVoorhies refused to sign an assignment on this
second invention. Separately, VanVoorhies filed his own patent application, also directed to the
second invention, listing himself as the sole inventor. However, unlike the application filed by
UWV, VanVoorhies' application was not designated as a CIP of the original application. He
assigned al interest in that application to his own company, VorteKx, P.C.

The Court first determined that VanV oorhies was obligated to assign the second CIP patent
gpplication to UWV under the assignment for the first application. The Court indicated that the
second application met the criteria for being a CIP application. Since the assignment
VanVoorhies signed with respect to the first invention expressly required him to assign al CIPs
of the origina application to UWV, the Court concluded that VVanV oorhies was required to assign
the CIP application to UWV, and that he breached his duty by refusing to do so.

The Court then determined that VanV oorhies was obligated to assign to UWV the second
invention he filed himsalf and that was not designated as a CI P because that application fell under
the University patent policy. According to the Court, that policy broadly applied to al

“University personnel,” which includes “dl full-time and part-time members of the faculty and
staff, and al other employees of the University including graduate and undergraduate students
and fellows of the University.” Under the policy, UWV owns al inventions that are made by
University personnel or made with substantial use of University resources. Thus, any inventions
made by VanVoorhies pursuant to his graduate studies rightfully belonged to UWV.

This case illugtrates clearly the importance of assignments and a comprehensive university patent
policy. With respect to assgnments, in most cases it is desirable that the assignment broadly
include language referring to al types of continuing applications (both foreign and domestic),

such as divisiona applications, continuation applications, renewa applications, reissue
gpplications, and, as here, continuations-in-part. It should be noted that in the case of a division or
continuation application (which necessarily includes the same subject matter as the corresponding
origind application), the U.S. Patent and Trademark Office takes the position that a prior
assignment recorded against the origina application is applied to the divison or continuation
application because the assignment recorded against the original application gives the assignee
rights to the subject matter common to both applications. In the case of a CIP, however, a prior
assgnment of the origina application is not applied to the CIP agpplication because the
assignment recorded against the origina application gives the assignee rights only to the subject
matter common to both applications, and not the new meaterial in the CIP application. Asa
practical matter, CIP applications should have a new assignment executed and recorded. In any
event, an assignment should be signed by al inventors and recorded as soon as practicable.

With regard to patent policies at colleges and universities, most of the patent policies | have
reviewed are deficient in one or more areas. In some cases, a university may not have a patent
policy at all, or it has been years since it was updated (if they can find a copy of it). Regarding
content of the policy, al university patent policies should broadly indicate, among other things,
that the university owns worldwide rights to al inventions made at the university by al university
personnel who are funded by the university, or who use university facilities or materials.
University personnel should aso be broadly defined as including full- or part-time faculty, staff,
students (both graduate and undergraduate), postdoctoral associates, non-academic employees,
fellows, residents, outside consultants, appointees, or visitors. The university patent policy should
also state that acceptance of the patent policy is a condition of employment or enrollment, and al
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employees of the university should be provided with a copy of the policy. These steps should
make it clear that the univergty isthe owner of all inventions made by al personne affiliated
with the university, should a dispute arise.

Madey v. Duke University:'* A Narrowing of the Experimental Use Exception to
Patent Infringement

On October 3, 2002, the Court of Appeals for the Federal Circuit overturned a summary judgment
that Duke University had an experimental use defense against claims by former professor Dr.
John Madey that Duke infringed his patents on free electron laser devices. Duke used equipment
incorporating the patented inventions for a research project in a physics laboratory, and claimed
the uses were immune from infringement under the so-called “experimental use exception” to
patent infringement. However, the Court determined that the defense does not immunize any
conduct that isin keeping with the aleged infringer’ s legitimate business. The Court found that
research projects further aresearch university’ s business objectives, and are thus not entitled to
protection under the experimental use exception. This case is significant because universities can
no longer infringe valid patents, claim the activities are protected under “experimental use,” and
suffer no consequences.

The facts were as follows. An opportunity arose for Dr. Madey to consider leaving Stanford
University, where he was a tenured professor, and take a tenured position at Duke University. In
1989, Dr. Madey moved his free electron laser (“FEL") research lab from Stanford to Duke. The
FEL lab contained substantia equipment, requiring Duke to build an addition to its physics
building to house the lab. In addition, during his time a Stanford, Dr. Madey had obtained sole
ownership of two patents practiced by some of the equipment in the FEL lab.

At Duke, Dr. Madey served for amost a decade as director of the FEL lab. However, in 1998, he
resigned from Duke. Duke continued to operate some of the equipment in the lab. Dr. Madey then
sued Duke for patent infringement of his two patents. The University contended that such
operation was protected under the “experimental use exception” to patent infringement.

A so-called “experimental use’ exception to patent infringement has long been recognized under
U. S. law. This exception provides that infringement does not occur if the otherwise infringing
acts are for amusement, to satisfy idle curiosity or for philosophical inquiry. However, if the
infringing acts are for commercia purposes, the exception does not apply and infringement can
result. Many universities have interpreted the experimental use exception to patent infringement
as providing immunization for research activities that are conducted at a university that would
otherwise arguably infringe avalid U.S. patent. However, the Court strongly disagreed and held
that universities that conduct and derive benefit from research are not exempt from charges of
patent infringement. The Court stated:

... [O]ur precedent clearly does not immunize use that is any way commercia in nature.
Similarly, our precedent does not immunize any conduct that is in keeping with the
aleged infringer’s legitimate business, regardless of commercia implications. For
example, magjor research universities, such as Duke, often sanction and fund research
projects with arguably no commercial application whatsoever. However, these projects
unmistakably further the ingtitutions’ legitimate business objectives, including educating
and enlightening students and faculty participating in these projects. These projects aso
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serve, for example, to increase the status of the ingtitution and lure lucrative research
grants, students, and faculty.*?

The Court continued:

In short, regardless of whether a particular ingtitution or entity is engaged in an endeavor
for commercia gain, so long as the act isin furtherance of the aleged infringer’s
legitimate business and is not solely for amusement, to satisfy idle curiosity, or for
grictly philosophical inquiry, the act does not qudify for the very narrow and strictly
limited experimental use defense. Moreover, the profit or non-profit status of the user is
not determinative.™

Previous case law had suggested the experimental use exception may exempt university
researchers from patent infringement if the research had no commercial application.™* However,
the Court has now held that the real test is whether the research furthers legitimate business
objectives of the aleged infringer. Since the research activities a a university are now considered
alegitimate business interest, colleges and universities can be sued for patent infringement if they
do not obtain licenses from the patent holders for the patented technology or instruments they use
in their research. The Madey case has been appealed to the U.S. Supreme Court for clarification
of the experimenta use exception. The Supreme Court will hear the casein Fal 2003 and a
decision is expected by 2004.

Recently, Congress has become involved in addressing the experimental use exception. Two bills
were introduced that relate to the effects of gene patenting on biomedical research and patient
care, and seek to exempt the use of patented genetic sequence information “for the purposes of
research.” ™ The legisation specifically excludes individuals or entities engaged in commercia
activities. The purpose of the hillsis to provide medica personnd and medica ingtitutions with
protection from patent infringement, analogous to exemptions granted to doctors utilizing

patented medical or surgica procedures. One bill, The Genomic Research and Diagnostic
Accessibility Act of 2002 (H.R. 3967), provides an exemption from patent infringement ligbility
for the use of any patent or for any patented use of genetic sequence information for purposes of
research. Under the draft legidation, the exemption would apply to al genetic sequences and
would aso add an infringement exemption for medica practitioners using diagnostic tests. The
bill is currently pending in Congress.

As evidenced from the Madey case and recent legidation, the experimental use exception is
coming under closer scrutiny, and the courts will undoubtedly have a hand in resolving the issues
in the future. In the meantime, colleges, universities, and other not-for-profit research ingtitutions
must investigate whether technology they or their faculty intend to use is protected by U.S.
patents and whether those patents are currently in force. If the technology is covered under an
enforceable U.S. patent, the university must either take alicense from the patent owner, design
around the claimed subject matter, or not use the technology. In al these cases, however, patent
counsdl should be involved in the decision-making process to assure the desired resullt.

Integra Life Sciences v. Merck KgaA et al.:'® Activities Not Related to Clinical
Testing Do Not Fall into the Statutory Exception to I nfringement

On June 6, 2003, the Court of Appedls for the Federa Circuit upheld a decision that Merck
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infringed Integra s patents relating to peptides that promote adhesion of cells. Merck had
conducted pre-clinical research using the patented peptides as tools to identify new drugs. The
issue before the Court was whether Merck's use of the patented peptides fell within the “ safe-
harbor” exemption from infringement recited in the patent laws at 8271(€)(1). The Court decided
Merck's activities did not fall within the exemption because the activities were not “ reasonably
related” to clinicd testing to obtain FDA approval. This case is significant for any ingtitution that
utilizes so-called “research tools’ that are the subject of a U.S. patent because, in an infringement
proceeding, the defense that at some point in the future the data generated by use of the tools
could be used in a submission to the FDA is now applicable only under narrow circumstances.

Briefly, Integra owned five U.S. Patents relating to a short tri-peptide segment of fibronectin
having a specific sequence, termed RGD. Merck & Co., in collaboration with The Scripps
Research Ingtitute, worked on a research project to identify potential drug candidates, and utilized
peptides claimed in the five Integra patents as “research tools.” Believing the research was a
commercid project that infringed its RGD-related patents, Integra offered Merck licenses to the
patents-in-suit. However, after lengthy negotiations, Merck declined. Integrathen sued Merck
and Scripps for patent infringement. Merck answered that its work with Scripps fell under the
safe harbor exemption to patent infringement afforded by the patent laws, 8271(e)(1), which
states:

It shall not be an act of infringement to make, use, offer to sdll, or sell within the United
States or import into the United States a patented invention (other than a new animal drug
or veterinary biologica product (as those terms are used in the Federa Food, Drug, and
Cosmetic Act and the Act of March 4, 1913) which is primarily manufactured using
recombinant DNA, recombinant RNA, hybridoma technology, or other processes
involving site specific genetic manipulation techniques) solely for uses reasonably
related to the devel opment and submission of information under a Federal law which
regulates the manufacture, use, or sale of drugs or veterinary biological products
(emphasis supplied)."’

In rgecting Merck’s claim that these activities were protected under 8271(¢)(1), the Court
concluded that 8271(€e)(1) was enacted to permit generic drug manufacturers to conduct testing in
advance of a patent’s expiration so as long as those activities were reasonably related to securing
FDA approval. The Court noted that the intent of the statute is to facilitate the immediate entry of
safe, effective generic drugs into the marketplace upon expiration of a pioneer drug patent, and
activities that do not directly produce information for submission to the FDA do not qualify for
exemption under the safe harbor provision. The Court stated that the “FDA has no interest in the
hunt for drugs’*® that may or may not later undergo clinical testing for FDA approval. Thus, the
Court concluded that Merck’s work was not reasonably related to clinical testing to obtain FDA
approval.

After earlier judicia decisions of lower courts that first permitted the importation of products
derived from the off-shore use of patent research methods;"® and then protected from
infringement liability the use of patented intermediate compounds to discover other compounds;®
the Court emphatically found that early stage discovery research activities were not “solely for
uses reasonably related to the development and submission of information under a Federal law”*
and thus not protected by the safe harbor afforded by 8271(e)(1).
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Inits analysis, the Court considered the RGD peptides to be “research tools’ that could be used to
facilitate the identification of new theragpeutic drugs. The Integra decision provides owners of
research tool patents with some comfort that unless the research tool is used for clinical testing,
infringement of the patents may result. From a practical standpoint, this decision provides some
breadth to research tool patents and may cause potential users of the patented tool to steer clear of
the patents, or take a license. In addition, holders of research tool patents may now assert their
patents against potentia infringers, even if the infringing use is related to drug development
activities that may be used at some indeterminate time in the future for the development of data
for regulatory approval.

For ingtitutions conducting biomedica research, this decision is a double-edged sword. On the
one hand, patents that can be considered “research tools’ owned by the institution have been
reinvigorated because the infringement exemption under §271(€)(1) has been clarified to
encompass only uses directly related to generating data for FDA approvals. As noted above, this
clarification explicitly excludes early stage research designed to merely identify potentia drug
candidates. Accordingly, patents covering specific research tools may be used to stop infringing
use of that tool in research by a competing laboratory or institution. On the other hand, research
ingtitutions must be careful not to infringe research tool patents owned by another ingtitution.
Since the 8271(€)(1) defense applies only to testing performed that directly generates data for
FDA use, any other unauthorized use of the tools claimed in these patents likely resultsin
infringement. Research institutions that use research tools should consult patent counsel to
determine if they are free to use a specific research tool, or, if the toal is patented, whether and
what type of an arrangement with the patent owner would be advisable.

ADDITIONAL (AND OFTEN CRUCIAL) POINTSTO REMEMBER

While the above court cases illustrate some of the recent judicia decisions relating to intellectual
property rights, those managing research ingtitutions or groups should also be aware of additiona
pitfalls that could severely impact intellectua property rights.

Publication of Technical Research in the Absence of a Filed Patent Application

Publication of technical research without having first filed a patent application can have a
tremendous negative impact on intellectual property rights. Under the U.S. patent laws, a one-
year grace period is permitted between the publication date of a publication that discloses an
invention and the filing of a patent application. However, many foreign countries have an
“absolute novelty” criterion, which requires that the invention not be disclosed at al prior to

filing a patent application. For example, in Europe or Japan, a patent application must be filed

prior to any public disclosure of the subject invention. In other words, any disclosure of the
invention can result in a complete bar to obtaining any patents on the invention outside the U.S..
The following point cannot be overemphasized: In order to preserve both foreign and domestic
intellectual property rights, patent applications must be filed prior to any publication of the
invention. This point isimportant because in most cases, potentia licensees of university research
will take alicense only if they can possess worldwide rights to the technology. Premature
disclosures, however, can easily destroy some or al of the foreign rights, making the technology
much less valuable for licensng. From a commerciaization perspective, it is therefore very
important that no disclosures of the invention be made prior to filing an application.
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Unfortunately, there has been much confusion regarding what exactly is “a publication” as
applied to intellectua property rights. While a comprehensive discussion of what qualifiesas a
publication is beyond the scope of this article, an abbreviated list of “publication” materias
includes technical journa articles, books, conference papers, poster presentations, distributed
abstracts, or any other materials that are publicly available and discloses the invention.” Since
researchers are congtantly working to publish their findings, it is of crucial importance that a
research administrator be aware of the works being published by the various researchers at their
research institution. To achieve this goal, a program should be established whereby investigators
notify the technology transfer office or research administrator when a research manuscript is
submitted to ajournal for peer review. This notification will provide the technology transfer
office with sufficient time to review the manuscript and file patent applications prior to
publication. With regard to meeting presentations (posters, abstracts, seminars, etc.), researchers
should be required to notify the technology transfer office of the scope and content of these
disclosures so appropriate steps can be taken to preserve adl intellectua property rights prior to
the meeting. The technology transfer office or research administrator should aso work closdly
with IP counsel to evaluate materials that will be disclosed, and determine what effect these
disclosures will have on the IP position.

Author ship isNot the Same as I nventor ship

In most research labs, authorship on aresearch paper is usually determined by who contributed to
the effort. Generadly, authors will include graduate students, post-docs, technicians, the principa
investigator, and any other person who generated data, performed experiments, or provided
advice that was relevant to the research project. The same amorphous standard is not applied
regarding patents. Under U.S. law, inventorship is determined by the conception of a claimed
invention. Unless an individual has made a contribution to the conception of the subject matter of
aleast one of the claims in a patent application, that individua fails to meet the legal test of
inventorship under U.S. law.”® In addition, U.S. patent law provides that patents must be applied
for in the names of the actual inventors. Intentiona failure to correctly identify al of the true
inventors on a patent application may serve as abasis for invalidating a patent. The fact that an
individual may be considered an author on a scientific paper does not automatically mean that
that same individua will be consdered an inventor on a patent.

Determination of inventorship is afactua analysis that is best undertaken by patent counsel
during preparation of the patent application. Pride and politics should play no rolein an
inventorship analysis, and research administrators should resist including individuas as inventors
on these bases. In one case, a research administrator asked me to include the chairman of the
department on an application | was preparing because the chairman felt that he created the
atmosphere and environment so that researchers could do their work. After some investigation, |
determined that the chairman made absolutely no conceptua contributions to the claimed subject
matter. After explaining to the research administrator that the chairman was not an inventor, and
that including him could jeopardize the vaidity of the patent, his name was removed from the
inventorship list. The chairman was not happy to say the least, but the patent asset that was to be
owned by the university would not be found invalid by including this particular individua who
was clearly not an inventor. Until the academic community becomes aware that traditional
“authorship” does not always rise to the level of inventorship, rigorous investigation into
inventorship will continue to be an important task of research administrators and 1P counsel.
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Proper Laboratory Recordkeeping is Essential

The U.S. patent system maintains a “first to invent” priority system in which the patent office
awards a patent to the first person who conceived the invention, and successfully reduced it to
practice. If a dispute on inventorship arises, U.S. courts often look to laboratory notebooks to
determine who actualy invented the invention first. However, most researchers in academia
generally keep laboratory records with an eye toward peer review and publication of the findings,
and not patenting the potential commercia products of the research. This can cause serious
problems if the notebooks are not kept in a form acceptable for resolving an inventorship dispute.

While many of the criteria essentia for kegping a proper notebook have been published
elsewhere”* several important points bear repesting. First, the records should be maintained in a
bound and numbered laboratory notebook, al entries should be in permanent ink, and changes or
additions to the record should be initialed and dated. Second, the dates when an idea was formed
and when work on the idea was begun and completed should be recorded. This information is
important in establishing a clear date of conception and reduction to practice. Third, and possibly
most importantly, every page of every experiment in an notebook should be signed and dated by
the inventor, and at least one non-inventor witness should corroborate the record by reading,
signing, and dating the record on every page. This last component has historically been the most
troublesome for colleges and universities to implement. It has aso historically been one of the
first reasons that courts exclude notebooks as evidence of the date of invention. Research
administrators should implement a policy whereby research notebooks must be signed and
witnessed on aregular basis so that if an inventorship dispute arises, the university has the best
evidence of the conception of the invention. Aslong asthe U.S. patent system maintains a “first
to invent” priority system, researchers and research administrators should understand that the
most important function of laboratory records from an intellectual property perspectiveisto
support the testimony of the inventor regarding dates of conception, reduction to practice, and
diligence. Without properly maintained and corroborated |aboratory records, priority to patent
rightsin an invention could be logt.

CONCLUSION

The U.S. patent laws have undergone many changes in recent years and are likely to go through
more changes in the future. The most recent policies of the patent office, as well asthe judicia
decisions, are setting forth a single standard that is applicable to al inventors. Universities and
other research organizations must not assume that the patent laws do not apply to them smply
because they are academic institutions or not-for-profit entities. By gaining an understanding of
the patent laws and adopting policies, procedures and mindsets that emphasize commerciadization
of the fruits of university research, research administrators will be in a better position to fully
protect and exploit the intellectual property generated at their research ingtitutions.
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“Dual Compensation” and
“Separate Compensation” Arrangements
In the Wake of the
Northwestern University Settlement

Robert J. Kenney, Jr.
Hogan & Hartson LLP

ABSTRACT

This commentary makes the case for a re-examination of certain existing guidelines of the
Department of Health and Human Services (DHHS) and the Nationa Institutes of Health (NIH)
regarding reimbursement of salary costs under NIH grants. The settlement earlier this year
involving salary costs and effort reporting at Northwestern University has focused attention on
arrangements under which grantee faculty and other personnel receive compensation from two or
more legal entities (dual compensation), or from alegal entity other than the grantee (separate
compensation). Existing NIH and DHHS guiddlines define reimbursable salary narrowly, to
include in general only compensation that is paid by the grantee itself. The commentary identifies
certain problems that these guidelines cause for some grantees, researchers, and the Government
itsdf, and argues for a more flexible approach that accommodates the many different
compensation arrangements that exist today in the field of biomedical research. The commentary
concludes that a dual or separate compensation arrangement should be permitted if it (a) resultsin
salary levels that are reasonable and accurately alocated to grants by a workable effort reporting
system, and (b) provides a reasonable assurance that the grantee’ s performance and compliance
obligations will be fully satisfied.

INTRODUCTION

It is becoming increasingly evident, especialy in the aftermath of the settlement earlier this year
involving compensation and effort reporting at Northwestern University, that some existing
policies and practices on charging salaries and wages to grants of the National Institutes of Health
(NIH) should be re-examined and adjusted. In particular, the Northwestern case has brought into
focus a number of unanswered questions about arrangements under which grantee faculty and
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other personnel receive compensation from two or more legal entities, or from alegal entity other
than the grantee. There is a strong and growing sense in the research community that current
government policies and practices do not always dedl effectively with the wide variety of such
arrangements that exist among NIH grantees. That problem is the subject of this commentary.

The basic difficulty arises from the fact that certain existing NIH and DHHS guiddines define
Ingtitutional Base Salary narrowly, for purposes of budgeting and charging NIH grants, to include
only compensation that is paid by the grantee itself with a paycheck issued in its own name. For
some ingtitutions this narrow definition is entirely appropriate and workable. Many NIH grantees
whose personnel receive compensation from two or more sources (e.g., university base salary and
clinica practice plan salary) have built effective and fully compliant payroll alocation systems
that are designed to account solely for the component of salary paid by the grantee itself. For
some of these ingtitutions it would be impractical if not impossible to include other sources of
compensation in Ingtitutional Base Salary. In other cases, however, the component of sdary paid
with a grantee paycheck does not always correspond to a clearly identifiable subset of the
employee’ s effort, and even where it does, limiting Institutional Base Saary to the grantee sdlary
component alone sometimes creates difficulties when personnel shift from one broad category of
effort to another (e.g., from clinical to research).

The premise of this commentary is that either approach—including al components of sdary in
Institutional Base Salary or including only the grantee-paid portion—can in the right
circumstances be the basis for a sound, compliant and effective payroll alocation system. Which
approach is appropriate for a particular grantee will usualy depend on circumstances that
government policies and practices do not currently take into account. At present, these policies
and practices more or less automatically disfavor the combined compensation approach, often to
the detriment not only of grantees and researchers, but also of the Government itself.

Solving this problem will not require revolutionary thinking about payroll dlocation, or a major
overhaul of how NIH grants are charged for employee compensation. What is needed, rather, is
for NIH and its grantees to take a fresh and pragmatic look at a few unresolved salary
reimbursement questions and problems that have been lurking under the surface of NIH-
sponsored research for some time. It seems clear that the key to any solution is an approach to
compensation reimbursement that is flexible enough to accommodate the many different
legitimate variations of compensation arrangements that exist today—and will certainly continue
to exigt in the future. The conclusion to this commentary attempts to sketch out in very broad
terms what such an approach might look like.

THE NORTHWESTERN UNIVERSITY SETTLEMENT

In March 2000, an interna “whistleblower” filed a sealed complaint against Northwestern
University under the qui tam provisions of the federa civil False Claims Act—United States ex
rel. Richard Schwiderski v. Northwestern University et al. (C.A. No. 02 C 5287, N.D. 11l.). The
gravamen of the complaint was that Northwestern had overstated the Institutional Base Salary
charged to NIH and other Federal grants by including in the sdary of its clinica faculty members
not only the compensation paid by the university itself, but aso the compensation paid by a
separately incorporated clinical practice plan. On its face, the whistleblower’s complaint appeared
to be a direct challenge to dual compensation arrangements, athough as we will see the
government’ s view of the case appears to have been somewhat different. Northwestern ultimately
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settled the matter with the government and the qui tam relator in January of this year, amost three
years after the complaint was filed.

The Northwestern settlement has caused many grantees to take a second look at the panoply of
different compensation arrangements under which grantee personnel receive compensation from
more than one legd entity (referred to in this commentary as “dua compensation” arrangements),
or from alega entity other than the grantee itself (referred to here as “ separate compensation”
arrangements). Unfortunately, the resolution of the Northwestern case did not add much clarity to
asubject gresatly in need of it. It has been very difficult for universities to draw any clear guidance
from the Northwestern settlement, and some lessons that are being drawn from it seem incorrect.

Asin most such settlements, the parties to the Northwestern settlement expressy agreed to
disagree as to what if any basis there might be for the allegations againgt the university, or what
merit there might be to the university’ s defenses. The government agencies principally involved

in the matter—the Department of Justice, the DHHS Office of Inspector General, and NIH—have
not yet issued any pronouncements on what principles they think were vindicated by the
settlement, or what lessons they think the university community should draw from it. It is

unlikely, in fact, that any such pronouncement will ever appear. Because of these circumstances,
and because the detailed facts that gave rise to the alegations in the Northwestern case are not
publicly known, great care must be taken in ascribing any particular meaning or precedential

value to the case.

To my knowledge, the only public government reference to the Northwestern case (other than in
the settlement agreement itself) is a summary that appeared in the DHHS Office of Inspector
Genera’ s semi-annual report for the period ending March 31, 2003. Although quite brief, the
summary provides some insght into what the DHHS OI G feels is important about the case:

MISUSE OF PUBLIC HEALTH GRANT FUNDS

In lllinois, Northwestern University (Northwestern) agreed to pay the government $5.5
million to resolve alegations raised in a False Claims Act qui tam complaint about the
university 's effort reporting under NIH and other extramural research grants. The
government alleged that in completing applications for the federal grants, Northwestern
overstated the percentage of their researchers work effort devoted to the grant.
Northwestern also allegedly knowingly failed to comply with federa requirements that a
specified percentage of the researchers effort be devoted to the grant, and knowingly
failed to ensure that total effort, broken down by activity, be reported on the university's
effort certification system. The settlement, which stemmed from an OIG audit and
investigation, condtituted one of the largest settlements with a university for alegations
of civil fraud on NIH research grants (DHHS, OIG, Semiannua Report, p. 36).

Interestingly, this summary makes no explicit reference to the “dual compensation” arrangement
that was the centerpiece of the Northwestern whistleblower’ s complaint. Instead, the summary
focuses on three alleged effort-reporting problems—overstatement of actua effort devoted to
grants, failure to comply with minimum effort requirements, and failure to account for “total
effort” of researchers. Thereis, to be sure, a close link between what compensation should be
included in Indtitutional Base Salary and what effort a grantee must account for. It is worth
emphasizing, however, that the DHHS |G appears to have been concerned primarily if not
exclusively with the effort reporting issues themselves. There is no suggestion in the DHHS IG's
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summary that dual compensation arrangements were considered inherently improper or even
problematic.

In fact, the summary strongly implies just the opposite. The allegation in the summary that
Northwestern “knowingly failed to ensure that total effort, broken down by activity, be reported
on the university’s effort certification system” indicates that in the DHHS G’ s view university
saary alocation systems should be based on total effort. Since sdary alocation can be based on
total effort only if total compensation is alocated, the implication of the summary isthat it is
better, in the DHHS |G’ s view at least, to include al sources of compensation in Institutiona
Base Salary—not just the “university” component.

A careful comparison of the complaint and the settlement agreement in the Northwestern case
indicates that the other government agencies involved in the case aso did not consider dua
compensation arrangements to be improper per se. As noted above, the central alegation of the
whistleblower’s complaint was that salaries earned by clinical faculty members from an
independent practice plan were improperly treated as part of the faculty members university
salaries (U.S. exrel. Richard Schwiderski v. Northwestern University, Complaint 1 14-21, 29).
The settlement agreement, on the other hand, describes the university’s alegedly improper
conduct as the inclusion of income from clinical activities compensated by a non-profit

foundation “ while excluding some or all such clinical activitiesin cal culating the percentage of
effort devoted to the grant” (Settlement Agreement I1.C(a), emphasis added). The clear
implication of the italicized language is that the inclusion of clinica practice income would not

have been improper if the university had accounted for clinica activitiesin its effort reporting
system.

Thisisacriticaly important point in any attempt to draw “lessons learned” from the

Northwestern case. As discussed in thiscommentary, certain current NIH and DHHS policies and
practices discourage dual compensation arrangements, but there is nothing in the Northwestern
case or any other source of legal authority that suggests that such arrangements are inherently
improper. It would be a mistake, therefore, to read the Northwestern case as a legal precedent
forbidding or discouraging dua compensation arrangements.

IDENTIFYING THE SOURCE OF THE PROBLEM

The problem addressed in this commentary does not arise because of any fundamental flaw in the
cost accounting principles or legal rules that govern the charging of salary costs to federa
research. The underlying system of effort reporting and payroll distribution for federal research,
as set forth in OMB Circulars A-21 and A-122 and DHHS regulations, remains fundamentally
sound and workable. It reflects many years of thinking and negotiation by and between the
federal government and the United States research community, and represents in general a
sensible balance among sometimes competing considerations. These considerations include,
among others: (a) the need for areasonably accurate allocation of compensation costs to federal
research projects, and between organized research and other functions; (b) the practical difficulty
of clearly distinguishing research from instruction and other activities in an academic setting; (c)
the varying conceptions of full-time effort among, and even within, grantee ingtitutions; and (d)
the genera reluctance to burden researchers with time-consuming and inflexible effort reporting
procedures. Although no one | know is completely happy with the basic compensation
reimbursement system created by the OMB Circulars, that situation may be more a mark of a
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good compromise than of a broken system. On the whole, the system still works as it was
intended to.

In the area of biomedical research, however, the OMB Circulars and other basic rules often
provide only a starting point. The great variety and complexity of arrangements whereby medical
faculty and other biomedical research personnel are paid make it dfficult—if not impossble—to
come up with simple rules on charging and documenting salaries that make sense in al cases. The
principal complication in the biomedical research area, which the OMB circulars and other cost
principles realy don’'t address at all, is the large number of faculty members and other researchers
whose sdaries are paid or funded by two or more legal entities, or by an entity other than the
named NIH grantee.

NIH and DHHS policies have attempted to address this complication, but unfortunately they have
done so in a somewhat simplistic and inflexible way. NIH policies generdly provide that a
grantee may charge NIH grants only for salary costs that the grantee itself incurs—i.e., sdlary
paid by apayroll check issued by the grantee. There are two principal exceptions to this general
rule. The first, which appears in the NIH Grants Policy Statement under the heading “ Services
Provided by Affiliated Organizations,” is that in some circumstances legaly separate but closely
affiliated organizations (including but not apparently limited to research foundations) may charge
for affiliates costs asif they were their own costs (NIH Grants Policy Statement, p. 87). The
second exception, which as far as | know does not appear in any formal written policy, is that
grantees may include salary paid by a separate legal entity (such asaclinica practice plan) in
Ingtitutional Base Sdary if: () the separate compensation is guaranteed by the university; (b) the
effort related to the separate compensation (e.g., clinical practice effort) isincluded on the
employee’ s appointment form, and the grantee is considered a “common paymaster” with the
separate entity; and (c) the effort compensated by both salaries is included and accounted for in
the grantee' s effort reporting system. Such arrangements must be specifically approved by
DHHS, and to my knowledge only a handful of arrangements have met the criteria and received
gpprova.

Aswill be discussed, these current government policies and practices with respect to dua or
Separate compensation arrangements have consequences that are sometimes undesirable from the
point of view of the government as well as of many grantees. To take just two important
examples, current policies (a) discourage tracking of time and effort on a comprehensive basis by
grantees who are otherwise able and willing to do so, and, (b) together with certain other NIH
compensation policies, sometimes tend to work against university efforts to increase the
participation of clinica faculty in biomedical research. The following sections summarize current
government policiesin this area, discuss the drawbacks of these policiesin the context of certain
typical scenarios, and suggest an aternative approach that would better serve the interests of all
concerned.

SPECIFIC PROBLEMSTHAT ARISE IN APPLYING NIH POLICIESINDUAL OR
SEPARATE COMPENSATION SITUATIONS

The terms “dual compensation” and “ separate compensation” do not appear in any pertinent cost
principles or policies; they are used in this commentary to identify and distinguish two types of
arrangements with somewhat smilar implications. A “dua compensation” arrangement isonein
which an employee of a grantee receives salary from both the grantee and one or more other legal
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entities. Typically the other lega entity has some kind of affiliation with the grantee, most often
through common or overlapping management or a research affiliation arrangement. A “separate
compensation” arrangement is one in which a grantee uses personnel (typicaly faculty members)
on a grant who have appointments at the grantee institution, but whose entire salaries are paid by
a separate lega entity (such as aloca hospital or research ingtitute). Again, the separate legd
entity that pays the researcher’s sdlary usualy has an affiliation of some kind with the grantee,
athough the nature of such affiliations varies widely.

The variations and permutations on these basic concepts of dual or separate compensation are
practically endless. The following examples, though, illustrate the basic Situations that appear to
arise most frequently:

Example A: A university has created an independently incorporated clinical
practice plan, whose membership consists solely of clinical faculty of the
university’s medical school. Thetotal salaries of clinical faculty are established

by the medical school department chairs on an integrated basis, taking into
account the clinical, research, teaching, and administrative activities of each
faculty member. However, the actual payment of each faculty member’s salary is
made through two paychecks—one from the university and one from the practice
plan.

Example B: A university has an arrangement with two local research hospitals,
under which researchersin each indtitution hold joint appointments in the other
two. Each researcher is paid by the ingtitution at which he or she spends most of
his or her effort, but researchers often spend part of their time working on grants
of the other ingtitutions. The ingtitutions compensate each other for this cross-
entity effort through a transfer payment arrangement.

Example C: A university has alongstanding relationship with a 501(c)(3)
research ingtitute formed and funded by a state government agency. Under this
arrangement, the research institute has agreed to fund a portion of the salaries of
university faculty members engaged in research. The total sdlaries of clinica
faculty are established by the medical school department chairs on an integrated
bas's, taking into account the clinical, research, teaching, and administrative
activities of each faculty member. Each faculty member receives two paychecks—
—one from the state research institute and one from the university.

Example D: A university has a research affiliation with alocal VA Medica
Center, and many university clinical faculty hold part-time or full-time VA
appointments and receive both VA and university saaries.

Example E: A research hospital and a research institute, separate legal entities
with common management, operate in effect as one entity for research purposes.
Researchers are paid either by the hospitd or the institute, but not both. Scientists
employed and paid by the hospital often work on grants of the ingtitute, and vice
versa. Neither entity supports any of the salary of employees of the other entity,
either by direct salary payment or by transfer payments to the other entity for
time and effort expended on its grants by employees of the other entity.
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In basic economic and research policy terms, none of these situations appears inherently
problematic or in any way inconsistent with the interests of NIH or other federa sponsors.
Depending on how the grantees in question charge for the costs of personnel working on NIH
grants, however, existing NIH policies and guidelines may create problems both for the grantees
and the government itself. These problems are of severa kinds, as discussed below.

Compliant But Less Than Comprehensive Effort Reporting

The ingtructions to the standard PHS 398 grant application form make it clear that grantees may
charge employee salary costs to NIH grants only on the basis of “Institutional Base Saary.”
“Ingtitutional Base Sdlary” is defined in the instructions as “ The annual compensation that the
applicant organization pays for an employee’ s appointment, whether that individud’stimeis
spent on research, teaching, patient care, or other activities’ (PHS 398 Instructions, p. 41,
emphasis added). NIH has interpreted the phrase “that the applicant organization pays’ to mean
that a grantee may, in general, not include in Ingtitutional Base Sdlary any sdlary paid to the
individual by a separate legal entity, such asaclinical practice plan or an affiliated research
indtitution.

In Example A above, therefore, the university would normally be able to include in Ingtitutiona
Base Sdary only the component of the individud’s sdlary that the individual receivesin the form
of hisor her university paycheck. Thisis where problems begin.

In the example, the total salary received by each faculty member is established on an integrated
basis, taking into account each faculty member’s clinical, research, teaching, and administrative
contributions. It would be this integrated sdary, and this salary aone, that would have any red
meaning in an economic or market sense. By requiring grantees to include in Ingtitutional Base
Sdary only the university base salary component that is paid with a university paycheck, NIH
requires grantees to focus on a sub-component of salary that may or may not be economically
meaningful.

In addition, focusing on a sub-component of compensation may prevent some grantees from
tracking effort on a comprehensive basis. It is axiomatic that a grantee’s effort reporting system
must track the total effort expended by each employee to earn the salary that is used as the basis
for charging Federd grants (i.e., in PHS parlance, Ingtitutional Base Salary). Accordingly, if an
individud’s total compensation (clinical and university base salary) were used as the basis for
charging federal grants, the grantee would be required to track the individua’ s total effort on all
activities—both clinica and non-clinical. On the other hand, where the Institutional Base Salary
used to charge federal grantsis restricted to the amount actualy paid by a paycheck from the
grantee, the grantee would be required to track only the effort expended by the individua to earn
that sub-component of salary. In Example A, therefore, the effort that the university would be
required to track for payroll distribution purposes would be the individua’s non-clinical effort.

An effort reporting system that tracks 100% of the effort expended by each employee to earn his
or her Ingtitutional Base Sdlary is afully compliant effort reporting system. In fact, any effort
reporting system that attempted to track effort that is compensated separately from Institutional
Base Salary would be non-compliant for payroll distribution purposes. Other things being equd,
however, an effort reporting system that tracks the entirety of an individua’s compensated
professiona effort, rather than just a sub-component of it, is more likely to be understandable to
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the individual who fills out the effort report, and less likely to result in inconsistencies between or
among different sub-components of reported effort.

For example, a university effort reporting system that tracks only non-clinica activity might
record alevel of sponsored research activity for afaculty member that is consistent with a full-
time appointment, while failing to detect that the faculty member also has an exceptionaly high
level of clinicd activity. Although in some cases faculty members may be able to sustain both a
full-time non-clinica appointment and ahigh level of clinica activity, an integrated effort
reporting system that tracks al effort is more likely to flag such situations and require
confirmation that the high levels of reported clinical and non-clinica effort are not mutually
inconsistent.

It should also be observed that a payroll distribution system that tracks effort at the total effort
level, rather than at the sub-component levd, is likely to be more understandable to the faculty
members and other employees who have to fill out effort reports. The question “How do you
divide your effort among al compensated professional activities’ is smply less confusing than
the question “How do you divide your effort among the activities for which you are compensated
by the university sub-component of your salary?’ (The latter question is particularly difficult to
respond to where the university sub-component of salary is essentiadly just a funding component,
and clearly represents less than full and fair compensation for any identifiable categories of
activity.) Other things being equal, less confusion about what the effort reporting form is asking
for should lead to better quality effort reporting.

Many NIH grantees whose researchers have two or more sources of compensation would, if they
were alowed to include all sources of compensation in Ingtitutiona Base Sdary, be fully

prepared to track total effort on an integrated basis. Encouraging these grantees to move to a total
compensation/total effort basis for charging salaries to NIH grants would enhance the
comprehensiveness and quality of these grantees effort reporting systems, to the benefit of the
grantees and the government aike. There does not appear to be any strong or even plausible
reason for not alowing grantees to move in this direction if they are prepared to do so. Yet at this
point, NIH policies definitely discourage many grantees from doing so.

Disincentivesto Increasing Resear ch Effort by Clinical Faculty

Current NIH policies on charging salary costs sometimes can, and often do, have significant
adverse effects on basic research objectives. A good example, which arises very frequently in
actud practice, is the difficulty that dual compensation grantees often have in persuading clinical
faculty to engage in more research. It seemsillogical and arbitrary that whether clinical faculty
members receive one or two paychecks should affect their willingness to do more biomedical
research, but the redlity is that it frequently does.

Referring again to Example A, assume aclinical faculty member receives $90,000 in clinica
sdlary and $60,000 in university base salary. He currently works 30 hours aweek on university
duties (which satisfies his full-time university commitment), and 45 hours aweek in clinica
practice. He has an opportunity to pursue an NIH grant that would require about 15 hours a week
of histime. In order to take advantage of this opportunity, he would have to reduce his clinica
effort by 15 hours a week, which would reduce his clinica salary component by one-third, to
$60,000. However, since he is dready a full-time faculty member, his additiona 15 hours a week
of research would in itself normally not, under current NIH policies, permit the university to
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increase the university component of his salary. (The PHS 398 definition of Institutional Base
Sdary states that “Base salary may not be increased as aresult of replacing institutional salary
funds with grant funds’ [PHS 398 Instructions, p. 41].) The result would be that by taking on the
NIH grant he would suffer an overdl reduction in his total saary, from $150,000 to $120,000.

If the same clinical faculty member received al of his compensation in a single paycheck from
the university, on the other hand, he could readily shift effort from clinical practice to research
without affecting his total salary at al. In that case, his Institutional Base Sdlary would be
$150,000 before and after the shift. He would show 20% effort (15 hours a week out of atotal of
75) on his grant proposd, resulting in NIH sdary funding of $30,000, which would replace the
economic value of the clinical activity he had given up in order to perform the research. That
would be a sensible and positive result, which would be consistent with the objectives of the
researcher, the university, and the government.

Thereis clearly no good reason for allowing technical compensation issues of this sort to create
obstacles to greater participation in research by clinical faculty. However, aslong asNIH's
current policies limit Ingtitutional Base Salary to amounts paid with a grantee paycheck, such
obstacles will remain.

Arbitrary Salary Amounts

Example A and Example C both involve situations in which the total compensation of
employees working on NIH grants—athough established on an integrated basis—is actually paid
to the employees in two separate paychecks. In situations like these, as noted above, it is often
only the total sdlary, and not its sub-components, that has any real meaning in an economic or
market sense. The sub-components of the salary—clinica vs. university basein Example A, or
university vs. state in Example C—may or may not have any economic or market significance in
their own right, and often they don’t. In the clinica practice plan context, for example, it is not
uncommon for the university base component to be set at arelatively low level, which does not in
fact represent the “market value” of all of the non-clinical contributions that the faculty member
makes. Where two different research institutions are supporting the salaries of researchers, asin
Example C, the amount of each ingtitution’s contribution to a particular salary may depend on
availability of funding and other accidenta factors, rather than on any conception of services
rendered to the funding ingtitution. In these circumstances, it seems arbitrary to require the
grantee to include in Ingtitutional Base Sdary only the sub-component of a researcher’s salary for
which it happens to issue a paycheck.

Inconsistenciesin How Effort is Presented in Proposal Budgets

Assume that in Example C a particular researcher has total compensation of $160,000, which he
receives in two series of biweekly paychecks—one seriesin the annual amount of $60,000 from
the university and the other in the annual amount of $100,000 from the state research ingtitute.
Assume aso that the researcher is applying through the university for an NIH grant, on which he
intends to spend 30% of his professiona effort—or $48,000 worth of effort (30% of $160,000).
How should he present this information in his proposa budget?

Under NIH’ s interpretation of Ingtitutional Base Salary, the researcher’ s Ingtitutional Base Salary
would be limited to $60,000—the amount paid with a university paycheck. Using that amount as
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abase, the $48,000 worth of effort that the researcher intends to devote to the NIH grant equates
to 80% effort ($48,000 divided by $60,000). Although 80% effort is an accurate reflection of the
percentage of university-compensated effort that will be devoted to the grant, it far exceeds the
30% that would be shown in the grant proposal if effort were to be expressed on atotal,
integrated basis. It seems obvious that the 30% figure is a more useful figure, because it alows
NIH to (a) make a better judgment of how much effort will be expended in relation to total
available effort; (b) consder the proposed level of effort in relation to other existing and pending
research commitments of the researcher; and (c) compare the proposed level of effort more easily
to levels of effort proposed by other researchers on a “total compensation/total effort” basis. For
all of these purposes, the 80% effort percentage that the university would be required to show
under current NIH policies would have much less informationa value.

Institutions faced with this problem sometimes attempt to deal with it by presenting the proposed
effort both ways. For instance, using the hypothetical described above, an ingtitution might use
the 30% effort figure in the proposal budget, but with a notation that if the effort were expressed
in terms of the total effort compensated only by the university, the effort percentage would be
80%. This approach alows NIH to see the proposed effort both ways, but doing so invites
potential confusion. In at |east one instance where such an approach was taken, NIH informed the
grantee that it would fund the researcher’s salary only on the basis of the university salary
($60,000 in the example), and only on the basis of the effort percentage included in the proposal
budget (30% in the example). In terms of the hypothetical, in effect, NIH took the position that it
would fund only $18,000 of the faculty member’s effort (30% of $60,000)—even though $48,000
worth of real, university-compensated effort was clearly being proposed and would indisputably
be provided. This odd and unfair result could have been avoided if the grantee had simply been
alowed to propose on the basis of tota compensation.

Inconsistent Treatment of Grantees

Grantees that have dual compensation systems are treated differently from grantees that do not,
and it is difficult to justify the differences in treatment. As discussed above, dua compensation
grantees are not permitted to maintain fully integrated effort reporting systems, and their clinical
faculty members have a built-in disincentive to engage in research. In addition, dual
compensation grantees are restricted to Ingtitutional Base Salary amounts that do not necessarily
reflect the true economic value of the faculty member, and are often compelled to present their
salary and effort percentages in proposal budgets in away that can be confusing and mideading,
to their detriment.

There appear to be no good reasons for imposing these kinds of disadvantages on dua
compensation grantees. In economic and practical terms, there may be no real difference between
adua compensation grantee and one that has decided to combine al compensation in asingle
paycheck. Any differencesthat do exist and are of consequence to NIH and other federal sponsors
should be dedlt with in their own right, rather than by imposing broad restrictions on virtualy all
dual compensation arrangements.
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A WORD ABOUT “SEPARATE COMPENSATION” ARRANGEMENTS

Most of the discussion in this commentary relates to dual compensation arrangements. The issues
that arise in connection with “separate compensation” arrangements (in which alega entity other
than the grantee pays the entire salary of some or &l grant personnel) are similar in origin, but
different and generally less problematic in effect. Example B and Example E represent typical
Separate compensation arrangements. In both examples, al of the entities involved may have
personnel working on their grants who hold appointments in the grantee ingtitution, but whose
salary is paid completely by a separate ingtitution. In such cases, again, the NIH interpretation of
“Ingtitutional Base Sdlary” would normally preclude the grantee from budgeting and charging for
the salaries of such employees, because the grantee does not pay their salaries. This creates
difficulties of various kinds.

The issue here is not whether it is permissible for individuals who are not employed by the

grantee to hold positions of responsibility with respect to grant performance. Generally speaking,
grant personnel are employees of the grantee, but NIH recognizes that there may be
circumstances in which even the Principa Investigator on an NIH grant may be employed by an
institution other than the grantee (NIH Grants Policy Statement, p. 26). In such circumstances
NIH requires “aforma written agreement with the Pl that specifies the officia relationship
between the parties,” and NIH reserves the right to assess “whether the arrangement will result in
the organization being able to fulfill its responsibilities under the grant” (1bid.). Thereis,

however, no per se prohibition of such arrangements.

The principa question is how such personnel should be presented in grant proposals, and how to
charge NIH and other grants for their services. The “Personnel” sections of the PHS 398 budget
forms state that they relate to personne of the “Applicant organization only.” If these individuals
cannot be listed in the “ Personnel” section of the grant budget, however, there does not appear to
be any aternative way of presenting them that fully and accurately reflects their true status. Such
personnel rarely qualify as “subcontractors,” because they are not assigned a discrete sub-portion
of the work and required to assume responsibility and risk in carrying it out, as a subcontractor
would. Also, there are potentially undesirable F& A implications of treating such personnel as
subcontractors, depending on the dollar amount of their services. It might be possible to treat the
personnel as “consultants,” athough their true role is normally to participate actively in the
project team, not as an outside consultant. The “consultant” designation seems particularly ill-
suited to arrangements in which the non-employee is the Principal Investigator on the grant.

Often it is suggested that the effort of such personnel should be shown as “purchased services.”
The term “purchased services’ is not a defined term under the OMB Circulars or NIH policies,
but it appears to mean “employee-like services provided by non-employees.” This designation is
at least accurate, but if it were used it would still require the grantee to show the personnd in
guestion outside the personnel section of the proposal budgets. It is aso unclear whether the
grantee’s F& A rate would be applied to the full dollar amount of such services, asit would in the
case of employee compensation.

The preferable approach, and the one that seems most consistent with the realities of how such

employees of closely affiliated entities are used in research, isto alow them to be presented as
“Personndl,” with a requirement that their employment by another entity be clearly noted in the
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proposal. Inclusion of such an individud in the “Personnel” section should carry with it the
obligation on the part of the grantee to ensure that the effort of the individud is tracked and
documented in a compliant manner, ether directly or by exchanging effort information with the
individual’s employer. Assuming that this obligation is met, there does not appear to be any
purpose served by requiring that such individuals be listed separately as subcontractors,
consultants, or purchased services personne.

What Purposes are Served by NIH’s Current Treatment of
Dual and Separate Compensation?

Thereis nothing in NIH’s published policies that suggests a reason for restricting Institutional
Base Sdary to sdary that is paid in the form of a grantee organization paycheck. As dialogue
continues on this subject between NIH and the research community, possibly the reason or
reasons for NIH’s policies will become more clear. In the meantime, however, we are |eft to
speculate as to what the basis for the policies might be.

Ensuring that Granteesare Authorized to Chargefor the Salary Costs Incurred by
a Separate Legal Entity?

NIH obvioudy has a legitimate interest in ensuring that grantees do not claim reimbursement for
sdaries that they do not pay and are not authorized to charge. At aminimum, grantees claming
reimbursement for salaries paid by a separate legal entity must be prepared to demonstrate that
they have been authorized by that separate entity to submit such claims.

NIH has dedt with this problem in the context of “ affiliated organizations’ by requiring the
grantee to show either (@) that it has been charged for and is legally obligated to pay for the
services in question, or (b) that it has been authorized in writing by the separate entity to claim
and retain reimbursement for the salary costs incurred by the separate entity (NIH Grants Policy
Statement, p. 87). It would appear that smilar provisions would be both appropriate and
sufficient in other dual and separate compensation arrangements.

Preventing “ Excessive’ Institutional Base Salary Amounts?

One possible NIH concern may be that allowing grantees to combine separate sources of
compensation would result in excessively high amounts of Ingtitutional Base Salary. If in fact this
is one of the reasons for the restriction on dual compensation arrangements, there are three
possible responses. First, whatever may have been the case when the restriction was first
imposed, the statutory NIH cap on compensation now protects NIH from being charged at an
“excessive” sdary rate. Second, the fact isthat in most if not al casesit is the combined salary,
not any of its sub-components, that best reflects the economic “value’ of the employee; in such
cases the combined salary is not “excessive,” but demonstrably reasonable in market terms.

Third, the fact that the combined salary is greater in amount will be partidly, if not totaly, offset
by the fact that the salary will be allocated over a broader range of activity through a payroll
alocation system based on total effort. Consider again the hypothetical of a clinical faculty
member who receives $90,000 in clinical sdlary and $60,000 in university base salary, and works
45 hours and 30 hours, respectively, in clinica and non-clinica activity. If only the university
base salary isincluded in Institutional Base Salary and 50% of his non-clinica (university) effort
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is devoted to an NIH grant, the grant will be charged $30,000. If, on the other hand, the entire
$150,000 is treated as Ingtitutional Base Sdary, then only 20% (15 hours aweek divided by 75
hours aweek) of that amount will be charged to the NIH grant, also resulting in a grant charge of
$30,000. It istrue that if the faculty member is being compensated for clinica activity at a higher
rate relative to time spent, then combining the two salaries into one Ingtitutional Base Sdary will
tend to increase the charges to the NIH grant. However, such aresult represents nothing more
than NIH’ s reimbursing of the grantee at a salary rate that reflects the faculty member’s true
compensation and economic value.

Moreover, where the combined salary exceeds the NIH cap, allowing dual compensation
arrangements may actually result in alower charge to NIH grants. For example, assume a faculty
member with a university base sdary of $70,000 and aclinica sdary of $105,000, for 30 hours a
week of university work and 45 hours aweek of clinical work. If the faculty member works 15
hours aweek on an NIH grant and Institutional Base Salary is restricted to the university base
sdary, the university will recover $35,000 in reimbursement for his salary. However, if the two
sdaries are combined for an Ingtitutional Base Sdary of $175,000, the university will be

restricted to arecovery of 20% of the NIH cap rate of $171,900, or only $34,380.

Obvioudly, different hypothetical numbers will produce different results, but the following facts
remain: (&) the NIH cap will protect NIH from being charged “ excessive’ salariesin dua
compensation situations; (b) fully integrated effort reporting and payroll alocation will at least
partially offset any higher salary chargesto NIH; and (c) to the extent that a dual compensation
arrangement actually causes NIH to provide greater reimbursement for afaculty member’s salary,
thiswill only occur because the dual compensation salary represents the faculty member’s true
economic value—which after al should be the basis for reimbursement.

Avoiding Double Reimbur sement of the Same Salary?

Where the total compensation of a grantee employee is supported both by the grantee and a
separate legal entity, and the separate entity is itself engaged in sponsored research, alowing both
sources of salary to be included in Ingtitutional Base Salary creates arisk that some part of the
employee' s sdary will be reimbursed twice. For example, where 75% of an employee’s effort
relates to an NIH grant, in adua compensation arrangement the grantee would charge NIH for
75% of the employee' s sdlary, including 75% of the salary funded by the separate entity. If the
separate entity were aso to use the same employee on one of its NIH grants and charge the grant
for 50% of the employee's salary, there would clearly be an overlap in reimbursement.

It should be noted that the risk of such overlap is by no means limited to dual compensation
arrangements. Even where grantee employees receive only one paycheck, there is no inherent
reason to assume that more than 100% of an employee’ s time and effort will not be charged out to
sponsored agreements and other activities. What prevents this from happening in asingle
compensation arrangement is an adequate system of tracking effort and other support. Exactly the
sameistrue of adua compensation arrangement.

The key to avoiding such overlap and duplication in adua compensation arrangement isto

require that the effort reporting systems of the grantee and the other “ paymaster” are sufficiently
coordinated. In the case of VA affiliations, for example, NIH requires a certification “that there is
no possibility of dual compensation for the same work.” In order to provide such a certification, a
grantee must be able to verify, through some sort of coordination of effort reporting, that NIH is
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not being charged for effort (and the associated salary) that is being separately compensated by
the VA. A similar requirement would be appropriate in other dual compensation arrangements.

Avoiding Diminished Grantee Control over Employees Paid by a Separ ate Entity?

It would certainly be reasonable to ask whether a grantee whose grant personnel are compensated
inwhole or in part by a separate lega entity is able to exercise the necessary control over such
personnel for grant compliance purposes. To be sure, the power to set salary is an important
source of control. There is no inherent reason to assume, however, that such leverage is not
present in dual compensation arrangements. Even where employees receive saary from two or
more sources, very often the overal amount of the sdary is established on an integrated basis,
taking into account the full range of the employee's activities. (See Example A and Example C
above.) In such cases at least, the “dual” nature of the compensation arrangement in no way
diminishes the ability of the grantee ingtitution to control salary levels.

It should also be noted that control of salary levelsis not the only tool, or even the most effective
tool, that grantees have availabe to them to help ensure compliance with grant requirements. The
power to disapprove grant proposals or to deny further participation in research, the power to
impose discipline, and the power to grant or withhold discretionary funding—to name just a few
examples—are all at least as potent weapons as the power to set salaries. On the more positive
side, compliance training, adequacy of support staff, and implementation of effective compliance
policies and procedures are al tools that are just as available to a grantee in adua or separate
compensation arrangement as they are to any other grantee.

As noted above, NIH itself expresdy permits arrangements in which even the Principa
Investigator on a grant is employed by an institution other than the grantee (NIH Grants Policy
Statement, p. 26). Quite appropriately, NIH cautions that such arrangements may raise questions
as the ability of the grantee organization to fulfill its grant obligations. Any grantee that proposes
to use non-employee personnel in key grant positions must be prepared to satisfy NIH that the
proposed arrangement will not compromise the grantee’ s performance and compliance ability.
Where separate compensation arrangements arise in the context of close research affiliations,
there should be a research affiliation agreement under which each party commits to uphold the
performance and compliance obligations of the other when its employees are performing on the
other party’s grants. With appropriate safeguards and procedures of this sort, the use of non-
employees, or the use of employees paid only in part by the grantee, does not appear to be
inconsistent with NIH’s compliance objectives. That being the case, there does not appear to be
any compliance-related reason for prohibiting the inclusion of non-grantee compensation in
Ingtitutional Base Sdlary.

Keeping Applesand Oranges Apart?

Although most dual compensation arrangements seem completely consistent with NIH’ s interests,
there may well be some situations in which the separate sources of personnel compensation
should remain segregated. One possible example would be a VA &ffiliation arrangement (see
Example D), in which faculty members receive full or part-time VA sdariesin addition to their
full-time (or in some cases, part-time) university salaries.
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Even in the case of a VA éffiliation, there could be some advantages to integrating the two
sources of compensation and the corresponding effort. Most importantly, an integrated system of
effort reporting, covering both university and VA effort, would help to reduce inconsistenciesin
reporting of effort and make overlaps between the two appointments less likely.

On the other hand, sincethe VA sdlary is paid by afedera agency, there is no circumstance in
which it would be permissible to combine the two components of salary for purposes of charging
NIH or other federa grants. Moreover, the VA’s own compensation System requires a separate
accounting for the time and effort expended by a VA employee in carrying out his or her VA
duties. That being o, in the specid case of a VA affiliation it would probably not be feasible to
combine the VA and university salariesin asingle Ingtitutional Base Salary.

There may be other situations where, for similar or other specific reasons, it may be necessary or
gppropriate to maintain a clear dividing line between dua sources of compensation and their
associated effort. However, there does not appear to be a justification for prohibiting all dua
compensation arrangements simply because some of them might not be workable or acceptable.

The Current Exceptionsare Too Narrow

Asindicated above, there are currently two exceptions to NIH’s general rule restricting
Ingtitutional Base Salary to amounts paid by the grantee itself. As these exceptions are currently
interpreted and applied, however, it is not clear whether most dual or separate compensation
arrangements that exist today would qualify under either exception.

Thereis agood argument that the “affiliated organization” exception (NIH Grants Policy
Statement, p. 87) should apply to situations in which there is an actua research affiliation
between the grantee and a separate legal entity. There is some concern, however, that NIH may
read this exception narrowly, to gpply only to arrangements involving research foundations acting
as an intermediary for universities. Although | am aware of a number of situationsin which NIH
has, in the past, read this provision more broadly, there is no guarantee in today’ s uncertain
climate that it will continue to do so.

The second exception—the so-called DHHS “common paymaster” exception—is one for which
few dual compensation arrangements would be able to qualify. Although grantees would
presumably accept the requirement of an integrated effort reporting system corresponding to total
effort and allocating total compensation, few grantees are in a position to act as a common
paymaster, much less to “guarantee’ the non-university component of salary. It appears,
therefore, that unless this exception isliberalized it will be of very limited value.

CONCLUSION AND ELEMENTS OF A PROPOSED SOLUTION

The basic premise of this commentary is that both the government and the research community
would be well served by a more pragmatic and flexible approach to reimbursement of researcher
compensation. The issue is not whether a payroll alocation approach based on total combined
compensation is better or worse, or more or less compliant, than an approach based solely on the
grantee-paid component of compensation. Either approach can succeed—and either can fail—
depending on the circumstances of its use and how it is carried out. A university payroll
allocation system based solely on university base salary, where there is a sufficiently clear
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delinesation between what activity the university pays for and what it doesn’t, can have significant
advantages in terms of compliance and efficiency. For some ingtitutions, where thereis a
sgnificant organizationa distance between clinical activity and the non-clinical activity paid for

by university base salary, no other approach is practicable or desirable, and no purpose would be
served by requiring them to change their current approach. However, other institutions, where the
entities providing dual or multiple sources of salary are more closdly integrated, may be in agood
position to allocate total salary on the basis of total professiona effort, and may be prepared to
build an integrated effort reporting system capable of supporting such an approach. Any solution
to the problem addressed in this commentary must be able to identify the circumstances under
which the latter approach is acceptable.

Although it is premature to propose such a solution in detail, its most basic elements should, in
my view, include the following:

Redefining “Indtitutional Base Sdlary” to provide that, in certain circumstances,
it may include compensation paid by an organization other than “the applicant
organization.” No grantee would be required to include such additiona
compensation in Ingtitutional Base Salary, but those who satisfy certain criteria
(see below) should be permitted to do so on request.

Allowing dua compensation arrangements in the clinica practice plan setting
where compensation is established on an integrated basis, taking into account al
professional activities of the employee, and effort is tracked on an integrated
basis by the grantee on the basis of reliable information obtained from the
practice plan. In these arrangements, Institutional Base Salary would include both
the clinical and non-clinical components of compensation (perhaps excluding
bonus payments that are strictly related to clinical practice). Again, no grantee
would be required to combine the two components of saary.

Allowing dua or separate compensation arrangements between affiliated
organizations, pursuant to the existing NIH Grants Policy Statement provision on
“Services Provided by Affiliated Organizations.” Participants in such
arrangements would be required to maintain coordinated effort reporting systems
to prevent duplication of effort and reimbursement. If necessary, the
requirements of this exception could be clarified and tightened to ensure that any
NIH compliance control concerns are satisfied.

Identifying specia situations (such as VA dffiliation arrangements) where dua
compensation may not be included in Institutional Base Salary.

Itis clear that the effort reporting mechanisms necessary to ensure adequate coordination between
or among separate organizations would have to be developed with considerable care. Indeed, one
of the conditions of permitting inclusion of dua compensation in asingle Ingtitutional Base

Saary should be the existence of such an “inter-entity” effort system, perhaps meeting certain
specified requirements. If such reguirements can be met, however—and | believe that many
granteesinvolved in dua or separate compensation arrangements will be fully capable of meeting
them—then a grantee that seeks to include dua or separately paid compensation in Institutional
Base Sdary should be allowed to do so.
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Flexibility must be the guiding principle in developing any new policy or guiddinesin this area.
Any new policy must recognize the wide variety of different compensation arrangements among
NIH grantees. The handful of examples of compensation arrangements included in this
commentary, while broadly representative of compensation arrangements that actually exist, do
not even begin to reflect the very large number of such arrangements and the many differences
among them. Virtudly al of these arrangements have been established for important and vaid
economic, legd, organizationa or cultural reasons, and cannot easily be changed without
considerable damage or cost.

In the absence of a compelling Government reason for a blanket rule disfavoring dual or separate
compensation arrangements, | submit that each such arrangement should be evaluated on its own
terms. If the arrangement results in (a) an Ingtitutional Base Salary that is reasonable in market
terms, (b) a workable system for tracking personnel effort, and (c) a reasonable assurance that the
grantee’ s performance and compliance obligations will be fully satisfied, then the arrangement
should be permitted.
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ABSTRACT

This paper reviews the economic models most commonly applied to estimate the value of
intellectual property and other forms of intangible assets. It highlights the key strengths and
weaknesses of these models. One of the apparent weaknesses of the most commonly used
vauation models is the failure to incorporate legd rightsinto their caculations. Cregtion,
maintenance, and enforcement of lega rights of ownership and control for intangible assets form
acritical component of the total economic value of those assets. The failure to account for the
value of those rights undermines the accuracy and the utility of the overall asset valuation
process. This paper advocates a concerted effort by professonasinvolved inintellectua property
law and intangible asset development and management to integrate more effectively the legal
aspects of intangible asset creation, protection, and transfer into asset valuation models. Absent
such integration, al intangible asset valuation models will continue to be incomplete. For

research administrators involved in contract negotiation, intellectua property, and technology
transfer, an understanding of these models is useful for job performance and professiona
development.

COMMON VALUATION MODELS

For the purposes of this paper, intellectua property includes all materia that can be protected and
managed under traditiona legal principles of patents, copyrights, and trademarks. Intangible
assets are those intangible materials that have commercia vaue, but are not in aform digible for
traditional intellectua property law protection. For example, while computer programs and music
recordings can be characterized as intellectual property, as they are protected under the traditional
intellectual property law rights, databases and other factual compilations may be more
appropriately characterized as intangible assets, as they are not widely protected by intellectual
property law. Developers and users of intellectua property and other intangible assets commonly
apply arange of different economic models to estimate the value of that property. The choice of
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model for that valuation is largely driven by the goals and concerns of the party developing the
valuation. The most common models are: cost-based, market-based, income-based, and options.

Cost-Based M odels

A cost-based valuation model focuses on the costs incurred to develop the intellectual property
and intangible assets. It provides an estimate for the value of the asset that istied to the cost to
create or acquire the asset (Pitkethly, 2002). The cost-based model does not generaly address the
potentia future benefits that can be derived from the asset (e.g., licensing revenue). A cost-based
mode is generaly backward looking and often includes some form of adjustment for

depreciation of the asset over time. Different companies will likely choose to incorporate

different costs into their model. For this reason, cost-based models commonly vary from industry
to industry and from company to company.

Cost-based vauation models are generally not intended to provide a true estimate of the value of
intangible assets. Instead, these models are often applied in response to specific regulatory
requirements. For example, cost-based vauation is commonly applied when intangible asset
valuation is needed for accounting purposes. This approach to valuation is aso often used for tax
purposes. Cost-based val uation models have the virtue of being ssimple and accepted by regulators
for tax or audit purposes.

The utility of cost-based modelsis limited, however, as the models do not present a complete
picture of the potential applications for the assets. Most significantly, because of their historical
perspective, these models do not account for future benefits that can be derived from the
intangible asset. For example, revenues derived from licensing and value created through direct
use of the asset are not effectively captured or recognized in most cost-based valuation models.

Cost-based models do not capture the full impact of legal aspects of intangible asset management.
Although cost-based models account for legal costs associated with obtaining and maintaining
intellectua property rights (costs of patent protections and maintenance, for example), they do

not reflect the impact of other legal activities on the value of the asset. For example, cost-based
valuation models do not evaluate, in any way, the future enforceability of patent or other
intellectua property rights.

M ar ket-Based M odels

Market-based vauation models estimate the value of intellectua property assets by looking to the
marketplace (Pitkethly, 2002). Assets that are comparable to those in question are identified, and
the licensing revenue actually derived from those comparable assets in the marketplace is used as
an estimate of the value of the new assets. When comparable intangible assets can be readily
identified, market-based valuation models are relatively easy to apply, and can yield accurate
projections. Different companies choose different markets as the basis for the vauation; there is
substantial variety from company to company even when they each apply a market-based
valuation approach.

A significant problem associated with market-based valuation models is appropriate choice of

comparable intangible assets. The accuracy of a market-based estimate is largely driven by
selection of amodel asset that provides an appropriate point of comparison. It is often difficult to
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identify an appropriate, and truly comparable, asset. For this reason, market-based models work
well when there is an established marketplace for the asset in question, and they are ineffective
when there is no clearly defined marketplace relevant to the asset.

The market-based model s fail to account for the full range of legal activities that affect intangible
asset vaue. To the extent that the comparable assets that form the basis for the va uation model
have legal characteristics comparable to those of the company applying the model, the legal
attributes included in the model are more likely to be valid. For instance, if the asset in question is
a patent for a pharmaceutical product, and if the product used as the market model was
commercialized by a company with access to resources comparable with those of the company
applying the model, then the model may be appropriate as to the impact of legd rights on the
asset vaue. If, however, the model product was commercialized by a very large pharmaceutical
company, but the new asset was developed by a small company with access to far more limited
resources, then the model will be far less appropriate. Patent rights obtained by the large company
are more likely to have greater value, as that company will have the resources to enforce those
rights in the future, than will similar rights held by the smaller company which isless likely to be
in a position to enforce the patent rights. A patent held by a company with resources adequate to
enforce the patent in the future has greater economic vaue than that same patent held by a
company lacking the resources to enforce it.

Income-Based M odels

Income-based valuation models make use of forecast future revenues to develop a current
estimate of asset value (Pitkethly, 2002). Under this valuation model, an intellectual asset’s value
is primarily established by the royalty revenue it can generate in alicensing structure. These
models adopt a forward-looking perspective, estimating future earnings that can be derived from
commercia use of intangible assets. Different companies apply different definitions and
projections regarding revenue forecasting. As a consegquence of this diversity, the income-based
valuation modd differs, in practice, from company to company.

Basic income-based models can be expanded into models that assess asset value based on
estimates of cash flow. Cash flow calculations take the cash receipts of a company or a product
(net profits plus amounts deducted for depreciation, amortization, and depletion) over a given
period of time and subtract al cash payments over that same period of time. Cash flow figures
provide a sense of the financial health of a business over a specific time period. Income-based
models are commonly built on future cash flow estimates associated with a particular asset. These
models project future earnings and expenditures attached to the asset. Those estimates are also
discounted to account for the time value of money and the uncertainty as to the accuracy of the
projected cash flow. The net present value of the future earnings is calculated so that the
estimated potential value of the asset can be compared with similar estimates for other potential
projects, and current resource alocation decisions can be made based on comparative future value
of different projects.

As s the case with market-based models, income-based models function best when there is
accurate information to support the future income and cash flow projections. Such information is
more likely to be available when the asset in question is very similar to one aready in the
commercial marketplace or when the asset will reach a clearly defined and well-established
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market. Income-based models are |ess effective when market information is sketchy or
speculdtive.

An important challenge associated with use of income-based models that apply a discount rate for
uncertainty is the selection of an appropriate discount rate. The discount rates should address both
the time value of money and the risk that the estimated income flow will be inaccurate. Selection
of an appropriate discount rate poses a mgor chalenge, particularly with regard to the estimate of
risk. The accuracy of the overall forecast hinges significantly on the accuracy of the selected
discount rate.

Income-based models do not fully account for the impact of legd rights on intangible asset value.
Those models can effectively capture the costs associated with obtaining and maintaining
intellectual property rights. However, they do not assess the costs associated with enforcement of
the legal rights that are tied to the asset. While these models may capture the costs of patent
prosecution and maintenance, for example, they do not incorporate costs of future litigation to
enforce the patent (including risks associated with enf orceability of the patent) or to enforce
licensing agreements built around the patent.

Option Models

Another approach to estimating intellectua property value makes use of the concept of options.
An option is a choice that can be exercised at a specific time, but need not be exercised. Owners
of intellectua property have avariety of choices about the development and commercia use of
their property. Those options include: what form of intellectual property rights to invoke, whether
to license the asset, how to price the asset, and when to apply legal means to enforce rights
associated with an asset. Option models attempt to estimate economic values for each of those
choices (Van den Berg, 2002). The estimated economic values of the different options can be
combined and compared, thus providing an analytical framework for selecting a
commercidization strategy. Companies commonly define and identify options differently; thus,
the versions of the option model applied by any two different organizations may be quite varied
in structure and resullt.

Option models are most effective when the various options can be readily identified and valued.
The models are more effective when the values for the options are stable, and not subject to
dramatic shiftsin value. Option models also perform more effectively when the options have set
terms and cannot be exercised before they mature. Unfortunately, in the realm of intangible
assets, these factors are difficult to satisfy.

There are several important challenges to effective use of option models for intangible asset
valuation. For example, the risks associated with the various options associated with
commercialization of the asset change continuoudly over time. For maximum accuracy, the
discount factor applied to the option pricing process should, accordingly, be adjusted as the risks
shift. It is not feasible to adjust the discount factor continuously; thus, that factor will never be
able to reflect precisely the true character of the risks associated with the options.

It isdso difficult to structure an option valuation model so that it effectively accounts for the

actual future cash flow associated with commercialization of the asset. Over time, exploitation of
the asset will generate cash, yet it is very difficult to develop an effective estimate of those
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earnings. In addition, those earnings will affect the value of the options associated with the asset,
yet it is also extremely difficult to introduce the estimated earnings from the asset, over time, into
the option valuation model. Thisinability to project the evolving future returns from the asset,

and to integrate those evolving estimates into the option moddl, presents another mgjor challenge
to the option modé!.

Advanced forms of option models could capture many of the costs associated with legal rights
affecting intangible assets. Integration of those lega activities into the already complex option
modelsis, however, a difficult chalenge. The option models aready face the disadvantage of
being the most complex of the valuation systems. Incorporation of the legal factors into the option
mode could overwhelm the model, undermining its effectiveness.

Comparison of the Valuation Models

It is helpful to illustrate how application of the different valuation models to one asset can
generate different value assessments. Assume, for example, that a pharmaceutical company
invested $200 million to develop and ready a new drug for the marketplace. In addition, assume
that the company is confident that the new drug is comparable (as to market size, pricing, and
production costs) to adrug previousy developed and marketed by the company, and that the
previous drug provided $800 million in profits to the company, from $1.2 hillion in tota

revenues, when its earnings were adjusted for the time value of money. Let us say that the value
of the company’s stock rose by $400 million when the news that the new product was ready for
the marketplace was released to the public, and that a competitor has offered to purchase the
patent for the drug for $500 million, at this moment. If we apply the different basic valuation
models to this smple hypothetical situation, we generate grossly over-smplified results.

However, the exercise serves to illustrate how the different models can produce dramaticaly
different estimates of asset value. In this case, a cost-based vauation model would estimate the
vaue of the asset at $200 million. The income-based model would present a vauation of $1.2
billion. A market-based mode could yield an estimate of $800 million (the value of anticipated
future profits from the drug, based on the prior experience with asimilar product), $400 million
(the value of the increase in the company’ s market capitalization after the investment community
became aware of the availability of the new product) or $500 million (the price that another drug
company iswilling to pay to purchase the asset). Finally, the asset value could be identified,
using some version of an options valuation model, as afigure that reflects the economic value to
the company of having the current option of choosing between marketing the drug on its own for
an estimated return, over time, of $800 million or selling the asset to the other company for an
immediate return of $500 million.

There is no definitive correct or incorrect answer in this comparative example, and the sameis
true when valuation models are selected in actua practice. Each of the different basic models can
be justified under many different circumstances. Within each of the basic valuation models, there
are different variations that can be applied (as we see in the example with regard to the market
vauation model). The choice of mode significantly influences the valuation estimate that is
ultimately derived. At least in part, the choices we make when we select an asset val uation model
reflect our goals and concerns regarding the development and use of the asset.
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IMPACT OF LEGAL FACTORSON VALUATION

The value of intellectua property islargely influenced by severa different legal considerations.
In many instances, the impact of these legal considerations on the valuation of intellectual
property and intangible assets is not fully appreciated or considered. Some observers are now
beginning to recognize that the legal aspects of intellectual property protection can have a
significant impact on the actual value of the assets, and that the strength of the lega rights of
ownership and control over those assets should be incorporated into the asset valuation models
(Benintendi, 2003).

For example, some now suggest that different elements of patent rights should be evaluated as
part of the valuation process. Among the patent elements identified as having the most direct
potential influence on the value of the patented asset are: the scope of the patent’s coverage, the
relationship of the patented invention to the prior art (i.e., pre-existing technology), and the
inventiveness of the device covered by the patent (Reitzig, 2002). This approach suggests that the
broader the scope of coverage of a patent and the more the patented invention represents a
significant advance beyond the prior art, the greater the economic value of the intellectual asset
associated with the patent.

Another consideration when assessing the economic value of an intangible asset is the ability of
the owner of the property to enforce its rights against other parties. Although a particular asset
may qualify for some form of lega protection (e.g., patent, copyright, trademark), effective
enforcement of the lega right is not always feasible. For example, a patent may be obtained by an
organization that ultimately does not have the resources to maintain the patent or to litigate to
enforce the patent. Under those circumstances, the economic value of the patent and the
associated intangible assets is significantly less than the value of those same assets when
controlled by an entity with the economic resources to maintain and enforce them. Scope of
ownership rights has little value if the owner of the rightsis unable or unwilling to monitor the
rights and act to enforce them, as necessary.

It thus appears that there are at least two key components of effective valuation of legal rights of
ownership for intangible assets. The first is the scope of the rights associated with those assets.
Generdly, it seems that the broader that scope, the more valuable the asset. The second key
component is the enforceability of the ownership rights. On this issue, it appears that the more
likely it is that the owner will have the resources and the will to maintain, monitor, and enforce
(through litigation, if necessary) the ownership rights, the more valuable those ownership rights
will be. Accordingly, abroad proprietary right held by a resource-rich owner seems to present a
setting in which the potentia value of the intangible asset is maximized.

Even when the owner of an intangible asset is able to assert clear legal rights over the asset,
however, there is no guarantee that the legal rights will retain full value for the duration of their
effective life. For example, in the United States patents can be obtained for computer programs.
Although there is a set effective term for patents, advances in the computer software industry
move at afar more rapid pace. The value of a patent in the software industry, particularly in the
later years of the patent term, is thus not comparable with the value of a patent in an industry in
which the market changes less quickly and there are greater barriers to entry for new products and
technologies (e.g., the pharmaceutical industry). Thus, the value of even clearly enforceable lega
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rights associated with intangible assets varies from market to market and from one time period to
another. An effective intangible asset valuation model should reflect that diversity.

Additionally, some intangible assets with significant potential economic vaue are not readily
protected by traditiona intellectua property rights or other lega principles. For example,
compilations of datain the United Sates receive minimal intellectua property law protection, and
inconsistent protection under aternative lega theories, including property law, contract law, and
competition law theories. However, in Europe developers of factual compilations have
enforceable legd rights to control access to, and reuse of, their content under legidation that
grants specific database ownership rights. Efforts to assess the economic value of this type of
intangible asset should recognize that some level of enforceable right of ownership and control
can be applied, but the extent and enforceability of that legd right is notably limited in the United
States.

Another legd factor affecting intellectual asset valuation is the ability of the owner of the asset to
establish enforceable commercia relationships to facilitate commercia use of the asset. Some
valuation models for intangible assets assume that the commercia transactions necessary to move
the assets into commercia applications can be readily devel oped and have minima transaction
costs. This assumption may not always be correct. Intangible asset valuation models should,
accordingly, include assessments of the feasibility of establishing enforceable asset transfer and
access mechanisms, as the value of the asset is significantly lower if those transactions cannot be
effectively managed.

Example: The Music Industry. A current example of the potential economic impact on
intangible assets when rights of ownership, control, and access for those assets become difficult
to enforce is provided by the music industry’ s ongoing struggles with online distribution of its
content. The rise of the MP3 format for digital recordings and the dramatic development of peer-
to-peer file-sharing technologies have made widespread circumvention of the traditional music
distribution infrastructure a common occurrence. Growth of these technologies has made it far
easier for music consumers to obtain and share pirated copies of music recordings. In effect, the
controls on access to content and the mechanisms for enforcement of legal rights associated with
the content have significantly eroded. This condition has a direct impact on the economic value of
music industry assets. If one attempts to estimate the future economic value of music, an
intangible asset, that estimate, reflecting the current and anticipated online distribution

capabilities, should be less than the vauation associated with the former distribution system in
which the record companies had far more control over content distribution and a greater ability to
enforce effectively their rights of ownership and control over the content.

In some ways the music industry’ s struggle to manage online distribution of its content provides a
useful laboratory for intangible asset vauation principles. Thisindustry faces a situation in which
the costs associated with enforcing its proprietary rights have increased dramatically. In addition,
the industry now confronts an environment in which a notable portion of its customers appears to
question the ownership rights of the industry. This condition leads one to question whether it
might be possible for the future value of an intangible asset to be significantly eroded even when
the legal rights of ownership remain valid and the asset owners continue to act aggressively to
enforce them, as seems to be the case in the music industry. If thisis possible, it could mean that
asset vauation models should account not only for the scope and likelihood of legal enforcement
of intangible asset ownership rights, but aso for the potentia impact of technical and market
forces on the actual enforceability of those rights. In a market where consumer conduct is chaotic,
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legal rights of ownership may lose their value, even when their owners are willing and able to
invest significant resources in enforcement.

Each of the most commonly used intangible asset vauation models captures some, but not all, of
the legal factors that affect the value of intangible assets. It is possible to introduce at least a
rough estimate of the value of those legal factors into each of the different models. Estimates of
the cogts of establishing, monitoring, and maintaining legal rights of ownership for the assets can
be readily developed and introduced into each of the models. Estimating the value of the
ownership rights is more challenging. Identifying the scope of the ownership rights and ng
the ability and willingness of the owner to police and enforce the rights will likely involve a more
complex anaytica process. Estimating the potentia for a runaway market where the rights
become essentially unenforceable may aso be a complicated task. Y et, even if the projections of
the impact of these legal factors on asset valuation are very rough, the process of evauating that
impact and the introduction of some estimate for their value will improve the accuracy of the
overal valuation effort.

Example: Open Sour ce Softwar e. Another interesting context for intangible asset valuation is
presented by the open source software community. Open source software distribution generally
involves licensing of the software subject to terms that permit the licensee to access and modify
the source code, in exchange for a commitment to preserve the open source nature of the original
source code, and in many instances, to make the modified code available on an open source basis.
With the dramatic commercial success of Linux and other open source software products, the
open source approach has had a significant impact on the computer marketplace. Open
distribution models for intangible assets, such as the open source approach, raise interesting
questions regarding asset valuation. Traditional intangible asset valuation models are likely to
place avery low value on assets that are commercialized through aliberal licensing framework,
such as open source. The relatively low vaue would be established as most open source licenses
assess no license fee. It is, however, possible that the models would undervalue assets distributed
using open distribution models. The models may not, for instance, effectively account for non-
monetary valued derived from open source distribution. Such value could include more rapid
market penetration and reduced costs of product refinement. As open source and other aternative
distribution systems for intangible assets grow in popularity, vauation models should evolve to
recognize different forms of value generated by those aternative systems.

The online music distribution and open source licensing experiences illustrate an important lesson
for intangible asset managers. Rapid changes in technology and commercial markets have a
significant impact on legal rights of ownership and control over intangible assets. To the extent
that the asset valuation models are eventually modified to reflect more effectively the impact of
legal ownership rights on the valuation estimates, those models must be continuously updated, as
the value of those ownership rights will continue to shift as new technologies and new market
dynamics ater the relationships between the devel opers of intangible assets and their customers.

CONCLUSION

A variety of different analytical models are presently applied to estimate the economic va ue of
intellectua property and intangible assets. All models have important strengths and weaknesses.
One weakness common to all modelsis the failure to account adequately for legal aspects of
intangible asset development, protection, and transfer. To account for those legal aspects
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effectively, the valuation models should include estimates of the costs associated with creation
and enforcement of the legal rights. In addition, the models should estimate the vaue of the legd
rights of ownership and control of the assets.

Current vauations models can be readily modified to include estimates of costs of creation and
maintenance of legal rights associated with intangible assets. More diligent evaluation of costs of
patent prosecution and maintenance should not be difficult, and can be incorporated into the basic
vauation models. Costs of enforcement of rights appear to be more difficult to integrate into the
models, and estimates of the value of the legal rights seem to be the most difficult aspect of this
effort.

Observers who have suggested that the value of lega rights of ownership of intangible assets can
be estimated, at least in part, through evaluation of the inventiveness of the asset and the scope of
any associated intellectua property protection (Reitzig, 2002) raise an important point. An
intangible asset that can be protected under traditiona intellectual property law principles and

that represents a significant inventive advance over prior art should generdly be vaued at alevel
higher than that of an asset that does not have those attributes. However, in addition to the legd
strength of the asset itself, valuation should also account for the ability of the owner of the asset
to enforce the rights it possesses.

An intangible asset that carries strong legal rights of ownership is more valuable when controlled
by an owner that has access to resources sufficient to support monitoring of the rights and
litigation to enforce the rights. Broad intellectua property law rights for a highly inventive asset
may not carry significant value if the owner of those rights does not have the resources to
maintain or enforce them. Intangible asset vauation models should, accordingly, integrate
assessments of the costs of development and maintenance of legal rights of ownership and control
into their calculations. Those models should a so include assessments of the value of the legal
rights of ownership and control, and that assessment should evaluate both the scope of the legal
rights and the likelihood that they will be effectively enforced. Legd rights of ownership and
control form acritical component of the value of intangible assets. The costs of developing and
maintaining those rights should, accordingly, be included in estimates of the value of the assets.
The value of the legal rights themselves should also be reflected in asset valuation estimates.
That value is directly tied to the scope of the rights and the likelihood that they will be effectively
enforced. Intangible asset valuation models should, as aresult, attempt to assess the scope of
ownership rights and the extent to which their owner possesses the resources and the will to
enforce them.

Findly, the valuation models should also assess the extent to which technical and market forces
could overwhelm legal rights of ownership, even when the owners of those rights have both the
resources and the will to use legal means to enforce them. The current experience of the music
industry suggests that even financialy strong and legally aggressive owners of intangible assets
can see the value of their assets eroded by runaway customers. Intangible asset valuation models
should be structured to recognize when that type of threat to asset vaue is present.

For research administrators involved in contract negotiation, intellectual property, and technology
transfer, an understanding of asset vauation modelsis essential for at least two reasons. 1)
research administrators would have a greater understanding of the true value of intellectual assets
created on their campuses; and 2) research administrators can educate the faculty on what the true
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economic value of their researchis. Asaresult, research administrators can work with faculty
more effectively while smultaneously advancing ingtitutional interests.
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ABSTRACT

The principles of research administration emerged during the 1960s and 1970s, atime when
research in ingtitutions of higher education generally was unencumbered by externa factors. Over
the past three decades, however, regulatory, economic, and political forces have atered
dramatically the boundaries of sponsored research, calling into question the viability of research
adminigration’ s founding principles. Now, research administration faces a difficult dilemma. It
cannot confront the future by ignoring the past, jettisoning the founding principles asirrelevant in
today’ s more complex environment. Nor can it resolutely cling to those guiding principles and
disregard the new, demanding context in which research is conducted. Only by being Janus faced
will research administrators be able to address the problems inherent in managing research and
sponsored programs in today’ s environment.

INTRODUCTION

Recently, Derek Bok, president emeritus of Harvard, darkly warned that American colleges and
universities were in danger of losing their core values. One might discount Bok’s warning as a
lone jeremiad if it were not for the fact that other observers of higher education have also
commented on the difficulties and challenges facing colleges and universitiesin the new
millennium. The concern most frequently expressed by these commentators is that immense
social, political, and economic pressures are threatening the mission and values of higher
education.

Nowhere in the university are these pressures felt as keenly asthey are in research administration.
The management of externally sponsored projects makes research administration a kind of
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barometer for the university, measuring the degree of socid, political, and economic pressure.
The mission and values of research administration, consequently, have themselves become
particularly vulnerable to these same powerful forces.

By examining the impact of certain socid, political, and economic changes over the past three
decades, it is possible to see the effect those changes have had upon the guiding principles of
research administration. The challenge for research administration is how to preserve its
fundamental principles while responding to the pressures of continual socia, economic, and
political change. Research administration cannot afford to focus stubbornly on its past principles
and back into the future, ignoring the social, economic, and political changes, nor can it blindly
march into the future in response to these pressures and disregard its origina principles. Only by
being Janus faced can research administration respond to the external changes in the socidl,
economic, and politica environment and still preserve its own values and purposes.

The Roman god Janus is a useful metaphor for research administration. Janus is the god of
entrances and exits, and his image was often found on gates and doorways. While research
administration is the university’ s gateway for grants and contracts, it is a second, degper, meaning
that makes Janus a powerful symbol for research administration. Janus marks beginnings and
endings. He sits at the moment in time between the past and the future. He is typically depicted,
consequently, as having two faces, one looking forward and another backward. It is thisimage
that metaphorically best describes how research administration can preserve its core values while
responding to the pressures of change.”

PRINCIPLESAND VALUES
OF RESEARCH ADMINISTRATION

No single publication defines either the core values or the guiding principles of research
administration. Instead, the principles and values evolved as the profession grew in the first
decades after World War 11. In those early years, four basic principles emerged in the literature,
which have been repeated since in publications in one variation or another.

The first of these principles was expressed by Alvin Eurich, who wrote that research
administrators must serve as akind of ail in the grants process, reducing the inevitable friction
that occurs when the interests of the faculty, the university, and the sponsor collide. Writing in
1969, Eurich maintained that the interests of the faculty, the sponsor, and university often
conflicted.® Even when those interests did not conflict, they “rubbed” into each other with
sufficient force and frequency to cause friction. The job of the research administrator was to
reduce the friction and keep the process moving.

A second principle was articulated by Kenneth L. Beasley, who argued that research
administrators should serve as “mediators-expeditors’ of the grants process. Beadey maintained
that the grants process was both delicate and complex, and required an individual to balance the
entire gamut of tasks from identifying funding agencies to submitting financia reports. A

research administrator needed to mediate between the interests of the researcher and the demands
of an outside agency. In doing so, the administrator would expedite the grant process.

Raymond Woodrow best expressed a third principle, stating that the purpose of research
administration was “ management for research, not of research....”® Woodrow meant that research
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administrators were to make it possible for faculty to do research by managing the grants process
for investigators, including al regulatory and fiscal matters. For Woodrow, it was clear that the
research administrator was not to be involved in determining the direction or the shape of the
research. Rather, the research administrator was to make it possible for researchers to do their
work unencumbered by administrative burdens.

John Rodman and Michael Dingerson suggested a fourth principle. Effective research
administration, they argued, depended upon positive collaborative rel ationships with the faculty.®
Rodman and Dingerson maintained that research administrators needed to have the trust of the
faculty and that they should represent the faculty voice when mediating between the interests of
the sponsor and the university.

These four principles were echoed in the literature in some fashion or another through the 1980s.’
Something began to change in the 1990s, however. Fewer articles discussed effective
relationships with and services to the faculty, and more articles appeared exploring new issues,
particularly the various aspects of management.? The change in the literature reflected, in part,
research administrators concern with how to manage the growing complexity of the regulatory
environment, the changing economic forces, and the narrowing of the political agenda affecting
research. Equally important, the attention to these new issues reflected the beginning of an
erosion of research administration’s guiding principles.

CHANGESIN THE REGULATORY ENVIRONMENT

One of the most significant factors that began to wear on the principles of research administration
was the change in the regulatory environment for federal grants and contracts.” In the years
immediately following World War 11, federal grants were generally unencumbered by regulation.
Proposal formats were flexible, deadlines were fluid, and terms and conditions were negotiable.

In the 1970s and 1980s, however, federal management and oversight of grants changed.

One of the regulatory changes that profoundly affected federal grants to colleges and universities
was Washington's growing number of rules concerning the management of research funds. The
Office of Management and Budget, for example, issued Circular A-110 in 1976, revising it later
in 1993. OMB aso re-issued Circular A-21 in 1979, and modified it three more times between
1979 and 1987. These Circulars defined more precisely the administrative requirements for grant
agreements. They codified and specified uniform requirements and provided a framework for the
management of grants, forcing universities to create new systems for control.

A second regulatory change was a new emphasis upon auditing. The passage of the Single Audit
Act in 1984 and the adoption in 1985 of OMB Circular A-128, Audits of State and Local
Governments, ushered in anew era of fiscal accountability and control. Not only did these
regulations address financia requirements, but they also gave auditors the authority to review
“other control systems,” which came to mean awide variety of activities, ranging from
subrecipient monitoring to compliance with the Civil Rights Act.

The third area of change was the explosion in the last two decades of regulations governing fraud
and waste, protecting the environment, humans, and animals, and addressing individua rights.

For example, regulations addressed employment of the handicapped, sex discrimination, age
discrimination, clean air and water, hazardous materials, human subjects and animalsin research,
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biosafety, recombinant DNA, debarment and suspension, misconduct in science, procurement
integrity, conflict of interest, and drug-free workplace.

Regardless of the reasons or the need for the regulations, these changes acted as an abrasive force,
grinding and wearing away the origina principles of research administration. Emphasis began to
shift from services that helped faculty identify funding opportunities and facilitate the submission
of proposals to control functions responsible for assuring compliance with avast array of federa
requirements. It became extremely difficult, if not contradictory, for offices of research
administration to mediate, expedite, facilitate, and represent the faculty when federal

requirements demanded that universities provide more regulation and control.

CHANGESIN THE ECONOMIC ENVIRONMENT

In addition to regulatory changes, a second significant factor affecting research administration
was a change in the economics of higher education. Derek Bok wrote that universities controlled
the three most important aspects of America s post-industrial economy—expert knowledge,
research, and educated people.”® Government as well as industry wanted, needed, and demanded
access to these assets, and they began to exert pressure on universities to produce even greater
amounts of these resources. With demand so high, there was little social and political patience for
the amount of time it took to develop knowledge, conduct research, and educate people.

Research had helped win World War 11, cure polio, and put a man on the moon. The lessons were
clear. Research could solve any number of problems, ranging from national defense to public
health. Federa support for research, consequently, grew 46-fold after 1951, increasing from

$1.85 hillion to $84.9 hillion. In the 1990s alone, federa support for research increased from

$65.8 to $34 hillion.** The tremendous increase in federal support for research reflected the faith
society had in the ability of universities to solve problems.

The impact of society’s confidence in university research to solve problems, and its impatience
for progress, changed the concept of funding for research. Instead of viewing support for research
as along-term investment in the future, society came to view research as a commaodity to buy,

use, trade, and consume. This gradual, yet profound shift transformed research into an enterprise,
sometimes independent of the academic mission of the institution. Because it was viewed as an
enterprise, curiosity based research was overwhelmed by research driven by agendas externa to
the investigator and to the academy. State agencies in particular were active in attempting to
“buy” research to solve avariety of economic and social issues. State agencies, for example,
directed public universities to address local issues, such as teacher shortages and the quality of
education from pre-school through high school.*?

The use of research to solve economic problems, however, best typifies the trend of treating
research as a commodity. Both federa and state agencies trumpeted the miracle of R&D asan
engine of economic development. Articles proclaimed the virtues of technology transfer, advised
industry on new strategies to attract and retain R& D taent, and extolled the benefits of public-
private partnerships.*® The SRA and NCURA journals bristled with advice on industry and
university collaboration, and a 1986 book advised that universities needed to undergo a cultural
change in order to collaborate successfully with business and industry.™ R& D was seen as the
key to economic success, and research was asked to power an era of unparalleled economic
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growth. These economic factors pressured universities to direct research, making it difficult for
research administrators to maintain the principle of managing for research.

CHANGESIN THE POLITICAL ENVIRONMENT

Like the expansion of regulations and the change in the economics of higher education, the
intrusion of politicsinto the research process affected the ability of research administration to
maintain its guiding principles. Granting taxpayers money gave policy makers the right to
determine how that money would be spent, and since the public demanded solutions to any
number of problems, why not direct research to address those problems? In 1992, the President’s
Council of Advisors on Science and Technology declared that the nation could no longer afford
the “intdlectua luxury” of funding all research and that government must focus the research
mission.” The Government-University-Industry Research Roundtable echoed the same desire to
focus and control research. It called for policy-makers to “set overall nationa priorities.” Without
irony, the Roundtable declared that we must think of the future and develop a strategic plan to
manage the “ pace and nature of research.”*®

Federal agencies managed the pace and nature of research in a variety of ways. Agencies set
priorities for funding in some areas, while prohibiting research in other areas. For example,
research in breast cancer received significant attention for a period of time in the early 1990s and
was even included in the Department of Defense budget. Conversely, investigators were restricted
from certain stem cell research, while others were discouraged from following other lines of
research. Recently, for example, researchers studying AIDS and other sexualy transmitted
diseases were warned to avoid certain politicaly controversial topics.”” Theintrusion of politics
into the research endeavor made it difficult for research administrators to mediate among the
interests of the sponsor, the university, and the faculty when politics made the interests of the
sponsor pre-eminent.

The way universities responded to the changes in the regulatory environment, the economic
factors, and the political agendafor research also affected the principles of research
adminigtration. In 1987, Robert Rosenweig wrote that “compared to forty years ago, today’s
universities are larger, more complex, more competitive for money and people, have more capital
needs, [and] are more dependent on government....” **That dependency on government funding
led another academic observer to wonder if universities did not look now to research as a
business, and grants as a source of revenue, instead of as supplemental support for the core
educational mission.**

CHANGESIN THE UNIVERSITY

Universities created increasing complex bureaucracies to manage the dramatic risein R&D
funding and the complicated lega and regulatory environment. In 1988, the American

Association of Higher Education observed that the “relationships with government have been
marked by increasing bureaucratization and control.”*° The change could be seen most clearly in
biomedical research. A study by the Pew Higher Education Research Program, for example,
stated that “each new federal program carries with it substantial monitoring requirements that
often lead to the establishment of new internal bureaucracies....Health and safety regulations are
aprime example. Most research universities have to increase their staff of health and safety
inspectors fivefold or better.”** Paradoxically, the more money Washington granted to
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universities for research, the more research cost and the more cumbersome it became to conduct
that research. It became increasingly difficult for research administrators to facilitate the grants
process as the ingtitutiona bureaucracy grew in magnitude.

Along with the growth in the size and complexity of the bureaucracy came what can be best
described as a change in the ingtitutional culture for research. One such change in the culture has
been viewed as a decline of “socid capita” within the university, i.e., the loss of mutua social
obligation, loyaty, and dedication. The loss of socia capita meant fewer shared values, more
parochia interests, less communication, and more antagonisms. Rel ationships between faculty
and the administration, for example, become adversaria instead of collaborative.?* A second
cultural change has been the shift in faculty loyalty from the ingtitution to the academic discipline
and finally to the research funding agency, resulting overal in less collegidity within the
academy.”® The third change in the research culture has been the erosion of traditional academic
values. The vaues and standards of excellence and of academic freedom, some have argued, have
eroded to the point that universities needed externa regulations to govern conflict of interest and
misconduct in research.®* These changes in the university increased pressure to the point that it
became impossible for research administrators to act as a lubricant to reduce the friction between
the faculty and the university.

STRUCTURAL RESPONSE TO THE CHANGING ENVIRONMENT

With the change in the regulatory environment, the increase in economic pressures, the impact of
political agendas, and the universities response to those factors, it has become very difficult for
research administration to manage for research, to facilitate the grants process, to collaborate with
the faculty, and to mediate among the conflicting interests. One reaction has been for research
administrators to change their organizational structures to accommodate the new rules and
demands. At arecent national conference, three major research ingtitutions unveiled new models
for organizing research administration. Additionally, astudy at SUNY Albany proposed a fourth
approach to organizing sponsored programs.”® Each organizational model reflected an attempt by
research adminigtration to accommaodate the guiding principles to the changes in the environment.

One model for organizational change was initiated by Stanford University. The purpose for
changing the structure was to make research administration more “responsive, timely, and
accountable.” The mission of the research administration office, Stanford declared, was “to
support outstanding sponsored research and education by providing service, expertise, innovative
leadership, and by promoting a collaborative model of stewardship among all faculty and staff.”
To achieve this mission, Stanford combined its pre- and post-award functions. It adopted a
“portfolio” approach to the management of awards, i.e., research administrators in the central
office followed a single grant through its entire “life cycle.” This approach focused the research
administrator upon individual researchers with the goal of enhancing “customer service.”?

The Dana-Farber Cancer Institute offered a second model. In response to the increasing grant
volume that was crushing the old organizational structure, the Institute abolished its old divisons,
de-centralized grants management, and re-defined administrative roles. Its goa wasto create a
“seamless’ grants process for investigators by making the departmental research administrator the
“facilitatgg” for the researcher and the central administrator the “mediator” among the various
interests.
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Washington University addressed the changed research environment in a third way. It recognized
that its central research administration structure was fragmented and plagued by weak service,
sow response, and little or no support for proposal development. Its response was to create a
“one stop shop,” where faculty could have all of their grants needs taken care of by asingle
office. To support this concept, Washington University re-defined roles for the departmental
research administrators and for the pre- and post-award offices.?®

A report from the Center for Technology in Government at SUNY Albany stands in dramatic
contrast to the organizational responses of Stanford, Dana Farber, and Washington University.
Offering an organizational model from a nationd rather than an institutional perspective, the
SUNY report agreed that the mechanisms supporting research were collapsing in the current
environment. Its solution to the problem, however, was to recommend a plan that would manage
the direction of research rather than the processes for facilitating research.”

The SUNY report argued that the ideal organization for research would invest only in a priori
defined significant social and scientific research in contrast to supporting curiosity-driven

research. The organization would foster collaboration to address these issues and direct resources
only to qualified researchers for qualified projects. The ideal research organization would be able
to identify emerging issues, develop human capital, and take investment risks. An organizational
structure directed to these goals would result in lower overhead costs, create a standardized
method of conducting business, enhance communication, and target resources better. By directing
research, this kind of organization would diminate inefficiency in the research enterprise.

TRENDS

These four examples show a number of trends. Firgt, it is clear that the complex environment
necessitated the creation of an equally complex system to manage it. All four cases recognized
that the system for supporting sponsored research was crumbling under the strain of trying to
manage grants in the current lega, regulatory, economic, social, and political environment.
Stanford, Dana Farber, and Washington University responded by re-structuring their programs
supporting sponsored programs in order to preserve the four founding principles of research
administration. Although they re-structured differently, all three stated that their goal wasto
enhance the facilitation of the grants process for the faculty. In order to achieve that purpose,
they had to create new organizational structures, and administrative roles. The SUNY report was
smilar in also proposing a structural response to the complex legd, regulatory, socia, and
political environment. Its response, however, differed from the other three in calling for sponsors
and universities to adopt uniform methods and standards of accountability. This approach, the
report argued, would better facilitate research than would university organizational re-structuring.

Second, these four examples show how the terms “facilitate” and “mediate” have come to have
meanings different than when they were used by Woodrow, Beadey, Eurich, and Dingerson and
Rodman. For example, Stanford's collaborative model incorporated the sponsor as part of the
partnership with the researchers. Facilitation, consequently, meant facilitation for the sponsor as
well as the investigator. It was a subtle yet significant recognition of the active role the sponsor
now played in the grants process. The Dana Farber modd, in contrast, did not include the sponsor
but split the roles of “facilitator” and “mediator.” The facilitator function was l€eft to the
departmental research administrator while the mediator role was given to the central research
office. Washington University’s “ One Stop Shop” maintained a traditional approach to
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facilitation and mediation, while the SUNY report addressed facilitation in terms of setting
research agendas as a means of gaining efficiency in grants management.

In terms of the meaning of facilitation, probably the greatest change illustrated by these four
examples was the recognition that facilitation also now meant regulation. The legal and
regulatory environment had grown so complex that universities had to create significant office
structures to assure compliance. Facilitation had come to mean not just helping investigators
comply with regulations, but also enforcing the regulations to protect the university.

Last, these four examples demonstrate the transformation of the principle of managing for
research. Stanford, Dana Farber, and Washington University clearly were attempting to manage
for research, but the new redlities were forcing them to make concessions and adjustments.
Traditional structures of research administration were designed to support research. These new
organizational models, however, sought not just to manage for research in terms of support,
mediation, and facilitation; they attempted to protect research from the intrusion of external
regulations, economics, and politics so that it could be conducted in as unencumbered a manner
as possible. The socia and political agendas, regulations, priorities for funding, cost of research,
and indtitutiond liability al made the possibility of curiosty-driven research problematic. The
university examplesillustrate how those ingtitutions tried to mitigate those factors.

The report from SUNY, however, took aradicaly different approach. Its response to the new
environment was to abandon the principle of managing for research and propose the management
of research, i.e., manage the direction and agenda of research. Only by setting research priorities,
directing resources, and imposing a research agenda, the report argued, could research be
conducted efficiently and effectively in the current environment.

CONCLUSION

Regulatory, economic, and political changes over the past three decades have been an abrasive
force grinding hard against the guiding principles of research administration. It has indeed been

difficult to manage for research, facilitate for research, mediate the research process, and be a
voice for the faculty in the face of these changes.

In redlity, regulation, economics, and politics have aways formed the boundaries for research
administration. Over the past thirty years, however, those boundaries shifted and narrowed
radicaly, permanently dtering the landscape for research and its administration. It is within these
new boundaries that research administrators must seek to understand the relevance of their
founding principlesin a new millennium. The first principle of research facilitation remains a
critical precept, but it must now encompass the management of pervasive regulation. The
profession’s second principle, to mediate among the needs of faculty, sponsor, and ingtitution,
now extends to an environment in which powerful political, economic, and legal forces frequently
make the interests of the sponsor pre-eminent. The third principle of building collaborative
relationships with faculty faces new challenges now that both the sponsor and the ingtitution
require research administration to regulate faculty. Last, the task of managing for research ismore
complex and difficult now that externa factors engage in the management of research.

Research administrators need to address the challenges of the regulatory, economic, and political
environment, and search for new waysto facilitate and mediate for research. In doing so, research
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administrators can neither face the future by turning their backs on the past, jettisoning the
guiding principles as irrelevant, nor steedfastly cling to the founding principles and back into the
future, ignoring what liesin front. Only by being Janus-faced will research administrators be able
to answer the question of how to support research. One face of research administration must
always focus forward on the ever-changing environment, adaptive and dynamic, while the other
face must never lose sight of the guiding principles of managing for research, facilitating
research, mediating the process, and supporting the faculty. The task isto determine how best to
provide those services in the shifting boundaries of a new environment.
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