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I.  ABSTRACT 
 

The federal government’s technology transfer program encourages federally-
funded laboratories to license their newly developed technologies to the private sector.  
However, the laboratories are required by law to report their licensing activities to the 
federal agency charged with allocating public funds to them.  In March 2002, the United 
States District Court for the District of Columbia held that the essential term (royalty 
rate) of a license agreement between a federally-funded laboratory and a pharmaceutical 
company is exempt from the Freedom of Information Act (FOIA).  In other words, 
federal agencies may choose to hide the royalty information from the public.  This Note 
argues that the Court has misconstrued the FOIA by failing to address several important 
factors.  The bigger picture tips the balance in favor of releasing the royalty information 
to the public. 
 

II.  INTRODUCTION 
 

Several factors contribute to the high price of pharmaceuticals.  These include (1) 
selling prescription drugs in a captive market where consumers cannot choose to forego 
important medical treatments, (2) bringing a new drug to market requires substantial 
research and development, and (3) some investors demanding large returns. 
 

But what happens when a pharmaceutical company utilizes federally-funded 
scientific research to assist the process of bringing a new drug to market?  Does this 
lower the company’s costs?  If so, does the company respond in kind by lowering the 
price it charges consumers?  Or do the investors merely achieve larger returns?  These are 
the questions to which the Plaintiff wants the public to demand answers.[1] 
 

 
 



II-A.  Litigants 
 

The plaintiff is Public Citizen Health Research Group (PCHRG).  Public Citizen 
is a non-profit consumer advocacy group located in Washington, D.C. devoted to health 
care issues.[2]   The mission of PCHRG is to fight for health care and prescription drugs 
that are safe, effective, and affordable.[3] 
 

The defendant is the National Institutes of Health (NIH).[4]  The NIH is a very 
large federal agency under the U.S. Department of Health and Human Services.  It 
conducts medical, behavioral, and pharmaceutical research.[5]  The NIH is comprised of 
27 separate components,6and its main campus consists of 75 buildings located on 300 
acres in Bethesda, Maryland.  The NIH intramural research program allocates funds to 
federally-owned laboratories, and the NIH extramural research program awards 
competitive grants to university-owned laboratories throughout the nation.  Both research 
programs are financially supported by the taxpayers.  In the year 2001, Congress 
appropriated $20.5 billion to the NIH.[7] 
 

The intervenor-defendant is Johnson & Johnson, a for-profit business organization 
that manufactures and sells pharmaceuticals (45% of total sales), medical devices (34% 
of total sales), and hygiene products (21% of total sales).[8]Its pharmaceutical segment is 
one of the most profitable enterprises within the pharmaceutical industry.  In the year 
2001, Johnson & Johnson’s pharmaceutical segment generated $14.9 billion in sales and 
$4.9 billion in operating profits, while holding $11.6 billion in identifiable assets.[9]  
 

II-B.  Background 
 

A number of prescription drugs have been developed in part by financial support 
from taxpayers.  The process begins with a federally-funded laboratory making an initial 
drug discovery.[10]   At this early stage of development, the taxpayers are the investors 
who bear the risk of failure.  Afterwards, the federal government’s technology transfer 
program makes the drug discovery available to for-profit business organizations.[11]  At 
this stage, the role of a pharmaceutical company is to design a method to scale-up 
production of the drug and perform the clinical trials necessary to achieve FDA-approval 
for sale of the drug to the public.  Here, the pharmaceutical company bears the risk of 
failure.  However, it is becoming more common for federal funding to assist with the 
clinical trials as well.[12] 
 

II-C.  Reason for Filing an FOIA Request 
 

PCHRG has been lobbying Congress to place price controls on prescription drugs 
for which financial support from taxpayers played a major role in research and 
development.[13]   PCHRG believes it is an intolerable situation to force working 
middle-class Americans to subsidize the development of new prescription drugs when 
they cannot afford to purchase them.[14] 
 



The pharmaceutical industry has counter-lobbied that prices are high because 
investment and production costs are high.[15]  To respond to the pharmaceutical 
industry’s explanation, PCHRG has begun a quest to map-out which prescription drugs 
were developed in part with public funds, and the cost each pharmaceutical company 
incurred in bringing those particular drugs to market.[16]   This includes learning how 
much each pharmaceutical company paid to license technology from the federal 
government’s technology transfer program. 
 

II-D.  Dispute and Outcome 
 

PCHRG asked the NIH to make the following information accessible to the 
public: 1) the royalty rate (defined as a percentage of gross sales revenues) of each 
license agreement between the NIH and a pharmaceutical company, and 2) the amount of 
royalties each pharmaceutical company paid pursuant to each license agreement during 
the period from 1986 to 1998.[17]   The NIH refused to reveal the information.[18]  
PCHRG filed suit against the NIH in federal district to obtain the records of a federal 
agency under the Freedom of Information Act (FOIA).[19]  Johnson & Johnson, a 
company with active license agreements, intervened on the side of the NIH.[20]  
 

The Court held in favor of NIH and Johnson & Johnson.[21] The Court reasoned 
that the royalty information should be protected, because the possibility of NIH and 
Johnson & Johnson experiencing harm outweighs the public’s need to know.[22]  
 

II-E.  Direction 
 

This Note argues that the public interest is more important, and therefore the 
Court’s decision should be overturned.[23]   The Note begins with an overview of the 
laws that control the federal government’s technology transfer program and shows 
examples of technology transfers to Johnson & Johnson.  Then, the Note demonstrates 
the link between the technology transfer laws and the Freedom of Information Act 
(FOIA), and introduces the balancing analysis that courts perform under Exemption Four 
of the FOIA.  The Note presents the interests of each party, offers a better method for 
assigning weight to those interests, and performs the balancing analysis with the new 
weights. 

III.  TECHNOLOGY TRANSFER 
 

Congress created the technology transfer program to encourage movement of the 
federal government’s scientific and technical information to the private sector.[24]  
Commercialization of new technologies should stimulate the economy and improve the 
quality of life. 

III-A.  Technology Transfer Statutes 
 

When a federally-funded scientific research institution creates a patentable 
invention, the federal government retains a partial ownership interest in the resulting 
patent.  The institution may choose to achieve partial ownership as well.  The institution 



can apply for patents, and license the patents to the private sector, but this power is 
subject to many restrictions described below. 
 

Situations that Give Rise to Federally-Owned Patents 
 

The federal government retains a property interest in a newly issued patent under 
three different scenarios.  In the first situation, a federally-owned laboratory is the sole 
creator of the patentable invention.  The patenting and licensing is governed by a portion 
of the Bayh-Dole Act (35 U.S.C §§ 207-209).  In the second situation, a federally-owned 
laboratory collaborates with a for-profit business organization, and together they create a 
patentable invention.  The collaboration is referred to as a “CRADA” (Cooperative 
Research and Development Agreement),[25]  and is governed by the Federal Technology 
Transfer Act (15 U.S.C. §§ 3710a-d).  In the third situation, a university-owned 
laboratory receives a federal research grant, and uses the money to create a patentable 
invention.  In this case, the patenting and licensing is governed by a different portion of 
the Bayh-Dole Act (35 U.S.C. §§ 202-204). 
 

Federally-owned Laboratories Bayh-Dole Act (35 U.S.C §§ 207-209) 
 

In the first situation, the individual inventor, the federally-owned laboratory, and 
the federal government, share property interests in the patent.[26] The federally-owned 
laboratory (or the federal agency overseeing the laboratory) may negotiate license 
agreements with private companies.[27] To start the negotiation process, the private 
company must submit a proposal describing how the company plans to develop and 
market the invention.[28] The private company must demonstrate that the license 
agreement with serve the public interest,[29]  and that manufacture of the resulting 
consumer product will occur within the United States to promote jobs.[30]  Also, the 
royalty payments received by the federally-owned laboratory (or the federal agency) must 
be used to support further research and development projects.[31]  
 

The federally-owned laboratories prefer to enter non-exclusive license agreements 
in an effort to achieve maximum usage of the technology.  However, if a private 
company insists on obtaining an exclusive license, this requires a public notice-and-
comment period.[32]  Even if an exclusive license agreement is achieved, the federal 
government still retains the right to use the invention for research purposes.[33]  Also, the 
federal government retains the right to investigate the effort the private company has 
made toward bringing the product to market; Congress frowns on hoarding and shelving 
exclusive license agreements merely to thwart others in the same general industry.[34]  
 

CRADAs - Federal Technology Transfer Act (15 U.S.C. §§ 3710a-d) 
 

In the second situation, the individual inventor, the federally-owned laboratory, 
the federal government, and the private company, share property interests in the 
patent.[35]  The federally-owned laboratory retains the right to negotiate license 
agreements with other private companies.[36]  The private company who is joint owner 
of the patent (and any licensees) must manufacture the resulting consumer product within 



the United States.[37]  The federal government retains the right to use the invention for 
research purposes.[38]  The royalty payments received by the federally-owned laboratory 
must be used to support further research and development projects.[39]   The formation 
of the CRADA does not require a public notice-and-comment period.[40]   
 

University-Owned Laboratories - Bayh-Dole Act (35 U.S.C. §§ 202-204) 
 

In the third situation, the individual inventor, the university, and the federal 
government, share property interests in the patent.[41]  The university may negotiate 
license agreements with private companies.  However, the federal agency that allocated 
the research funds retains the right to terminate any of the university’s license 
agreements, and to license the patent to others instead.[42]  All licensees must 
manufacture the resulting consumer product within the United States.[43]  The federal 
government retains the right to investigate the effort a licensee has made toward bringing 
the product to market.[44]  The federal government also retains the right to use the 
invention for research purposes.[45]  The royalty payments received by the university 
must be used to fund further scientific research at the university.[46] 
 

Restrictions on Royalty Rates 
 

The technology transfer statutes do not place any restrictions on royalty rates; the 
law allows royalty rates to be as low as zero percent.[47]  However, the NIH has adopted 
a policy of trying to negotiate royalty rates that are reasonable.[48] 
 

III-B.  Reporting Requirements 
 

The federally-owned laboratories, CRADAs, and university-owned laboratories 
receiving federal research grants, are required to report their patenting activities to the 
federal agency that allocated federal funds to the laboratories.[49]  The laboratories are 
also required to submit annual reports about any license agreements they have made.  The 
reports are to include the status of product development, date of first commercial sale or 
use, and gross royalties received.[50]  
 

Biomedical laboratories, which have been allocated funds by the NIH, are 
required to report their patenting and licensing activities to the NIH.  The NIH has 
created a database called “Interagency Edison” to manage this information.[51]  
However, the data is not accessible to the public.  The database can only be searched by 
staff in the NIH Office of Technology Transfer.[52] 
 

III-C.  Examples of Technology Transfers to Johnson & Johnson 
 

Sometimes the existence of a license agreement leaks to the news media.  Here 
are some examples of how the federal government’s technology transfer program has 
benefited the intervenor-defendant, Johnson & Johnson. 
 

 



Procrit® and Ortho Biotech 
 

Erythropoietin is a natural growth factor found in humans, which stimulates the 
production of red blood cells.  Columbia University utilized NIH funding[53] to develop 
a process that produces erythropoietin in the laboratory.[54]  Columbia University 
licensed the resulting patent to Amgen.[55]  Amgen sub-licensed to Ortho Biotech of 
Raritan, New Jersey.[56]  Ortho Biotech is a subsidiary of Johnson & Johnson.[57]  
Ortho Biotech obtained FDA approval to sell erythropoietin under the name Procrit® as a 
treatment for anemia (low red blood cell count) associated with chemotherapy in cancer 
patients and with zidovudine-therapy in HIV patients.[58]  The sale of Procrit® produces 
more revenue for Johnson & Johnson that any of its other products.  In the year 2001, 
sales of Procrit® reached $3.43 billion.[59]  Consumers pay about $120 for each dosage 
of Procrit®.[60] 

Leustatin® and Ortho Biotech 
 

Cladribine (2-chlorodeoxyadenosine) is a nucleotide analog that inhibits DNA 
replication.  The Brigham Young University utilized NIH funding[61] to develop a 
procedure to chemically synthesize cladribine.[62]  Brigham Young University licensed 
the resulting patent to Ortho Biotech (subsidiary of Johnson & Johnson).[63]  The 
General Clinical Research Center (GCRC) of The Scripps Research Institute (TSRI) 
utilized NIH funding to perform clinical trials on cladribine.[64]  Ortho Biotech obtained 
FDA approval to sell cladribine under the name Leustatin® as a treatment for hairy cell 
leukemia.[65]  Consumers pay about $2400 for chemotherapy treatment with 
Leustatin®.[66] 

ReoPro® and Centocor 
 

Abciximab is a monoclonal antibody that binds to a glycoprotein receptor on the 
surface of platelets, thereby preventing platelets from sticking together and forming a 
blood clot.  The State University of New York at Stony Brook (SUNY-SB) utilized NIH 
funding[67] to create abciximab.[68]  SUNY-SB licensed the resulting patent to Centocor 
of Malvern, Pennsylvania.[69]  Centocor is a subsidiary of Johnson & Johnson.[70]  The 
company obtained FDA approval to sell abciximab under the name ReoPro® as a 
treatment to prevent the formation of blood clots during and after surgery for clogged 
arteries.[71]  In the year 1999, ReoPro® generated $447 million in sales.[72]  Consumers 
pay about $1100 for each dosage of ReoPro®.[73] 
 

Remicade® and Centocor 
 

Infliximab is a monoclonal antibody that binds to tumor necrosis factor alpha, 
thereby hindering the inflammatory process.  The New York University Medical Center 
(NYU-MC) utilized NIH funding to create infliximab.[74]  The project was done in 
collaboration with Centocor (subsidiary of Johnson & Johnson).  NYU-MC and Centocor 
became joint owners of the resulting patent.[75]  Centocor obtained FDA approval to sell 
infliximab under the name Remicade® as a treatment for both Crohn’s disease and 
rheumatoid arthritis.[76]  In the year 2001, Remicade® generated $721 million in 
sales.[77]  Consumers pay about $1800 for each dosage of Remicade®.[78] 



 
IV.  FREEDOM OF INFORMATION ACT 

 
The Freedom of Information Act (FOIA) requires federal agencies to disclose 

their records to the public upon request.[79]  However, not all records are fair game.  The 
FOIA has nine different exceptions that give federal agencies the power to refuse 
disclosure. 

IV-A.  FOIA Exemption Four 
 

One of these exceptions is referred to colloquially as Exemption Four.  It gives 
federal agencies the ability to protect “trade secrets and commercial or financial 
information obtained from a person and privileged or confidential.”[80]  This statutory 
language is construed as applying to two types of information: 1) trade secrets, and 2) 
commercial or financial information, provided by a non-governmental third party, 
received by a federal agency, and privileged or confidential. 
 

The technology transfer statutes expressly reference FOIA Exemption Four and 
directly mimic its statutory language in all three federally-funded settings (federal 
laboratories,[81] CRADAs,[82] and university laboratories[83]).  The main issue in the 
PCHRG case is whether the NIH can use FOIA Exemption Four as an excuse to hide 
royalty information from the public.[84]  Therefore, each component of FOIA Exemption 
Four must be carefully evaluated. 
 

Trade Secrets versus Commercial or Financial Information 
 

Royalty rates and royalty payments are not trade secrets.85  They are financial 
information.[86]  

Provided by a Non-Governmental Third Party 
 

Within the setting of a technology transfer program, the non-governmental third 
parties are the business organizations that enter into license agreements with federal 
entities. 
 

PCHRG has argued that a royalty rate is not information “provided by” (or 
obtained from) a third party, but instead is merely one term in a contract “negotiated 
with” a third party, and royalty payments are merely the performance of that negotiated 
agreement.[87]  Therefore, the royalty information does not fall under FOIA Exemption 
Four; the information must be released to the public. 
 

But the PCHRG Court concluded otherwise.  The technology transfer program 
requires that licensees provide the initial offer.[88]  Then the licensees provide counter-
offers during negotiation.  And the licensees must agree to the final value.  Therefore, the 
licensees are the ultimate source of the royalty information.[89]   
 

 
 



Received by a Federal Agency 
 
            The law requires that the NIH receive the royalty information.[90]  Either the NIH 
directly negotiates a license agreement with a business organization, or a federally-
funded laboratory negotiates a license agreement and reports the information to the NIH. 
 

Privileged or Confidential 
 

In the PCHRG case, the royalty rates and royalty payments are not protected by a 
privileged relationship, such as attorney-client or doctor-patient.[91]  So, the issue 
narrows to whether they are confidential.[92]  
 

IV-B.  Balancing Test Defines Confidential 
 

The statutory language of the FOIA does not define confidential.  Congress has 
left to the courts the responsibility of determining when commercial or financial 
information is confidential.[93]  The D.C. Circuit, which handles the largest number of 
FOIA cases, has stated repeatedly since the 1970’s that all FOIA exemptions must be 
construed narrowly, in such a way to provide maximum access to agency records 
consistent with the overall purpose of the FOIA.[94]  In other words, a party’s subjective 
desire to hide information from the public does not automatically deem the information 
confidential.  And signed confidentiality agreements are not particularly persuasive.[95] 
 

The D.C. Circuit has created a balancing test to determine when commercial or 
financial information is confidential under FOIA Exemption Four.[96]  The test balances 
the public interest versus the interests of the federal agency and the third party.  The 
analysis contains a presumption that the public interest is strong.  Information is declared 
confidential when the combined weight of the federal agency’s and third party’s interests 
overcomes the strong public interest.[97] 
 

Mandatory versus Voluntary Information 
 

A different set of factors is used to evaluate the interests depending upon whether 
the information was provided to the federal agency on a voluntary or mandatory basis.  
Information is considered mandatory when submitting the information is either required 
by law or required to maintain the relationship between the third party and the federal 
agency.[98]   
 

In the PCHRG case, all parties agree that the federal agency (NIH) obtained 
royalty information from the third parties (licensees such as Johnson & Johnson) on a 
mandatory basis.[99]  A royalty rate is a required term in a license agreement, and 
laboratories are required to report licensing information to the NIH.   
 

 
 
 



Factors Defining the Federal Agency’s Interests 
 

The interests of the federal agency are rather similar in the voluntary and 
mandatory situations.  If the third-party submitted the information on a voluntary basis, 
the issue is whether revealing the information to the public would jeopardize the federal 
agency’s ability to ensure that the information is readily available to the agency in the 
future.[100]  If the third-party submitted the information on a mandatory basis, the issue 
is whether revealing the information to the public would jeopardize the federal agency’s 
ability either to carry out its statutory mandate[101] or to ensure that the acquired 
information is accurate and reliable.[102]  
 

Factors Defining the Third Party’s Interests 
 

The interests of the third party are rather different between the voluntary and 
mandatory situations.  If the third party submitted the information on a voluntary basis, 
the issue is whether it is objectively the normal custom of the third party to hide the 
information from others.[103]  If the third party submitted the information on a 
mandatory basis, the issue is whether revealing the information to the public would create 
a substantial risk of competitive harm by placing the third-party at a significant 
disadvantage compared to his competitors.[104]  There is no need to show actual 
competitive harm; all that is required is demonstrating actual competition and the 
likelihood of substantial competitive injury.[105]  
 

V.  INTERESTS OF THE LICENSEES 
 

Since the royalty information was submitted to the NIH on a mandatory basis, a 
significant factor that must be considered when evaluating the licensees’ interests is 
whether revealing the royalty information to the public would create a substantial risk of 
competitive harm to the licensees. 
 

V-A.  Actual Competition Faced by the Licensees 
 
            Licensing agreements create three different competitive situations: 1) a licensee 
with an exclusive license, 2) multiple licensees with non-exclusive licenses to the same 
technology, or 3) the presence of both licensees and non-licensees.  In the first situation, 
there is no competition.  A single licensee has exclusive rights to the technology.  In the 
second situation, competition may arise among the various licensees.  However, the 
presence of competition is not an absolute certainty in the pharmaceutical industry.  
Sometimes different licensees use the same underlying technology to develop different 
drugs, or they use the same drug to target different markets (i.e., obtain FDA-approval to 
treat different illnesses).  In the third situation, competition arises between a licensee and 
a non-licensee.  Here, a non-licensee enters the fray with a medication that is markedly 
different to avoid infringing the patent being licensed, but is sufficiently similar to act as 
an effective market substitute (i.e., obtained FDA-approval to treat the same illness). 
 

 



Criticism of the Court’s Finding of Actual Competition 
 

The PCHRG Court declared that the licensees face actual competition.[106]  Yet, 
the Court did not specify the particular situations, companies, or products in which the 
actual competition was found. 
 

It is interesting to note that during the course of the litigation the NIH revealed 
that it does not receive many overlapping offers for the same technology.  In the year 
2000, only about 10 percent (33 out of 298) of the technologies had more than one offer 
for a license agreement.[107]  This data suggests that the pharmaceutical industry is using 
careful planning when choosing among the various technologies.  The companies are not 
blindly stumbling into license agreements only to worry about future competition.  
Instead, they are cherry picking the technologies that they believe will face the least 
competition. 
 

V-B.  Likelihood of Competitive Injury to the Licensees 
 
            Johnson & Johnson argued that royalty rates and royalty payments are the kind of 
information that a competitor could unfairly use to his advantage.[108]  When a 
particular product is associated with a license agreement, the royalty rate is the product’s 
only cost variable; the other costs are standard throughout the industry.[109]  A 
competitor could easily use the royalty information to estimate Johnson & Johnson’s cost 
structure.  And the cost structure could be used to estimate the amount the competitor 
needs to lower his prices to capture Johnson & Johnson’s market.[110]  In addition, a 
competitor could use the royalty information to gain insight into Johnson & Johnson’s 
strategic plans.  The royalty information could indicate how much Johnson & Johnson 
values the technology, thereby pointing a competitor in the direction of Johnson & 
Johnson’s most fruitful markets.[111]   
 

Criticism of the Court’s Finding of the Likelihood of Competitive Injury 
 

The PCHRG Court declared it was likely that the licensees would experience 
competitive injury if the royalty information were released to the public.[112]  However, 
it is interesting to note here the relationship between Amgen and Johnson & Johnson.  As 
mentioned earlier, Columbia University licensed the process to produce erythropoietin to 
Amgen, and Amgen sub-licensed to a subsidiary of Johnson & Johnson.[113]  Amgen’s 
knowledge of Johnson & Johnson’s royalty rates and royalty payments did not cause 
Johnson & Johnson to lose profits; the arrangement merely pushed Johnson & Johnson to 
plan for different markets.  Amgen obtained FDA approval to sell erythropoietin under 
the name Epogen® as a treatment for anemia associated with chronic kidney failure in 
dialysis patients.[114]  In contrast, Johnson & Johnson’s subsidiary obtained FDA 
approval to sell erythropoietin under the name Procrit® as a treatment for anemia 
associated with chemotherapy in cancer patients and with zidovudine-therapy in HIV 
patients.[115]  The behavior of the two licensees suggests that they are strategically 
avoiding competing with each other. 
 



V-C.  Assigning the Appropriate Weight to Competitive Harm 
 
The PCHRG Court viewed the risk of competitive harm as so important that it 

chose to evaluate the federal agency’s factors merely in the interest of thoroughness.[116]  
Moreover, the Court did not address the public interest factor.  The Court’s eagerness to 
end its analysis after checking for competitive harm raises the question of how much 
weight should be attached to competitive harm. 
 

Assigning weight to an individual factor requires that the factor be evaluated 
within the appropriate context.  Business organizations submit commercial or financial 
information to federal agencies on a mandatory basis in many different situations.  The 
most common setting is the “regulatory” context.  For example, the Department of 
Transportation requires motor carriers to file annual financial and safety reports,[117] and 
U.S. Customs requires importers to file entry documents showing the value of the goods 
being imported into the United States.[118]  In the regulatory context, the basis of the 
relationship between a federal agency and a business organization is that Congress has 
charged the federal agency with regulating the activity of that business organization.  The 
direct benefactor of the relationship is the public. 
 

The “public funds” context is a completely different setting.  Here, the basis of the 
relationship between a federal agency and a private company is that the company is 
somehow acquiring or using government property, rights, or funds.  The direct benefactor 
of the relationship is not the public, but the individual company.  Since the company’s 
needs are already being served by the relationship, there is no justification for increasing 
the company’s benefits by weighing competitive harm heavily.  The weight on 
competitive harm in the public funds context should be applied with moderation. 
 

The facts of the PCHRG case fall into the public funds context; the basis of the 
relationship between the NIH and the pharmaceutical companies is based on the 
pharmaceutical companies’ desire to acquire technology developed with public funds.  If 
the context theory is correct, the PCHRG Court applied too much weight to competitive 
harm. 

V-D.  National Trends within the Public Funds Context 
 

To test the context theory, it is useful to compare the outcome of the PCHRG case 
with the national trends among various FOIA Exemption Four cases that similarly 
address the public funds context.  These cases can be divided into four categories: 1) 
business organizations that enter into contracts to provide goods and services to the 
federal government, 2) business organizations that receive loans either provided by or 
guaranteed by the federal government, 3) healthcare business organizations that are 
reimbursed for their services by the Medicare or Medicaid programs, and 4) business 
organizations that purchase, lease, or license property or rights in which the federal 
government has an ownership interest.  The trends indicate that only in the first category 
is competitive harm weighed heavily. 
 



In the first category, the competitive bidding process dominates the balancing 
analysis.  Here, the federal government advertises for bids, and then chooses the 
contractor with the best proposal.  The typical FOIA scenario involves a loosing bidder 
asking the federal agency to disclose to the public the details of the other bid proposals.  
The trend here has been for the courts to protect the other bidders; the federal agency is 
not required to release the information to the public.[119]  A bid proposal goes right to 
the heart of what a company does to operate and survive.  The competition is obvious and 
imminent. 
 

In contrast, the second and third categories have the opposite trend; courts favor 
release of the information to the public.  For example, courts have required the Small 
Business Administration (SBA) to disclose the amount borrowed and balance due of each 
company who received an SBA loan.[120]  In addition, a court allowed the Farmers 
Home Administration (FHA) to disclose the audit reports of each company that received 
an FHA loan.[121]  Similarly, courts have upheld the decision of the U.S. Department of 
Health and Human Services to disclose the cost reports of hospitals that receive Medicare 
and Medicaid payments.[122]  Here, business competition plays a smaller role.  Public 
scrutiny of the business organizations that receive direct distributions of public funds 
becomes more prominent. 
 

In the fourth category, courts also tend to favor release of the information to the 
public.  In the following cases, the courts either made a finding of no competitive harm or 
failed to address it.  For example, after the Department of Energy (DOE) sold a piece of 
land containing a naval petroleum reserve, a court required the DOE to release to the 
public the name of every company that had made an offer and the amount of each 
offer.[123]  In another example, a court required the Department of Interior to release to 
the public the audit reports of some of the companies that leased concession space (for 
providing food, lodging, and entertainment to the tourists) within the national parks 
system.[124]  In yet another example, a court required an Indian tribe that entered into a 
cooperative management agreement with the Department of Interior to release to the 
public the royalty rates that the tribe charges utility companies to license oil and gas 
extraction rights on the Indian reservation.[125] 
 
            The facts of the PCHRG dispute match the fourth category of cases in the public 
funds context; a consumer advocacy group asked the NIH to reveal to the public the 
amount each pharmaceutical pays to license technology in which the federal government 
has a partial ownership interest.  Ironically, the PCHRG Court allowed the federal agency 
to hide the information.  The U.S. Supreme Court’s decision is out of step with the 
national trends.  The Court failed to place the facts of the case within the appropriate 
context, and in so doing placed too much weight on competitive harm. 
 

VI.  INTERESTS OF THE NIH 
 

Since the royalty information was submitted to the NIH on a mandatory basis, the 
factors to consider when analyzing the federal agency’s interests are whether revealing 
the information to the public would jeopardize the federal agency’s ability: 1) to carry out 



its statutory mandate, or 2) to ensure that the acquired information is accurate and 
reliable. 

VI-A.  Ability of the NIH to Carry Out its Statutory Mandate 
 

The NIH argued that it feared a retaliatory boycott by the pharmaceutical industry 
if it revealed the royalty information to the public.[126]  Johnson & Johnson verified that 
it would refuse to enter into any future license agreements.[127]  The boycott would 
result in the failure of the NIH to carry out the Congressional mandate of the Bayh-Dole 
Act and Federal Technology Transfer Act to encourage and promote technology transfers 
to the private sector.[128]   
 

The NIH bolstered its argument by claiming it would be easy for the 
pharmaceutical industry to topple the technology transfer program.  The program is not as 
popular as NIH would like it to be.  In the year 2000, NIH received only 298 offers to 
enter license agreements, but they have about 2000 technologies available.[129] 
 

Criticism of the Court’s Finding of the Failure to Carry Out the Mandate 
 

The PCHRG Court declared that revealing the royalty information to the public 
would substantially impair the ability of NIH to carry out its statutory mandate.[130]  
Although the threat of boycott is a serious concern, there are two problems with allowing 
the defendant to describe one of its interests as fearing retribution from the intervenor-
defendant. 
 

First, the threat of boycott due to competitive harm does not create a separate and 
unique interest for the NIH.  One party in the litigation is merely stretching the same 
issue to another party in the litigation.  To count competitive harm under the intervenor-
defendant’s interests, and to count fear of boycott due to competitive harm under the 
defendant’s interests, would be to count the same problem twice.  Only if the intervenor-
defendant was not a party to the litigation would it be appropriate to count NIH’s fear of 
boycott by the licensees as its own unique interest.  Once a licensee enters as a party, the 
NIH should be required to present an independent reason why revealing the information 
would harm the viability of the technology transfer program. 
 

Second, the sincerity of NIH’s self-deprecating stance in regard to the popularity 
of its own program should be questioned.  Given the nature of basic scientific research, it 
is quite remarkable that the NIH is producing about 300 biomedical technologies per year 
that can be easily converted into consumer products.  This is almost one per day.  In 
addition, given the lengthy and detailed language of the technology transfer statutes, it is 
clear that Congress intended to place numerous restrictions upon the licensees.  Despite 
these restrictions, many companies have been willing to forego some autonomy in 
exchange for profitable opportunities.  Although the NIH would like to downplay the 
importance of its own work, the technology transfer program is rather successful. 
 
 
 



VI-B.  Ability of the NIH to Receive Accurate and Reliable Information 
 

The PCHRG Court did not address whether revealing the royalty information to 
the public would impair NIH’s ability to receive accurate and reliable royalty information 
from the federally-funded laboratories.  Interestingly, the U.S. General Accounting Office 
(GAO) published a study performed in 1999 that showed a significant number of 
laboratories were failing to comply with the reporting requirements.[131]  The reports 
from the laboratories were often inaccurate and incomplete. 
 

Since it appears that the law alone is having little impact on the laboratories, a 
different approach would be to give the public access to the royalty information.  Being 
under public scrutiny could create the impetus to comply with the law.  It is easy to 
envision a scenario where the existence of a license agreement leaks to the news media, 
but the corresponding royalty information is missing from NIH’s database because the 
laboratory failed to report it.  Public awareness that the laboratory is violating the law 
could cause substantial embarrassment to both the laboratory and the licensee. 
 

VII.  INTERESTS OF THE PUBLIC 
 

The purpose of the FOIA is to promote and ensure the democratic process.  
Emphasis is placed on full disclosure of federal agency records.[132]  The drafters of the 
FOIA hoped that public scrutiny of the activities of federal agencies would prevent 
special interest groups from capturing those agencies.[133] 
 

The pharmaceutical industry represents a special interest group that has strived to 
achieve substantial political influence.  In the year 2001, the pharmaceutical industry 
spent $78.1 million on federal lobbying activities, and employed a total of 623 different 
individual lobbyists, more than six for every member of the Senate (100) and more than 
one for every member of the House (435).[134] The pharmaceutical industry also created 
an organization called PhRMA for the purpose of spreading an anti-price-control 
message to the public,[135] and filing lawsuits to overturn any price-lowering 
legislation.[136]  
 

Political pressure from the pharmaceutical industry has forced the NIH to adopt 
an official policy of no longer requesting that licensees charge consumers reasonable 
prices.[137]  Since the NIH now prefers to avoid getting involved in socio-economic 
issues,[138] the tasks of determining whether it is technically feasible for the 
pharmaceutical industry to lower prices, and calling the legislature’s attention to the 
results, have become the responsibility of citizen watchdog groups.  PCHRG wants to 
respond to PhRMA’s explanation[139] for high prices.  But PCHRG cannot formulate an 
intelligent response when the NIH is withholding the evidence supporting PhRMA’s 
premise.  The democratic process is being thwarted. 
 

 
 
 



VIII.  BALANCING THE INTERESTS 
 

The interests of each party have been presented and critiqued.  Now the interests 
need to be compared in the balancing analysis. 
 

First, the interests of the licensees will be weighed.  On one hand, the 
pharmaceutical industry can be very competitive, because it is lucrative enough to attract 
many takers.  And by threatening to boycott the technology transfer program, the 
licensees have expressed how serious they believe the competitive harm would be if the 
royalty information were released to the public.  On the other hand, the ability of the 
licensees to cherry-pick the right technologies, and to use the FDA-approval process to 
segregate markets, indicate that the licensees have the business savvy to avoid some of 
the competition.  Therefore, upon initial evaluation, the risk of competitive harm to the 
licensees is medium.  But the facts of the PCHRG case fit within the “public funds” 
context; the licensees are the direct benefactors of their relationship with the NIH.  There 
is no reason to maximize the weight on the licensees’ interests, because the operation of 
the technology transfer program already serves the needs of the licensees.  Therefore, the 
weight on the interests of the licensees should be adjusted downward from medium to 
low. 
 

Second, the interests of the NIH will be weighed.  The NIH did not articulate an 
independent reason why revealing the royalty information to the public would impair its 
ability to carry out its statutory mandate.  Although the NIH has experienced problems 
with getting laboratories to comply with the reporting requirements, providing public 
access to royalty information in the NIH database could actually improve compliance.  
Therefore, the weight on the interests of the NIH is low. 
 
            Third, the balancing analysis presumes the public interest is strong; the mandate 
of the FOIA is to favor disclosure.  PCHRG seeks the royalty information to participate 
more fully in the democratic process. 
 

The combined weight of the licensees’ interests (valued low) and the NIH’s 
interests (valued low) do not overcome the public interest (valued high).  Therefore, the 
royalty information should not be declared confidential; the pubic should have access to 
the information. 

IX.  CONCLUSION 
 

The technology transfer statutes govern the licensing of technology developed 
with public funds.  The statutes are detailed in length; yet they defer to the Freedom of 
Information Act (FOIA) to determine when information deserves to be protected from 
public scrutiny.  The case law interpreting the FOIA uses a balancing test.  The PCHRG 
Court applied too much weight to the interests of the licensees by failing to place the 
situation in the appropriate context.  And the NIH did not articulate a separate and unique 
interest.  The FOIA disclosure mandate favors release of the royalty information. 
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