
88

22 Biotechnology Law Report 88
Number 2 (April 2003)
© Mary Ann Liebert, Inc.

Biotechnology Sellers Beware: The Risks and Opportunities of
Doing Business with the Government

DAVID Z. BODENHEIMER, Esq.*

FOR BIOTECHNOLLGY COMPANIES, the escalating
requirements for homeland security have un-

corked a burgeoning demand by the United States
Government for research, products, and services to
combat bioterrorism. The Government’s needs
range from vaccines to detection devices to decon-
tamination agents for defending against biological
and chemical warfare. In December 2001, Congress
doubled spending for bioterrorism research.1 For
2003, the President’s budget includes $5.9 billion
for defending against the threat of bioterrorism, an
increase of $4.5 billion—319 percent—over the
2002 funding level.2 By 2005, bioterrorism research
and development funding to the biotechnology and
pharmaceutical industries has been projected as high
as $50 billion.3

However, with these opportunities come sub-
stantial risks and costs. As the largest buyer in the
world, the United States Government acquires more
than $230 billion of goods and services each year.4

With its monolithic buying power, the Government
imposes a labyrinth of arcane, overlapping, and
sometimes conflicting requirements on companies
seeking such business. Indeed, Government con-
tractors must tread carefully through a procurement
minefield laden with more than 3000 statutes and
countless regulations governing everything from
bidding procedures and accounting practices to so-
cioeconomic responsibilities (e.g., clean water and
air, affirmative action, and labor standards) and eth-
ical requirements (e.g., kickbacks, gratuities, and
conflicts of interest).5

For those who deal with the Government, short-
cuts are not an option, as the Supreme Court warned

long ago: “Men must turn square corners when they
deal with the Government.”6 For contractors who
fail to “turn square corners,” the Government has
an army of more than 20,000 lawyers and a fistful
of remedies, including criminal sanctions, civil
fraud penalties, and mandatory contract clauses for
enforcing these many requirements. The risk is par-
ticularly acute for those who, like many in the
biotechnology industry, are not seasoned in Gov-
ernment contracting requirements.

How can these risks be recognized? An encyclo-
pedic list of such risks would defeat the attention
span of most of the sane population. However, the
discussion below captures many of the key risks as
they arise in the lifecycle of a Government contract:
(1) finding contracts; (2) getting contracts; (3) per-
forming contracts; and (4) protecting contract rights.

FINDING CONTRACTS

The contracts are out there. The Centers for Dis-
ease Control and Prevention (CDC) and the De-
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partment of Health and Human Services (DHHS)
have awarded Acambis PLC contracts worth about
$771 million to deliver 209 million doses of small-
pox vaccine for civilian use.7 In October 2002, the
National Institute of Allergies and Infectious Dis-
eases announced that it had awarded to two com-
panies contracts designed to spur development of a
new anthrax vaccine, with a combined contract
value of $22.5 million through 2003.8 In 2004, the
DHHS will award larger competitive contracts to
companies for the manufacture and maintenance of
a 25-million dose emergency stockpile of anthrax
vaccine.9 The Department of Defense (DoD) has
awarded similar contracts for combating smallpox
and anthrax.10

In addition to these examples, a host of other
biotechnology products are in the pipeline:

• Decontamination foam for neutralizing biolog-
ical and biochemical agents such as nerve and
mustard gas.11

• Inexpensive anthrax test kits and antidotes.12

• Protein badges for detecting a broad spectrum
of pathogens to protect first-response officers
from biological threats.13

• Bioinformatic programs capable of tracing a bi-
ological agent’s genetic lineage back to its
source.14

• Laser beam applications for killing bacteria and
viruses.15

Finding contract opportunities for all of these
promising technologies may come with a variety of
hurdles for many firms. Navigating the complex net-
work of Government entities to find the agency in
charge of research, development, procurement, and
policy with respect to a particular biodefense tech-
nology presents a considerable challenge in today’s
environment. Despite the establishment of the De-
partment of Homeland Security, responsibility for
funding of anti-terrorism initiatives continues to be
fragmented among a number of agencies, with the
divide between civilian and military applications be-
ing particularly acute.16 Even with increased fund-
ing for fighting terrorism, many agencies are facing
too many good ideas chasing too few dollars. For
example, the DoD’s request to industry in October
2001 for anti-terrorism concepts and proposals gen-
erated more than 12,000 responses through which
the department is still wading.17 While initial re-
search and development funding is often available

for biodefense products, conflicts between agencies
and the delay inherent in Government decision-
making may mean that the additional, substantial
funds required to develop and obtain regulatory ap-
proval for a product such as an anthrax vaccine can-
not be obtained in a timely manner. Further, with-
out a commitment by the Government to purchase
the product, public and private capital may not be
available to continue development.

Nonetheless, potential Government contractors
have a number of resources at their disposal for lo-
cating business opportunities. First, nearly all po-
tential contracts over $25,000 must be publicized on
the Internet at www.fedbizopps.gov.18 However,
some opportunities for combating bioterrorism may
not be publicized because of national security con-
cerns, urgency necessitating expedited procurement,
or certain acquisitions from small businesses.19 Sec-
ond, for firms with biotechnology products having
commercial applications, the General Services Ad-
ministration (GSA) may offer a source for selling
services and products on the Federal Supply Sched-
ule. Much like a buying catalog for federal agen-
cies, the Federal Supply Schedule lists various com-
mercial items and services at specified prices,
allowing agencies to place orders quickly and effi-
ciently for the listed items.20
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Furthermore, some firms may prefer to create
their own opportunities. For companies with politi-
cal clout and access, Congressional committees
have been known to include specific funds directed
to a specific firm or technology.21 However, a strat-
egy with a higher likelihood of success may be an
unsolicited proposal. For such proposals, the Fed-
eral Acquisition Regulation (FAR) states:
Unsolicited proposals allow unique and innovative
ideas or approaches that have been developed out-
side the Government to be made available to Gov-
ernment agencies for use in accomplishment of their
missions.22

Many biotechnology products may fit the “unso-
licited proposal” requirements for being “innovative
and unique” and “independently originated” outside
the Government. However, timing is critical as an
unsolicited proposal—to be valid—must be submit-
ted before the Government issues a solicitation or
otherwise makes its requirement known for the par-
ticular product or service.23

GETTING CONTRACTS

Once a prospective contract opportunity is identi-
fied, the next—and more challenging—step is to pur-
sue and land the contract. At this juncture, a firm seek-
ing business faces a host of legal and financial risks
specifically associated with getting Government con-
tracts. These risks fall roughly into the following cat-
egories: (1) marketing; (2) teaming; (3) proposal de-
velopment and submission; and (4) protests.

Marketing risks

How does a company market its products: (1) en-
tertain the prospective buyer with meals and gifts? (2)
obtain inside information about competitors and the
buyer? or (3) hire former employees of the buyer?
While some of these practices may pass muster in the
commercial marketplace, they may spell big trouble
when doing business with the Government.

Gifts and Gratuities. Gifts to Government em-
ployees raise a quick red flag. For example, one
statute makes gratuities to Government personnel a
crime, while another statute and regulation allow the
Government to terminate contracts flowing from
such gratuities.24 Except for items of nominal value
(e.g., pens or plaques), gratuities cover a broad range
of benefits, including cash, liquor, clothing, and paid
vacations.25

Inside Information. In the commercial market-
place, inside information about a buyer or competi-
tor may render a decisive marketing advantage (or
spark trade secret litigation). In the Government
marketplace, having inside information about the
Government’s selection process or a competitor’s
confidential data may disqualify a company from
the competition or result in termination of any con-
tract tainted by such inside information.26 Accord-
ingly, Government contractors must beware of re-
ceiving any confidential information about a
competitor’s proposal or the Government’s selec-
tion process in the course of competing for a Gov-
ernment contract.

Former Government Employees. Hiring a for-
mer employee of a buyer may not only provide crit-
ical expertise but also offer unique insights into buy-
ing practices and strategies of the customer.
However, hiring away the chief scientist of a major
pharmaceutical company is quite different from em-
ploying the chief scientist at NIH or CDC. A maze
of conflict of interest statutes and regulations limit
the types of matters on which former Government
employees may work and when (if ever) they may
be hired for certain tasks.27 Furthermore, if the for-
mer Government employee has been involved in an
ongoing competition that includes the new em-
ployer, the risk of being disqualified from the com-
petition is considerable.28
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What can be done to mitigate these risks? For
many Government contractors, a combination of
training and written procedures on standards of con-
duct and ethics serve to alert employees of such
risks. Furthermore, the hiring process for former
Government employees requires additional screen-
ing during the interview process and controls on
what work may be assigned, consistent with the con-
flict of interest rules.

Teaming risks

For many biotechnology companies, collaborat-
ing with other firms is a way of life for researching,
developing, and commercializing products. As a re-
sult, many of the issues arising from such collabo-
rations (such as protection of trade secrets, alloca-
tion of management responsibilities, or termination
rights) are already well understood. Nonetheless, the
Government contracting process still manages to
heighten the risk in certain areas.

Disgruntled Teammates. Unhappy teammates
can exist under any arrangement, but the risk of li-
ability for failed Government contract teaming
agreements has expanded significantly in recent
years. For example, some courts have allowed for-
mer teammates to pursue litigation for alleged
breaches even in the absence of an executed sub-
contract29 or a final written agreement.30 Not all
courts have opened the door to teammate litigation,
but this risk should be weighed in the course of ne-
gotiating teaming agreements.31

Antitrust Implications. On several occasions,
the DoD has taken the position that exclusive team-
ing agreements are anticompetitive.32 While the 
department has recently backed off from this posi-
tion,33 teaming agreements that “eliminate compe-
tition” must be reported under the current regula-
tions34 and may expose the teammates to antitrust
investigations and possible lawsuits.

Kickbacks. If a business relationship ripens
into a subcontract, the deal better not have re-
sulted from a kickback. The classic kickback
arises when a subcontractor employee gives
money or some other desirable “gift” to a prime
contractor employee in return for a subcontract
award. Given that such conduct can trigger both
criminal and civil penalties,35 Government con-
tractors should have controls and documentation
requirements in place for subcontracts to lessen
the likelihood of rogue subcontracting personnel

getting away with improper side deals and sub-
contract awards.

Proposal risks

If a Government contractor did not have to sub-
mit certifications, prices, and resumes during the
proposal process, the risk of doing business with the
United States would be greatly reduced. Such is not
the case. As a result, biotechnology firms entering
the Government arena must take care any time that
they make representations or offer prices to the Gov-
ernment.

Certifications and Representations. For the
uninitiated, typical Government requests for pro-
posals (RFPs) contain a bewildering mix of manda-
tory certifications and representations that must be
made with the offeror’s proposal. Examples include
lobbying payments (FAR § 52.203-11), debarment
status (FAR § 52.209-5), place of performance
(FAR § 52-215-6), small and disadvantaged busi-
ness status (FAR § 52.219), child labor (FAR §
52.222-18), equal employment opportunity (FAR §
52.222-22), affirmative action compliance (FAR §
52.222-25), recycled materials (FAR § 52.223-4),
toxic chemical release (FAR § 52.223-13), Buy
American (FAR § 52.225-2), and plenty more. For
procurements for items that are commercially avail-
able (rather than items produced specifically for the
Government), the list is much shorter (FAR §
52.212-3) but still burdensome and fraught with
risk.

In the commercial world, an inaccurate certifica-
tion may cost the seller a customer. On the Gov-
ernment contract battlefield, an inaccurate certifica-
tion can ignite a devastating barrage of criminal
false statements (18 U.S.C. § 1001), civil fraud (31
U.S.C. §§ 3729-33), and specific administrative
remedies all fired in tandem. For criminal and civil
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fraud, the ostrich defense (i.e., deliberate ignorance
or “I know nothing” defense) rarely works, as a con-
tractor must generally exercise some due diligence
to ascertain whether a certification is accurate prior
to making it.36 Short of fraud, inaccurate certifica-
tions have also spawned administrative actions by
the Government to revoke acceptance of goods and
civil actions by competitors claiming injury as a
consequence of certification errors.37 For all of these
reasons, Government contractors have ample in-
centive to establish systems and controls to assist in
assessing the accuracy of certifications and repre-
sentation in proposals.

Resumes and Key Personnel. For biotechnology
companies perhaps more than in other industries, a
company’s personnel represent a key asset and a big
part of how the company promotes itself to poten-
tial customers. Not surprisingly, the Government of-
ten requests resumes of key personnel in competi-
tions for research and development contracts. While
inaccurate resumes in the athletic world have cost
some coaches their high-profile jobs, similar inac-
curacies in Government contract procurements have
triggered investigations and allegations of making
false claims, which carry the attendant risk of tre-
ble damages, penalties, and contract termination. As
with certifications, companies have a real incentive
to check out resumes prior to submission to the Gov-
ernment.

As another risk, some Government solicitations
require companies to list key personnel for per-
forming the contract. If a company proposes one set
of personnel with the intent of substituting an en-
tirely different team for performance, such practices
have been rejected as a classic “bait and switch” tac-
tic.38 Accordingly, a company must be ready to ex-
plain—and perhaps even defend—any changes in
key personnel occurring between the proposal and
the resulting contract.

Pricing Risks. By law, the Government cannot
evaluate proposals without considering price or
cost.39 Under some circumstances, the company
must submit supporting cost data and perhaps even
certifications relating to such data.40 For inaccurate,
incomplete, or outdated cost data, the Government
may have an administrative remedy to reduce the
price of any resulting contract.41 In some cases, the
submission of false or bogus cost data to inflate the
contract price has resulted in findings of criminal
and civil fraud.42 To minimize such risks, contrac-
tors should have procedures and controls in place to

catch defective cost or pricing information before it
reaches the Government.

Protests

For commercial procurements, an award usually
ends the effort to get the contract. Not so for Gov-
ernment acquisitions. Instead, the losers have a right
to protest the Government’s award to the winner.43

Thus, the joy of winning may be suddenly displaced
by the delayed revenues secondary to suspended
performance pending resolution of the protest, the
cost of defending against the protest, and the risk of
the original award decision being overturned. On the
flip side, the protest offers the disappointed bidder
the hope that the award decision will be turned
around, although the agency usually wins in the end.
In the spectrum of least to most formal and costly,
the protester has the options of filing the protest with
the agency itself, the General Accounting Office
(GAO), or the Court of Federal Claims. Although
most contract awards do not result in protests, the
likelihood often increases with contract size, as well
as the strategic importance of the contract to the par-
ticular company and market segment. Accordingly,
biotechnology companies bidding for government
contracts should be aware of, and generally prepared
for, the range of protest possibilities.
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43 FAR §§ 33.103 and 33.104.



PERFORMING THE CONTRACT

To be sure, a biotechnology company that sur-
vives the gauntlet of getting a Government contract
has made significant strides. At the same time, the
company faces a new and different set of risks re-
lated to performing the contract. Some of the more
troublesome risks unique to Government contracts
include those associated with (1) funding, (2) ac-
counting and cost, (3) product and quality, (4) third-
party liability, and (5) changes in the work to be
done.

Funding risks

In the commercial world, no buyer would be so
bold as to refuse payment because Congress had yet
to appropriate sufficient funding. Government con-
tractors are not so lucky. Indeed, Congress holds
tight rein on the purse strings through laws impos-
ing criminal liability on Executive agencies that fail
to honor Congressional restrictions on amount, tim-
ing, and purpose of appropriated funds.44 As one
court noted, “[t]o make a contract obligating funds
not yet appropriated is normally illegal, even crim-
inal.”45

What do these restrictions mean for Government
contractors? Sometimes, contract awards, modifica-
tions, and option exercises are delayed until appro-
priated funds finally trickle down from Congress to
the various Executive agencies. In other cases, agen-
cies seek to dodge liability for payment by claim-
ing a lack of funding.46 Given that many Govern-
ment contract clauses make the agency’s liability
contingent “upon the availability of funds,” con-
tractors who perform work or incur liabilities before
such funds are available may find themselves
empty-handed if Congress subsequently fails to ap-
propriate the necessary funds.

Accounting and cost risks

For the typical Government contractor, a finan-
cial straightjacket of accounting rules and cost prin-
ciples await. While some biotechnology companies
and products may qualify for the limited exemp-
tions, the risks and complexity are still daunting.

Cost Accounting Principles. For biotechnology
research and development contracts, the cost prin-
ciples would generally apply.47 To oversimplify, the
cost principles generally prohibit contractors from
charging the Government for anything that is fun,

fattening, or illegal—e.g., entertainment, fines and
penalties, or alcoholic beverages.48 Many other cost
principles allow costs to be charged only under lim-
ited conditions—e.g., advertising costs, consultant
services, and travel costs.49 If a contractor charges
unallowable costs to a contract, a horde of Govern-
ment auditors at the doorstep can be expected, all
of whom are ready to disallow unallowable costs,
doubtful costs, or simply costs unsupported by read-
ily available accounting records.50 For clear or re-
peated violations, a contractor may find itself on the
wrong end of an action for administrative penalties51

or fraudulent claims.
Cost Accounting Standards. The Cost Ac-

counting Standards (sometimes called CAS) estab-
lish a complex and relatively inflexible framework
for accounting for costs relating to Government con-
tracts.52 Blessedly, many exemptions exist, such as
those for small businesses, fixed-price competitive
contracts, and foreign contracts. However, biotech-
nology companies with the good fortune to receive
large contracts (one or more of which exceed $50
million) may then have the misfortune of torturing
their accounting systems to comply with the Cost
Accounting Standards. Once covered by the Cost
Accounting Standards, a contractor must wrestle
with Government administrative contracting offi-
cers over any accounting change, potentially result-
ing in Government recoupment of any cost impact
of any such change that would favor the contractor.

Product and quality risks

Contracts for goods such as vaccines and med-
ical devices often include detailed specifications and
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44 These laws are often referred to as the Anti-Deficiency Act.
See 31 U.S.C. §§ 1341(a)(1)(A), 1301(a), 1502(a) and 1342.
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52 48 CFR Chapter 99.



testing requirements. For such contracts, the com-
pany must generally maintain strict compliance with
the specified requirements:

The Government is entitled to insist on strict
compliance, and has no obligation to accept
substitutes, even if the substitutes are equiva-
lent or superior to that which is specified.53

Increasingly, disputes over compliance with spec-
ification and testing requirements have shifted from
contractual issues to allegations of fraud and false
statements.54 For these reasons, good manufactur-
ing and quality controls are not only smart business,
but also a key defense to false claims allegations.

Third-party liability

Imagine the following scenario: a biohazard de-
tection device fails for unknown reasons, resulting
in deaths of the entire first-response team secondary
to an unidentified and untreated infection from a
bioterrorism attack. Will the manufacturer survive
the storm of resulting third-party liability suits that
may follow? As a general rule, the Government does
not—and cannot—indemnify its contractors against
the hazards of third-party tort actions for defects in
products sold to the Government.55

In the Homeland Security Act of 2002, Congress
has sought to address this risk in a subsection of the
statute entitled the Support Anti-terrorism by Fos-
tering Effective Technologies Act of 2002 (the
SAFETY Act). Under this provision, the Secretary
of Homeland Security may designate “anti-terror-
ism technologies that qualify for protection under
the system of risk management” for third-party lia-
bility suits and other similar risks.56 However, such
protection from tort liability comes with many
strings attached, such as: (1) the seller must conduct
“safety and hazard analyses” and submit informa-
tion and a request for approval to get on the list; (2)
the protection will not apply if the seller “acted
fraudulently or with willful misconduct” to obtain
such protection; (3) the Secretary must designate the
product for the list; and (4) the seller must obtain a
reasonable amount liability insurance for “com-
pensable third-party claims.”57 Until the regulations
are issued and the Homeland Security Department
develops a track record dealing with this new au-
thority, the scope of protection from third-party li-
ability suits remains uncertain for Government con-
tractors.

Contract changes

In all of its contracts, the Government retains the
rather unusual right to make unilateral changes.58 If
the contractor refuses, the Government may find the
contractor in default and terminate the contract.59

Of course, the contractor has a right to be paid for
the cost of the change. However, getting paid is of-
ten a different matter, as the parties wrangle over
the cost impact of the change while the work is on-
going. As a result, the contractor may end up fi-
nancing the cost of the changed work, while the par-
ties negotiate—or litigate—the real cost of the
change. If the parties fail to agree on the cost and
scope of the change, the contractor may litigate its
rights before either a specialized board of adminis-
trative judges or the Court of Federal Claims.60

When asserting claims for additional costs of per-
forming the contract, a Government contractor—
like a commercial contractor—bears the usual costs
and risks of litigating and winning its dispute over
the changed work. Unlike a commercial dispute, a
claim under a Government contract entails the ad-
ditional risk that the Government will seek forfei-
ture of the claim, treble damages, and penalties by
asserting that the contractor’s claim is false.61

PROTECTING CONTRACT RIGHTS

As if getting and performing the contract is not
hard enough, contractors must be careful to assert
and protect their contract rights both during the
course of the contract and after its conclusion. Ex-
amples of risks to such rights arise in the following
areas: (1) intellectual property; (2) contract termi-
nation; and (3) debarment (blacklisting).
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Intellectual property rights

With its mammoth buying power, the Govern-
ment has long used its leverage to gain at least a
share—if not the entire package—of intellectual
property rights in products sold to the Government.
Indeed, Congress has been forced on more than one
occasion to step in with statutory protection of con-
tractor’s rights in intellectual property, such as tech-
nical data rights.

Patent Rights. Of interest to small biotechnology
firms (generally a firm with fewer than 500 employ-
ees), the Bayh-Dole Act usually allows contractors to
retain patent title to “any invention of the contractor
(1) conceived or (2) first actually reduced to practice
in the performance of work under a funding agree-
ment.”62 The Government obtains a “nonexclusive,
nontransferrable, irrevocable, paid-up license” to use
the invention for Government purposes,63 leaving the
contractor essentially with exclusive rights to the in-
vention for commercial purposes. However, the con-
tractor can lose these exclusive commercial rights in
several ways, including failure to commercialize the
invention within a reasonable period of time.64

Trade Secrets. Congress has made it a crime for
Executive agencies to disclose a contractor’s trade
secrets.65 Nonetheless, such disclosures have hap-
pened from time to time, forcing contractors to seek
damages or injunctive relief to protect their rights.66

Data Rights. When the Government buys a prod-
uct, it often seeks delivery of the technical data (e.g.,
drawing, blueprints, or descriptions) for that prod-
uct. Years of agency tinkering, industry opposition,
and Congressional intervention have produced a
dense, complicated regulatory scheme defining the
parties’ rights in such technical data delivered un-
der a contract.67 However, the regulations do carve
out some relatively safe harbors that accord con-
tractors a high level of protection, giving the Gov-
ernment only “limited rights” in the data. For ex-
ample, commercial items carry a presumption that
any related data were developed at private expense,
thus generally restricting the Government to limited
rights in the data.68 Such rights can be lost in a blink
if the contractor fails to take steps to protect these
rights, such as by including specific restrictive no-
tices on any data delivered to the Government.69

Contract termination

With the leverage of its enormous buying power,
the Government retains a unique contractual right

for unilateral termination of a contract regardless of
whether the contractor is at fault or not.

Default Termination. Since the Civil War, the
Government has maintained a contractual right to
terminate a contract for default where some con-
tractor fault exists, such as late or non-compliant
performance.70 When the Government terminates a
contract for default, it does not pay for unaccepted
work, demands return of progress payments, and
seeks recovery of any additional costs resulting from
buying the product or services from another con-
tractor.71 A default termination represents a “dras-
tic sanction” by the Government.72 As a result, the
courts closely scrutinize the Government’s actions
in such cases and afford a number of procedural and
substantive protections to contractors in defending
against such terminations.

Termination for Convenience. One of the most
extraordinary rights of the Government is to termi-
nate contracts unilaterally without any fault of the
contractor.73 In a termination for convenience, a
contractor recovers costs and profit for any com-
pleted work, as well as certain costs for winding
down the contract and settling the termination.74

However, a Government contractor cannot recover
anticipatory profits or consequential damages as a
result of a termination for convenience.75 The reg-
ulations contain detailed clauses and procedures
governing these unique terminations.76

Debarment and suspension

In no other business in the world can a single
buyer blacklist a seller from a $230 billion market.
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The Government has the power to debar or suspend
a contractor from receiving contracts for a period of
time where the contractor has committed a fraud,
offenses “indicating a lack of business integrity,”
serious violations of contract terms, and other listed
bad acts.77 Due to the severe consequences of de-
barment and suspension upon contractors, the courts
and regulations establish substantial procedural
safeguards to protect contractors’ Constitutional due
process rights against arbitrary or abusive Govern-
ment actions.78

CONCLUSION

For biotechnology companies, the Government is
an attractive market, not only because it will be buy-
ing billions of dollars of biotechnology products and

services each year, but also because the Government
has a long history of funding and developing cut-
ting-edge technology, such as the Internet. How-
ever, the Government is a buyer like no other in the
world, with unmatched buying power, highly spe-
cialized rules, and unique risks and costs not en-
countered in the commercial marketplace. For this
reason, Government biotechnology contracts pres-
ent both unique opportunities and particular risks.
Biotechnology companies not already seasoned in
dealing with this gargantuan customer must keep in
mind a fundamental rule—seller beware—as they
navigate the labyrinth of rules and procedures levied
on Government contractors.
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