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liability
one party's
party's potential
potentialliability
liability to aa
liability clause
clause caps
caps one
determinable
amount.
For
example,
$500,000,
determinable amount.
example, $500,000, two times
the contract price, or the amount paid under the contract.
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Clinical
Clinical trials
trials are
are the lifeblood of
of biotech. Finding the right

Additionally,
Additionally, aa limitation
limitationmay
may be
be qualitative. A qualitative
limitation of liability
might limit
limit potential
liability
liability clause
clause might
potential liability

service
service providers (CROs, safety,
safety, IVRS, consultants,
consultants, conand many
many others),
others), as
as well
well as
as the
the right
right
tract manufacturers and

to specific
specific types
types of
ofdamages
damages or claims.
claims. Thus,
Thus, aa clause may

clinical
clinicalinvestigators
investigatorsand
and sites,
sites, results in a complex web of

ural and ordinary result of
of the
the breach
breach or action --- somesometimes called general
damages),
and
prohibit
the
recovery
general damages), and prohibit
of indirect
damages
that, while
while not immediate,
indirect damages (damages
(damages that,

legal obligations
obligations and
andpotential
potentialliabilities.
liabilities.Limitation
Limitation of
of liliability
exposure if
if a contractual
abilityclauses
clauses can
can reduce
reduce a party's exposure
obligation is breached.
Moreoften,
often,limitations
limitationsof
ofliability
liability
breached. More
used to
to shift
shift risk to the sponsor
sponsor of
of the
the clinclinprovisions are used

ical trial.
trial. But,
But, ififyour
yourcontracts
contractsare
are well
wellnegotiated
negotiated and
and
drafted, the
the risks can
can be
be carefully
carefully and
and fairly
fairly allocated
allocated between
tween the
the parties
parties in
in aa balanced
balanced and
and reasonable
reasonable manner. Because
of the
the complexity
cause of
complexity of the
the legal
legal relationships
relationships and
and
liabilities
liabilities found
found in
in clinical
clinical trials,
trials, this
this article
article is
is limited
limited to
to aa
brief description of limitation
limitation of
of liability
liabilityclauses,
clauses, and
and their
general
general strengths
strengths and
and weaknesses.
weaknesses.

At its
limitation of liability
liability clause
its most
most basic,
basic, aa limitation
clause is simply
a provision
provision that
that limits
limitsthe
theamount
amountand
andtype
typeof
ofdamages
damages one
party can recover
Such limitations can
recover from another.
another. Such
can be
be
quantitative, qualitative or both.
both. A
A quantitative
quantitativelimitation
limitation of

limit
limitliability
liabilitytotodirect
directdamages
damages(damages
(damages that
that are
are the nat-

were reasonably contemplated by the parties as
result of
as aa result

the breach
or action, e.g., lost profits
breach or
profits or
orbusiness,
business, somesometimes called consequential
or
special
damages).
Qualitaconsequential
special damages).

tive clauses
may also
also limit
limit damages
for specific claims,
clauses may
damages for
such
as
breach
of
contract,
failure
to
deliver
such as breach of contract, failure to deliver timely results
and negligence.

When
negotiatingaalimitation
limitation of
of liability
liability clause,
When negotiating
clause, it bebehooves aa party
party to consider the services offered and the potential exposure
risked. For example,
exposure risked.
example, when
when aa biotech
biotech
company contracts with a contract manufacturer for
for the
the development of novel formulations
formulations of
of the
the biotech's
biotech's product,
the
contract manufacturer
manufacturerwill
will likely
likely seek
seek to
to limit
limit its pothe contract
tential liability
liabilityfor
forfuture
futureuses
uses of
ofthe
the product
product unrelated
unrelated to
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the
work. At the
the manufacturer's
manufacturer's work.
the same
same time, the
the biotech
biotech
company will
want
to
assure
the
contract
does
not
will want to assure the contract does not release
release
the
contract
manufacturer
from
losses
stemming
the contract manufacturer
losses stemming from
contamination
the manufacturer
manufacturer might
might introduce
introduce into the
contamination the
the
manufacturing process.
In
another
scenario,
a
CRO
will
process. In another scenario, a CRO will
typically try
to
try to limit
limititsitspotential
potentiallosses
losses for
forany
any conseconsequential
damages.
Such
a
provision
should
be
the
subject
of
quential damages. Such a provision should be the subject of
careful consideration and
and much discussion. A complete or
absolute
limitation on
absolute limitation
on all
allconsequential
consequentialdamages
damages should
not be agreed
agreedto
to lightly.
lightly.
Unfortunately, many
many see
seelimitations
limitationsof
ofliability
liability provisions
as
nothing more
more than
than legalese.
legalese.But,
But,failure
failure to
to carefully
carefully conas nothing
struct
limitation -- for
struct aa limitation
for instance,
instance, failing to
to be
be specific -can
result in
in the
the clause
clause having
having little
little or no effect. Furthercan result
more,
more, simply using
using aa clause
clause that contains only aa broad,
broad,
general
limitation
on
liability
may
be
read
to
apply
only
to
general limitation
liability may be read
claims for breach
breach of contract
contract and not for negligence.
negligence. Accordingly,
cordingly, "express
"express and
and unequivocal
unequivocal language
language in
in the
the agreeagreement" is the best
best way
wayto
toassure
assurethat
thata alimitation
limitationofofliability
liability
clause
will not
clause will
not only
onlybe
be upheld,
upheld, but
but also
also be given the effect
intended.
Indeed, an
an agreement
that clearly specifies aa
intended. Indeed,
agreement that
damage
amount for
for aa specific
specific cause
causeof
of action
action is
is likely
likely to
damage amount
to be
upheld against that cause
cause of action,
action, even
even where
where damages
damages
are
more
than
1,000
times
above
the
contractual
limit.
are more than 1,000 times above the contractual limit.

use
limitation of
of liability
liability clause
to avoid
avoid liability
liability for aa
use aalimitation
clause to
claim from an injured patient
patient if itit isis sued
sued directly.
directly. This
would require an
an indemnification
indemnification provision
provision by
by the
the licensor
or site administering
administering the
the treatment.
treatment. However, a specific
limitation
limitation of
ofliability
liabilityclause
clausemay
maybe
besuccessful
successful in protecting a licensor or
seeking contribucontribuor sponsor
sponsor against
against claims seeking
tion from
from the
the licensee
licensee or site.
Limitations
Limitations on
on liability
liabilityclauses
clauses require
require careful
careful consideraconsideration of the type of liability
liability aa party
is
likely
to
face
party is likely to faceand
and the
the
significance of the
exposure.
Making
the
situation
more
the exposure.
more
difficult,
there
are
a
multitude
of
different
relationships
difficult, there are
relationships in
clinical
and/or CRO-inCRO-inclinical trials
trials(e.g.,
(e.g., sponsor-CRO;
sponsor-CRO; sponsor
sponsor and/or
vestigative site; sponsor-patient;
sponsor-patient; investigative
investigative site-patient),
which carry different
different obligations
obligations with
with exposure
exposure to different
risks. Given this complexity,
complexity, counsel
counsel negotiating
negotiating such
such provisions
must be
beintimately
intimatelyfamiliar
familiar with
with the
the clinical
clinical trial
visions must
process,
theclient's
client's goals
goalsand
andthe
therisks
risksthe
theclient
clientisiswilling
willing
process, the
to accept.

For more
more information
For
informationon
on use
useofoflimitation
limitation of
of liability
clauses
(and other
other legal
legal matters
matters affecting
affecting the life
life sciences
clauses (and
sciences

industry), contact
contact the
theauthors
authors
of article.
this article.
industry),
of this
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While powerful,
powerful, limitation
limitationof
ofliability
liabilityclauses
clausesare
are not silver
bullets. For example, they might
might not
not protect
protect aa party
party against
its own intentional conduct (other than
than intentionally
intentionally refus-

ing to perform
nor protect
protect aa party
party from
perform the
the agreement),
agreement), nor
claims of fraud
limitafraud or
or misrepresentation.
misrepresentation. And, because
because limitations of liability
liabilityclauses
clauses are
are contractual,
contractual, they do not apply
to third
third parties
parties that
that have
have not
not signed
signed the
the agreement.
agreement. Thus, a
licensor of a molecule or sponsor
sponsor of
of aa clinical
clinical trial
trial cannot
cannot
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