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It Ain’t Over Till It’s Over: Rights and Obligations When a Clinical Trial Ends

BY ROBERT E. WANERMAN, ESQ.

E ach clinical trial involving a new drug or device re-
quires a careful balance among the safety of the
subjects participating in the trial, the entity spon-

soring the trial that wants useful scientific information
and data, and the regulatory agencies with an interest
in both the subjects and sponsors. The limits of those
competing interests can be identified when a trial be-
gins, but can be difficult to discern when a trial ends.
On March 29, 2006, the United States Court of Appeals
for the Sixth Circuit concluded that once a clinical trial
had been discontinued, the subjects participating in a
clinical trial could not force the sponsor of that trial to
provide the study drug to them.1

The background of the dispute is uncomplicated. Be-
ginning in 2003, Amgen, a pharmaceutical manufac-
turer, sponsored a Phase II clinical trial involving a syn-
thetic protein that it believed could be useful in treating
Parkinson’s disease. Under the protocol, each subject
would have a pump implanted in the abdomen along
with a catheter that would deliver the protein or a saline
placebo to the putamen region of the brain. Amgen en-
tered into a clinical trial agreement with the University
of Kentucky as part of a multi-center trial, and the in-
vestigators there received approval from the universi-
ty’s institutional review board. The trial was expected to
last 33 weeks, after which each subject could elect to re-
ceive the drug for an additional 24 months. Each patient
signed an approved informed consent form, which noti-
fied the subject that he or she might be required to with-

draw from the study if, among other reasons, the risks
outweighed the benefits.

The initial results with the study drug showed im-
provement in the subjects’ condition, but the amount of
the improvement was less than anticipated by the spon-
sor. By September 2004, the sponsor terminated the
trial. It cited two clinical reasons for its action: First, it
found that several subjects had developed antibodies to
the study drug that neutralized its action, and could at-
tack naturally occurring proteins in the body. Second, it
learned that recipients of the study drug in primate
studies had developed cerebellar lesions that might ad-
versely affect the brain’s ability to control movement
and coordination. Amgen discussed the proposed ac-
tion with the Food and Drug Administration, which
agreed that ending the study was reasonable.

Plaintiff’s Claims and the Sixth Circuit’s Decision
In response to Amgen’s decision to end the study, a

group of subjects from the University of Kentucky site
sought injunctive relief requiring the sponsor to provide
the study drug notwithstanding the termination of the
study. Their application was denied by the U.S. District
Court for the Eastern District of Kentucky, which con-
cluded that the plaintiffs had failed to establish any of
the required elements for an injunction.2

On appeal, the Sixth Circuit upheld the district court
and rejected each of the plaintiffs’ arguments. First, it
rejected three separate arguments that the sponsor’s or
investigators’ conduct gave rise to contractual rights
that the plaintiffs could rely upon. The first of these ar-

1 Abney v. Amgen Inc., 443 F.3d 540 (6th Cir. 2006).
2 As framed by the Sixth Circuit, the applicant must show

(1) a likelihood of success on the merits; (2) irreparable harm
if the injunctive relief is not granted; (3) whether the relief
sought will cause substantial harm to others; and (4) the im-
pact of any relief on the public interest. 443 F.3d at 546-47.
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guments was that Amgen had breached its contract
with each of the subjects to supply the study protein,
which they claimed was implied from the informed con-
sent document. The court found that no actual contract
ever existed between the sponsor and the subjects that
would obligate the sponsor to continue supplying the
study drug after the trial had been discontinued. Al-
though there was a clinical trial agreement signed by
the sponsor, the investigators, and the University of
Kentucky, as well as a separate informed consent docu-
ment signed by the investigators and each subject, there
was nothing memorializing any agreement between the
sponsor and the subjects. Moreover, the court agreed
that under the terms of the clinical investigation agree-
ment the investigators were no more than independent
contractors of the sponsor, and there was no other evi-
dence that the sponsor had made any other representa-
tions to the plaintiffs that could have led them to believe
that the investigators or the university were acting as
the sponsor’s agents and had either real or apparent au-
thority to bind the sponsor to furnish the study drug on
demand.3

In reaching this conclusion, the court noted that the
obligations placed on investigators under the FDA’s
regulations further supported their independence from
the sponsor.4 The sponsor did not control the work of
the investigators, and the payment under the clinical
trial agreement was fixed in advance.

The court next rejected the plaintiffs’ allegation that
the statements by the investigators to the subjects re-
garding the availability of the study drug created a
promise that the subjects relied upon to their detriment
that could be remedied by injunctive relief. However,
the court found that no unqualified promise had ever
been made to the plaintiffs. Moreover, since the court
had already found that the investigators lacked any au-
thority to act as the sponsor’s agent, and because the
sponsor had not made any promise to continue to fur-
nish the study drug after the study was terminated,
there was no basis for holding the sponsor to the terms
of an alleged promise either directly or indirectly
through the actions of the investigators.5

The final claim that the court rejected was based on
an allegation that the sponsor owed a fiduciary duty to
the plaintiffs to relieve their pain and treat their illness
with the best available medicine. The court found that
the plaintiffs could not establish that the sponsor and
the subjects had entered into any agreement that the
sponsor would be acting primarily for the subjects’ best
interests, which is a prerequisite for creating a fiduciary
obligation. At best, the facts and circumstances only

suggested that a direct benefit to the subjects was one
of many reasons for sponsoring the clinical trial at all.6

In doing so, the court distinguished the fact pattern
from that in Grimes v. Kennedy Krieger Institute, Inc.,
782 A.2d 807 (Md. 2001), in which the Maryland Court
of Appeals had found that the representations made by
the researchers to the prospective subjects had given
rise to a duty of care arising out of the Common Rule
informed consent provisions.7 Most striking was the
fact that in Grimes, the subjects had direct contact with
the researchers who had a duty of care; by contrast, the
plaintiffs in Abney never came into contact with the
sponsor, and did not assert claims against the investiga-
tors.

Lessons From the Decision
The Abney decision helps establish several key prin-

ciples in analyzing the relationship between a sponsor
and a subject. From the perspective of the sponsor, the
decision helps confirm that once it begins a study, it has
not made any guarantees to the study subjects that are
enforceable once a trial ends. As a result, although
study subjects have a robust set of rights when a clini-
cal trial begins, many of those rights do not survive the
end of the trial. The existence of those rights does not
make the sponsor a guarantor if the clinical data gener-
ated under a research protocol identify an unacceptable
risk to the subjects, and a sponsor that follows the
FDA’s regulations in good faith and terminates a study
will not run the risk that its actions may be judicially
overridden. Had the Sixth Circuit found that the spon-
sor had an obligation to furnish the study drug on de-
mand after the trial had been terminated, it could have
had a chilling effect on future research projects due to
the possibility of litigation arising out of any injuries at-
tributable to a study drug or device even after the spon-
sor took reasonable steps to mitigate any future harm.
The decision also helps clarify that the sponsor can
maintain sufficient control over the conduct of the study
to protect its investment. Although the plaintiffs unsuc-
cessfully argued that Amgen terminated the study for fi-
nancial reasons, the investment required to conduct a
clinical trial and the anticipated return are significant
factors, and can determine whether or not such re-
search is conducted at all. As a result, had the plaintiffs
in this case been successful, it could have resulted in an
increase in the overall cost of research and a corre-
sponding decline in the volume of clinical trials.

The court’s decision also contains some guidance for
researchers and research institutions, even though the
investigators and the University of Kentucky were not
named as defendants in this action. It cut off two alter-
nate theories of liability based on a contract or quasi-
contract by refusing to find an agency relationship be-
tween a sponsor and a researcher, and by refusing to
find that statements made by a researcher in the course
of obtaining valid informed consent consistent with the
FDA’s human subject protection regulations do not give
rise to promissory estoppel that binds the sponsor. Un-
like the result in Grimes, in this case compliance with
the underlying federal regulations helped to limit the in-
stitution’s exposure. Although it is not addressed in the
opinion, researchers and institutions that take a
broader role in a clinical trial than the Kentucky re-

3 443 F.3d at 547-49.
4 The investigator’s obligations are set out in 21 C.F.R.

§ 312.60, which states that:
An investigator is responsible for ensuring that an investi-

gation is conducted according to the signed investigator state-
ment, the investigational plan, and applicable regulations; for
protecting the rights, safety, and welfare of subjects under the
investigator’s care; and for the control of drugs under investi-
gation. An investigator shall, in accordance with the provisions
of part 50 of this chapter, obtain the informed consent of each
human subject to whom the drug is administered, except as
provided in §§ 50.23 or 50.24 of this chapter. Additional spe-
cific responsibilities of clinical investigators are set forth in this
part and in parts 50 and 56 of this chapter.

5 443 F.3d at 549-550.

6 443 F.3d at 550-551.
7 Id.
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searchers may have to consider whether or not doing so
could create additional contractual obligations.

Although it was not part of the rationale for the deci-
sion, the court did discuss a related issue not raised by
the plaintiffs at all: whether any relief was available
from the principal investigators or the institutional re-
view board acting in accordance with their regulatory
responsibilities. The court observed that the plaintiffs
had a binding informed consent agreement with the in-
vestigators, and then speculated that the same human
subject protection regulations that helped establish the
investigators’ independence from the sponsor might
place an obligation on the University of Kentucky and
its institutional review board that could give rise to an
unspecified form of relief. Nevertheless, the court
stopped short of signaling that such an action might
succeed in the future, and suggested that similar litiga-
tion could be avoided if informed consent documents
explained when a study can be terminated and the con-
sequences of a sponsor’s decision to terminate a study.8

Notwithstanding the court’s decision, it leaves open
an important question. Because the matter came to the
court as an application for injunctive relief, it necessar-
ily applied the rigorous standard established by federal
courts (and many state courts) for obtaining that relief.
As a result, the decision simply does not address how a
court might view the same set of facts in an ordinary
civil case where a lower burden of proof would apply.
Nevertheless, given the considerable time it would take
to litigate this issue under a less rigorous civil standard,
it may be unlikely that there ever will be a final deter-
mination on the merits in such a case.9

8 443 F.3d at 551.

9 Although the contractual and quasi-contractual allega-
tions were raised in a second case arising from the termination
of the same study, the district court that heard the case deter-
mined that the plaintiffs had failed to state a claim on which
relief could be granted and dismissed their complaint. Suthers,
et al. v. Amgen, Inc., 05 Civ. 4158 (PKC), 2006 U.S. Dist LEXIS
22102 (S.D.N.Y. 2006).
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