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Medical Device Reporting:
A Risk-Management Approach

Common sense and care should guide the MDR filing process.

Jeffrey K. Shapiro
Hogan ¢& Hartson LLP

iling medical device reports
F(MDRS) is undesirable and

presents a certain amount of
risk to the manufacturer. Fortunate-
ly, this risk can be ameliorated by
approaching event reporting mind-
fully and carefully. Most important-
ly, device makers must not underes-
timate the risk involved in choosing
not to file.

The medical device reporting regu-
lation requires manufacturers to re-
port significant adverse events in
which their medical devices are in-
volved to FDA.1 All domestic and for-
eign manufacturers of finished medical
devices and ready-for-use device com-
ponents commercially distributed in
the United States must comply with
these requirements.

Many companies are reluctant to file
MDRs with FDA. While these compa-
nies comply with the regulation, they
do so with a bias against filing a re-
port unless it is clear that one is abso-
lutely required.

This reluctance is understandable.
MDRs are public documents that do
not exactly add luster to the company
name. Competitors may use them to
talk down the company with cus-
tomers. Plaintiffs’ lawyers may wave
them in front of juries to bolster the
case for exorbitant punitive damages.
Worse, companies never know when
an MDR document will trigger an ex-
tensive FDA investigation. After all,
the purpose of event reporting is to
alert FDA to potential product prob-
lems. In short, there are significant
risks in filing MDRs.

On the other hand, it is important
not to underestimate the risk of failing
to file. The criminal and civil penalties
for MDR violations can be severe.
They comprise the full range of FDA’s
enforcement powers, including seizure,
injunction, and criminal fines and im-
prisonment. Civil penalties may be im-
posed if a violation of MDR require-
ments is a significant or knowing
departure, or a risk to public health.2

More than a few companies have
learned the hard way that the short-
term benefits of not reporting can soon
be eclipsed by an intrusive federal in-
vestigation—not to mention very bad
publicity when a settlement is an-
nounced or the case goes to trial. Sev-
eral firms are currently under crimi-
nal investigation for failing to properly
report.

Basic Filing Requirements

Deciding whether adverse events re-
quire an MDR filing involves some
fairly subjective judgments. Under the

MDR regulation, manufacturers must
file an MDR within 30 calendar days
of becoming aware of information that
reasonably suggests a reportable death,
serious injury, or device malfunction
has occurred. Manufacturers must file
an MDR within five working days if
the reportable event requires remedial
action to prevent an unreasonable risk
of harm to the public health and for
certain other types of events designat-
ed by FDA.3

An event is reportable if one of the
manufacturer’s marketed devices has
caused or may have caused or con-
tributed to a death or serious injury, or
if it has malfunctioned and the device or
a similar one would likely cause or con-
tribute to a death or serious injury
should the malfunction recur.# The reg-
ulation states that a device has or may
have “caused or contributed to” the
event if the device was a factor, or may
have been a factor because of its failure;
malfunction; improper or inadequate
design, manufacture, or labeling; or
user error.5 Serious injury is defined as
an injury that is life-threatening, results
in permanent impairment of a body
function or permanent damage to a
body structure, or necessitates medical
or surgical intervention to preclude per-
manent impairment or damage.6

Interpretation Is Everything

Of course, this brief summary of the
MDR regulation barely scratches the
surface of its complexities. (For a
wealth of FDA guidance and informa-
tion, visit www.cdrh.gov and click
on “medical device reporting” under
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“Industry Assistance.”) It does, how-
ever, begin to suggest the subjective na-
ture of reportability determinations.
What facts are needed to conclude that
information “reasonably suggests”
that a device “may have caused or con-
tributed to” a serious injury or death?
What is an “unreasonable risk of
harm”? How can one predict whether
it is “likely” that death or serious
injury will occur “if the malfunction
were to recur in the same or similar de-
vice”? What constitutes a “similar de-
vice”? What actions rise to the level of
an “intervention” to “preclude per-
manent impairment or damage”?

In some cases, the application of
these questions to the facts at hand
will yield straightforward answers. In
other cases, however, there will be
ample room for disagreement. The
question about whether a malfunction
would likely cause death or serious in-
jury were it to recur is especially
tricky—it requires not only subjective
judgment but a prediction about the
future, which is always a hazardous
undertaking.

The subjective nature of event re-
porting can lead a company into trou-
ble. Consider this hypothetical sce-
nario: Over an 18-month period, a
company receives two dozen similar
complaints of malfunction for a par-
ticular device. The company conscien-
tiously examines the evidence each
time a complaint is received but con-
cludes that the malfunction is not like-
ly to cause serious injury or death
should it recur. On this basis, then, the
company does not report any of these
complaints. Now suppose that the mal-
function later recurs and may have
contributed to an actual patient death.
At that point, the company must sub-
mit a report. It also may decide that a
recall or other field action is needed.
All of this activity will have the effect
of alerting FDA (and the public) to the
problem. In this context, it will look
bad if the company has two dozen un-
reported complaints for the same mal-
function in its files. FDA could allege
that the company willfully chose not
to report. In this hypothetical situation,
the company may have acted in per-
fectly good faith but finds itself under
investigation (and at risk of sanctions)
for making the wrong call.
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The number of medical device reports submitted to FDA annually increased

significantly in 2000 and 2001.

One way the company might have
protected itself would have been to con-
sult a medical expert qualified to evalu-
ate the complaints and make a judg-
ment about their reportability. If the
expert had reasonably concluded that
the device malfunction in question
would be unlikely to cause or contribute
to a death or serious injury should it
recur, the complaints would not be re-
portable under the MDR regulation.”
Of course, it would be very helpful to
have this expert’s memorandum in the
company files prior to the subsequent
patient death. (This same approach can
be employed when evaluating the re-
portability of an adverse event involving
actual serious injury or death.)

If it is not feasible to obtain such an
expert opinion, the only other way to
eliminate the regulatory risk inherent
in event-reporting decisions is to adopt
a systematic bias toward reporting if
there is any ambiguity whatsoever. Al-
though the sanctions for failing to re-
port can be severe, there are no sanc-
tions for reporting unnecessarily.

This fact leads to an interesting ques-
tion: Given the cloudiness of MDR re-
quirements, the severe potential penal-
ties for failing to report, and the
absence of sanctions for submitting too
many reports, wouldn’t the best policy
be to set a very low internal threshold
for reporting, perhaps even lower than
required by the MDR regulation, to
provide a margin of safety? Yet, the op-
posite is often true. Many in industry
have a bias against reporting unless it is
very clear that they must.

Managing the Risks

This incongruity brings us back to
the negatives associated with event re-
porting mentioned earlier. Companies
are concerned about their reputation
with customers, and what competi-
tors might do with public MDRs.

They are also anxious about the prod-
uct liability implications of reports
and the potential for an unwanted
FDA investigation.

These concerns are valid but can be
ameliorated. The principal product li-
ability concern is that the MDR will
be treated as an admission of device
fault. The regulation, however, ex-
pressly states that a report is not nec-
essarily an admission that a device
caused or contributed to an injury.
FDA itself adds this disclaimer to the
front page of the reporting form, Form
3500A. Also, the MDR regulation per-
mits the submitting party to include its
own disclaimer and even deny in the re-
port that there is any such admission.8

Thus, companies can protect them-
selves by carefully drafting the narra-
tive to accurately state the known facts
while avoiding any statement that
could be construed as an admission if
taken out of context. Companies also
can add an explicit disclaimer of cau-
sation at the end of the narrative.

When competitors use MDRs to dis-
parage products, companies need to ad-
dress such publicity as they would any
other unfair sales tactic. One way is to
explain to customers that MDR re-
quirements are very broad and a report
does not necessarily mean there is a
problem. Another approach is to re-
search the competitor’s own MDR fil-
ings to see if it has clean hands. If the
competitor does not have the number or
type of MDR filings that would be ex-
pected, perhaps it is not fully complying
with the regulation. Ultimately, a good
sales force should be able to negate or
minimize any detriment from event re-
porting. Finally, there is the risk that an
event report will trigger an FDA investi-
gation. Fortunately, the chances of that
occurring are not great. Given the sheer
volume of reports and the limitations of
FDAs resources, the agency is most like-
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ly to involve itself with only the most
unusual or widespread incidents involv-
ing deaths or serious injuries.
Investigation-triggering reports are
likely to involve the types of cases for
which a recall will be in progress or
under consideration, so FDA would
likely find out about the incidents any-
way. Also, user facilities and importers
have reporting obligations that could
lead them to alert FDA to a death or se-
rious injury even if the manufacturer
did not. In rare cases where FDA fol-
lows up with an investigation, the
manufacturer will be in a better posi-
tion if it has filed appropriate MDRs.

Conclusion

The bottom line is that filing MDRs
is unpleasant, but the negative effects
can usually be ameliorated. On the
other hand, a major reporting violation
can lead to severe negative fallout. To
minimize the likelihood of an MDR vi-
olation fiasco, companies should take
the following measures:

e Consider the option of consulting
an appropriate medical expert for
a determination that an event is
not reportable. A written opinion
will provide protection against an
FDA attempt to judge the decision
with hindsight.

Be especially careful about re-
portability decisions for complaints
of malfunctions. The standard is
whether the malfunction would
likely cause or contribute to a death
or serious injury were it to recur.
This determination is likely to be
both subjective and speculative.
Be even more careful when receiv-
ing multiple complaints for the
same type of event. An erroneous
decision not to report could lead
to dozens or hundreds of separate
violations. It could also provide a
basis for a finding of significant or
knowing departure from MDR re-
quirements, or a risk to public
health—each of which provide the
basis for imposing civil penalties.

If companies are careful and exer-
cise common sense when determining
whether to file MDRs, they are likely
to survive unscathed.
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The author will be responding to questions
and comments about this article in
MD&DI's Author Forums during the week
beginning January 29, 2003. Visit
www.devicelink.com/mddi and select the
Author Forums link.
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