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Admissibility of Informed Consent in Medical Malpractice Cases
BY DAVID INSCHO
Special to the Legal

The admissibility of informed 
consent discussions and forms 
are a frequent issue in the trial 

of medical malpractice cases. While 
this evidence is obviously admissible 
in cases where the Plaintiff is assert-
ing a claim for lack of informed 
consent, its admissibility in cases 
where there is no challenge to the 
patient’s consent is less clear. In Brady 
v. Urbas, 80 A.3d 480 (Pa. Super. Ct. 
2013), the Superior Court set forth a 
bright line rule that evidence of 
informed consent would not be 
admissible where, no lack of informed 
consent claim had been asserted. On 
appeal, the Pennsylvania Supreme 
Court affirmed the Superior Court 
decision, however, backed away from 
the bright line rule announced below. 
This left open that informed consent 
information “may” be relevant in a 
medical malpractice case. Because of 
the Supreme Court’s holding in Brady, 
the admissibility of informed consent 
continues and will continue to be 
argued to and decided by trial courts 
in medical malpractice cases.

By way of background, a “consent 
form” refers to the signed form that 

authorizes a physician to perform an 
invasive or surgical procedure. In 
almost every medical negligence 
case involving a procedure, the 
plaintiff-patient’s medical record will 
contain a signed consent to perform 
the procedure. These documents 
usually set forth a brief description of 
the procedure, the name of the phy-
sician, patient name, and may docu-
ment certain medical complications 
or risks. The forms used vary widely 
by institution. Some include only a 
generic listing of serious medical 
complications that could conceiv-
ably happen in any procedure (i.e., 
cardiac arrest, death). Others include 
specific complications that have 

been known to occur in the specific 
medical procedure the patient is 
undergoing, often by way of blank 
lines that are filled in by the physi-
cian or an assistant at the time the 
consent is signed. Other forms 
include both preprinted generic risks 
and other more specific risks that the 

physician includes based on the spe-
cific procedure. Many forms include 
an acknowledgement that the physi-
cian has explained the risks of the 
procedure. These forms are signed 
patients, and usually, the physician 
and a third-party witness. 

The potential persuasive effect of 
these forms and the surrounding 
conversations is obvious. Consent 
forms often include the harm that 
befell the patient on the list of risks 
associated with the procedure. This 
can be extremely harmful to a plain-
tiff-patient because it invites the jury 
to consider an improper assumption 
of the risk defense, that is, the plain-
tiff proceeded with the procedure 
despite being fully aware that a cer-
tain adverse outcome could occur. 

Brady involved allegations that a 
podiatrist negligently performed sev-
eral surgical procedures on the plain-
tiff’s big toe resulting in a loss of bone 
and length in the toe. Notably, there 
were no allegations of lack of informed 
consent, only claims that the podiatrist 
deviated from standards of care in per-
forming the surgery. Before each of the 
procedures, the physician discussed 
the risks and complications and a con-
sent form was signed. The trial court 
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primary care physician negligently 
fails to order blood work on Jan. 1, 
2010, and the plaintiff files a lawsuit 
against the primary care physician on 
Jan. 2, 2017, the case must be dis-
missed upon invocation of the statute 
of repose, even if the plaintiff only 
learned of the physician’s failure on 
Jan. 1, 2016. Of course, if there is con-
tinuing negligence (i.e., the primary 
care physician continues to fail to 
order necessary blood work in subse-
quent years), a plaintiff could main-
tain a lawsuit but would be precluded 
at trial from offering any evidence of 
the alleged negligence which occurred 
on or before Jan. 1, 2010. 

Complicating matters further for 
the plaintiffs is the fact that they are 
generally limited in responding to or 
rebutting a repose defense. The only 
successful arguments that a plaintiff 
has in its arsenal are expressly carved 
out in the MCARE Act. If the injury 
involves a minor plaintiff (i.e., a 
plaintiff who has not yet attained the 
age of 18 years) or was caused by a 
foreign object left in an individual’s 
body, the limitations of the statute of 
repose do not apply. However, much 
to the chagrin of the plaintiffs bar, the 
statute of repose is applied so strictly 
that even plaintiff ’s claims of fraudu-
lent concealment do not operate to 
toll the statute of repose. 

In Hammerquist v. Banka, a Superior 
Court decision rendered in January 

2017, the plaintiff tried to creatively 
circumvent the statute of repose by 
alleging that a doctor’s unnecessary 
recommendation of stents and 
alleged coverup was not a medical 
professional negligence claim within 
the meaning of the MCARE Act, but 
rather a claim for battery, common 
law fraud and statutory fraud under 
the Unfair Trade Practices and 
Consumer Protection Law (UTPCPL). 
The plaintiff argued that the statute of 
repose was therefore inapplicable. 
Despite the plaintiff ’s claims that 
defendants violated the UTPCPL by 
fraudulently misrepresenting that 
stents were necessary, the court held 
that even a claim under the UTPCPL 
is still technically a “medical profes-
sional liability claim” insofar as plain-

tiff sought recovery of damages from 
a health care provider as a result of 
the furnishing of health care services, 
including medical advice. This 
Superior Court decision has signifi-
cant consequences. The pragmatic 
result is that the purpose and reach of 
the MCARE Act’s statute of repose 
bleeds into other statutes and that the 
statute of repose can preclude law-
suits arising under a separate and 
distinct statute like UTPCPL.  

While the scope and power of the 
statute of repose is likely to undergo 
additional appellate consideration in 
the coming years, especially in light 
of the Hammerquist decision, there is 
no denying that defense counsel has 
a powerful defense assuming they 
keep the statute of repose in mind. •

Repose  
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denied a motion in limine to preclude 
any consent related evidence at trial as 
irrelevant and/or unfairly prejudice. 
Evidence of the discussion of the risks 
of the surgery and the consent form 
came up throughout the trial and some 
of the consent forms were provided to 
the jury in deliberations. The jury 
returned a verdict in favor of the defen-
dant-physician. 

The Superior Court found that 
admission of the consent-related evi-
dence was an abuse of discretion and 
reversed. The Superior Court suc-
cinctly stated “evidence of informed 
consent is irrelevant in a medical 
malpractice case.” The court 
endorsed the rationale that while a 
patient may consent to the surgery 
they cannot consent to negligent 
care, in other words, the patient may 
acknowledge the risk but does not 
agree to negligent conduct that 

makes those risks occur. The court 
recognized that admission of this evi-
dence could lead the jury to conclude 
that the patient-plaintiff accepted the 
risk regardless of the conduct that 
caused the risks to occur. 

The Pennsylvania Supreme Court 
affirmed the Superior Court deci-
sion that the consent-related evi-
dence was irrelevant. The Supreme 
Court recognized that there was no 
assumption of risk defense in medi-
cal negligence claim and that wheth-

er a patient agreed to a procedure in 
light of known risks does make it 
more or less probable that the physi-
cian met the standard of care in 
performing the operation. The 
Supreme Court refused, however, to 
adopt the Superior Court’s “bright 
line rule.” The decision found that 
some consent-related information 
may be relevant to the question of 
negligence. The court provided two 
examples—where the standard of 
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care required certain risks be dis-
cussed and where evidence of cer-
tain risks, either in discussion or on 
the consent form, may be relevant to 
establishing the standard of care. 
The Supreme Court ultimately held 
that evidence that a patient affirma-
tively consented to treatment after 
being informed of the risks is “gen-
erally irrelevant in a cause of action 
sounding in medical negligence.”

The Supreme Court’s refusal to 
adopt the Superior Court’s bright line 
rule left open the possibility that evi-
dence of informed consent could be 
admitted at trial of a medical negli-
gence case. The decision offered little 
explanation or guidance as to when 
consent-related information could 
be admitted. The first example, when 
disclosure of risks is required by the 
standard of care, merely leads back 
to an informed consent claim which 
was never included in the scope of 
the Superior Court’s decision. The 
second example, that informed con-
sent information may be relevant to 
“establish the standard of care” is 
more perplexing. Even more so, con-
sidering that the decision states that 
patient-plaintiff ’s agreement to the 
procedure is not relevant. How can 
the listing of possible complications 

on a form be probative of how the 
procedure is performed? 

On further examination, the 
Pennsylvania Supreme Court appears 
to be drawing a distinction between 
medical expert testimony regarding 
risks of the procedure, generally, and 
the communication of those risks to a 
patient. Hayes v. Camel, 927 A.2d 880 
(Conn. 2007), the case cited by Brady 
in support of the statement that evi-
dence of risks may admissible to 
establish the standard of care was 
clearer in this distinction. Hayes, 
similar to Brady, concluded that 
admission of informed-consent com-
munications and forms was an abuse 
of discretion. Hayes noted that expert 
testimony may be permitted about 
risks of a procedure, generally, sepa-
rated from the communication of 
those risks to the patient. Indeed, fol-
lowing this approach would alleviate 
much of the confusion left by the 
Brady decision. 

The problem with the purported 
relevance of informed-consent 
evidence to establish the standard of 
care is that a “risk” of a procedure 
alone cannot help to define the 
standard of care. Indeed, this propo-
sition represents confusion between 
outcomes (risks) and methods 
(standards of care). The risks that 
are addressed in informed consent 
communications with a patient are 

outcomes, i.e. nerve injury, bowel 
injury, death, etc. They are merely 
adverse outcomes that have been 
associated with the procedure or 
surgical procedures in general. The 
standard of care for a procedure 
addresses the method for how the 
surgery is performed. Indeed, an 
adverse outcome, such as death, 
could be reached in any number of 
ways, some of which meet the stan-
dard of care and some which do not. 
For example, a patient could die 
during a procedure because there 
was an unknown and unpredictable 
allergic reaction to anesthesia. A 
patient could also die during the 
same procedure because the 
anesthesiologist failed to monitor 
the patient. Of course, whether 
“death” was listed on the consent 
form as a potential risk does not 
have any bearing on the standard of 
care for checking allergies or moni-
toring a patient. 

There are few reported decisions 
that have applied Brady. In Mitchell v. 
Shikora, (C.C.P. Allegheny Cty. May 
18, 2016),the judge permitted defense 
expert testimony that the injury suf-
fered by the plaintiff was a “known 
risk or complication” of the proce-
dure. Discussions about risks 
between the physician and patient 
were precluded. The opinion is silent 
on whether the consent form itself 

was specifically precluded. Mitchell 
appears to follow the distinction 
described in Hayes, above. 

It appears clear from Brady that the 
patient-plaintiff ’s signing the form 
agreeing to the procedure is not rele-
vant and should be precluded. 
Arguments, however, will be made 
that the inclusion of a specific risk 
makes it more likely that a given risk 
is a recognized “risk of procedure” 
and thus supports the expert testi-
mony on this issue. While the logic of 
the argument that a “risk” is relevant 
to standard of care at all, is flawed, 
there are additional factors that may 
have bearing on the admissibility of a 
specific consent form. Whether the 
consent form is specific to a proce-
dure, whether the form contains a 
preprinted or specific list of risks, and 
who was involved in the creation of 
the form, are all potential questions 
that could ultimately have bearing on 
the forms admissibility. Indeed, the 
underlying circumstances relevant to 
the form may further show that there 
is little relationship between the risks 
listed and the standard of care for the 
procedure. Going forward, the deci-
sion of whether consent forms are 
admissible in medical negligence 
case will most likely turn on whether 
these forms are relevant to the stan-
dard of care. •

pre-emption holding. The court rea-
soned that interactions between sales 
representatives and physicians during 
a particular surgery are not subject to 
the FDA’s pre-market approval pro-
cess, noting instead that such interac-
tions are traditional matters for the 
common law. The court explained 
that claims for negligent advice of a 
sales representative do not challenge 
the design, manufacture, and labeling 
of the device so as to implicate pre-
emption but, instead, challenge negli-
gence by a manufacturer’s agent 
acting as a de facto physician’s assis-
tant during a surgery.

Additionally, in Medtronic v. 
Malander, 996 N.E.2d 412 (Ind. Ct. 
App. 2013), the decedent underwent 
implantation of a defibrillator and 
ventricular lead in 1997. In 2004, the 
defibrillator was upgraded, but the 
lead was left in place. Through 2006, 
the decedent’s defibrillator showed 
episodes of short V-V intervals, which, 
according to the plaintiffs, were indic-
ative of lead failure. In 2006, the dece-
dent’s cardiologist scheduled him for 
another surgery to upgrade the defi-
brillator and possibly replace the lead. 
During the surgery, the cardiologist 
tested the lead to determine whether 

there was any evidence of potential 
lead failure. The manufacturer’s sales 
representative was present and assist-
ed with the testing. Ultimately, the 
testing did not reveal any lead prob-
lems. The cardiologist also spoke to 
the device manufacturer’s technical 
services department about the testing 
and potential lead failure. The sales 
representative and technicians 
assured the cardiologist that he prop-
erly tested the lead and that the lead 
was functioning normally. Based on 
that advice, the cardiologist chose not 
to replace the lead and only upgraded 
the defibrillator. Approximately one 
month later, the decedent died fol-
lowing an incident of ventricular 
tachycardia. There were over 300 epi-
sodes of short V-V intervals within 
that month, which the plaintiffs 
alleged was evidence of lead failure.

The plaintiffs’ complaint contained 
claims against the manufacturer for 
manufacturing and design defect, 
failure to warn, failure to give proper 
instructions, failure to recall the lead, 
and failure to recommend that the 
lead be removed during the 2006 sur-
gery. Asserting federal preemption, 
the manufacturer moved for sum-
mary judgment on all claims. The 
plaintiffs conceded that all claims 
were pre-empted except for their 
claim based on the negligent advice 

of the sales representative and tech-
nicians during the 2006 surgery. The 
plaintiffs argued that the manufac-
turer assumed a duty to the decedent 
because its representatives made 
negligent oral representations to the 
cardiologist and failed to advise him 
to replace the lead. 

Relying on Adkins, the court con-
cluded that the plaintiffs’ claim was 
not pre-empted. The court explained 
that the claim did not involve the 
mere restatement of information 
given in the FDA-approved labeling. 
Instead, the claim was based on neg-
ligence of the manufacturer’s repre-
sentatives in giving advice regarding 
the performance of one specific lead. 
Notably, the court not only rejected 
the manufacturer’s preemption 
defense, but it also found that a ques-
tion of fact existed as to whether the 
representatives assumed a duty to 
the decedent by volunteering advice 
and participating in the lead testing. 
Therefore, the manufacturer’s 
motion for summary judgment was 
denied, and the court left the negli-
gent-advice claim to the jury.

BE PREPARED FOR THE ‘DAVID’ 
ARGUMENT 

Riegel and Section 360k created a 
narrow gap through which a plaintiff’s 
state law claim must fit in order to 

escape pre-emption. Bryant v. 
Medtronic, 623 F.3d 1200, 1204 (8th Cir. 
2010). By merely asserting negligent 
advice claims, counsel continue to 
infiltrate that narrow gap with more 
precision than David’s sling. Adkins 
and Malander are just two cases that 
demonstrate the growing number 
throughout our nation which hold 
that these claims are not preempted. 
Regardless, the main lesson to be 
learned is that Class III medical device 
manufacturers should expect a 
negligent advice claim in nearly every 
lawsuit and be prepared to defend 
against it. Manufacturers should also 
ensure that their insurance policies 
provide coverage for these new claims. 

In this new day and age of the 
negligent-advice cause of action, man-
ufacturers must be mindful of their 
sales representatives’ practices and 
procedures in order to increase their 
defensibility against such inevitable 
claims. The following are a few rules of 
thumb that will limit liability, with the 
understanding that, as long as a repre-
sentative is participating in the care of 
a patient, there is a good chance the 
manufacturer will be named a party to 
the action. Advice should be strictly 
technical. If it’s potentially medical, it 
should be left to the physician. 
Technical advice should be directed to 
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