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PURPOSE OF THE BRIEF

At its most basic, this Court is being asked to consider what standard of treatment
should apply to a practicing physician in Kentucky when prescribing medication for his
or her patient. The resolution of this issue may be determined in large measure by the
Court’s understanding of and appreciation for the nature of the physician-patient
relationship, the realities of the practice of medicine, and the public policy implications
resulting from unwarranted physician liability.

Kentucky is currently in the midst of a healthcare crisis, as more than half of the
counties in Kentucky are deemed “medically underserved” by the federal government.
The Kentucky Medical Association (“KMA”) is concerned that, if uncorrected, the lower
court’s opinion will undermine prior Kentucky case law protecting Kentucky physicians
from unfounded claims of medical malpractice by substantially changing the applicable
standard of care in such a way as to essentially make physicians insurers of their patients’
health. Given the challenges Kentucky now faces in physician recruiting and retention,
affirming the Court of Appeals’ opinion will ultimately further adversely affect patient
care in Kentucky.

STATEMENT OF THE CASE

The Plaintiffs’ medical malpractice claim against Dr. Lyman Armstrong arises
from Dr. Armstrong’s decision to prescribe the drug Parlodel® to his patient, Mary
Gunderson, in 1993, following the birth of her second child.! At that time, Parlodel®
was approved by the U.S. Food and Drug Administration (“FDA”) for the prevention of

physiologic lactation (“PPL”). Dr. Armstrong prescribed a two-week course of

' Dr. Armstrong’s partner, Dr. Hyman, had previously prescribed Parlodel® for Mrs. Gunderson without
incident in 1989, following the birth of her first child.




Parlodel® to help Mrs. Gunderson avoid the pain and discomfort of postpartum lactation.

One week after delivery, Mrs. Gunderson was found dead in her bed. The
administrator of Mrs. Gunderson’s estate filed a wrongful death action against Dr.
Armstrong alleging that he negligently prescribed Parlodel®. Atissue in this case is the
sufficiency of evidence necessary to send a medical malpractice case to the jury. The
KMA believes that the lower court set an outrageously low standard for proof of
malpractice, which was contrary to existing Kentucky law imposing on physicians the
duty to use reasonable care.

Ultimately, the lower court’s opinion stands for the proposition that so long as a
plaintiff can find one expert to testify that he or she would not have prescribed Parlodel®
for PPL, that evidence, in and of itself, is sufficient to send a malpractice case to the jury,
despite all of the factors pointing towards a standard of care that is consistent with the
prescription of Parlodel®.

The facts as they appeared to Dr. Armstrong in 1993, cannot support a finding of
negligence. Dr. Armstrong prescribed to Mrs. Gunderson a drug that (1) was FDA-
approved for the PPL indication; (2) he had prescribed to thousands of patients for a
decade without any serious adverse effects; (3) Mrs. Gunderson had successfully used
four years earlier (in 1989) after the birth of her first son with no adverse consequences;
(4) was not contraindicated for use with Mrs. Gunderson in 1993; (5) was repeatedly
approved by a committee of obstetricians at Suburban Hospital as an appropriate therapy
for PPL., and was included on the hospital’s preprinted orders; (6) numerous other
obstetricians in the hospitals in which Dr. Armstrong practiced prescribed to their

patients to prevent breast engorgement and pain; (7) Plaintiffs’ neurology expert, Dr.




Denis Petro, acknowledged was generally protective against seizures, the alleged injury
in this case; (8) thousands of other obstetricians across the country prescribed for the PPL
indication: and (9) was widely prescribed for PPL in 1993, despite the obstetrical
community’s awareness of certain case reports published in the 1980s in which a small
number of postpartum women (among the millions treated with Parlodel®) had
experienced adverse events coincident with such treatment.

It cannot be disputed that the standard of care among Dr. Armstrong’s obstetrical
colleagues in 1993, was to prescribe Parlodel® for PPL in appropriate patients. In
prescribing Parlodel® to Mrs. Gunderson, Dr. Armstrong used that degree of care and
skill expected of other reasonably competent obstetricians in Louisville acting in the
same or similar circumstances, and his use of Parlodel® was fully in accord with the
manner in which other obstetricians practiced obstetrics at that time.

ARGUMENT
I THE STANDARD OF CARE ADOPTED BY THE LOWER COURT IS
INCONSISTENT WITH EXISTING KENTUCKY LAW AND

ESSENTIALLY MAKES PHYSICIANS INSURERS OF THEIR
PATIENTS’ HEALTH

A. The Proper Standard Of Care In Medical Malpractice Cases Is A
Reasonable Standard of Care.

1. Standard of Care Generally.

Since 1970, the standard of care in Kentucky has been that a physician is under a
“duty to use that degree of care and skill which is expected of a reasonably competent
practitioner in the same class to which he [or she] belongs, acting in the same or similar
circumstances.” Blair v. Eblen, 461 S.W.2d 370, 373 (Ky. 1970) (emphasis added). The
law does not require physicians to be insurers of their patients’ health, nor does it require

physicians “to possess that extraordinary learning and skill which belong only to a few

3-




men of rare endowments.” Stacy v. Williams, 69 S.W.2d 697, 704 (Ky. 1934).

Courts have unanimously stressed that a physician is not a guarantor of good
results, and should not be held liable for an unexpectedly adverse reaction or bad
outcome. STEVEN E. PEGALIS & HARVEY F. WACHSMAN, AMERICAN LAW OF MEDICAL
MALPRACTICE 2:4, at 48 (1980 & Supp. 1991). Moreover, if after a careful examination
a physician does what he thinks is best, then such physician will not be held liable for

mere errors of professional judgment. See, e.g., Johnson v. Vaughan, 370 S.W.2d 591,

595-96 (Ky. 1963) (agreeing that errors of judgment in the treatment of a patient do not

render a physician responsible for injurious consequences); Meador v. Arnold, 94 S.w.2d

626, 631 (Ky. 1936) (holding that a physician is immune from liability for pure errors of
judgment or for mere lack of success). In other words, so long as a physician pursues a
medically acceptable course of treatment, such physician will be exempt from paying
damages, even if in hindsight an alternate course of treatment would have avoided injury,
or another physician would have recommended a different approach.

2. Proper Standard in Prescription Cases.

Prior to the Court of Appeals’ opinion in this matter, it was well-settled in

Kentucky that there is no inference of negligence based on side effects medicine may

have on a patient. See Prewitt v. Higgins, 22 S.W.2d 115, 117 (Ky. 1929). As this Court
explained, “[t]he bad result may have been caused by inherent bodily conditions of the
patient . . . or by something else the doctor could not avoid or anticipate.” Id. at 117.

This Court further noted that “[i]njury may result from the use of the drug even when the

doctor has proceeded with the utmost care and skill.” Id. (emphasis added).




3. Policy Supporting Existing Standard.

The rationale for exempting physicians from liability in cases of bad results and
errors of judgment is varied. First, imposing liability in such cases would open the door
for every patient disappointed with his or her result to locate another doctor who, with the
advantage of hindsight, is willing to second guess the decisions of the first physician.

See, e.g., Woodruff v. Tomlin, 616 F.2d 924, 930 (6th Cir. 1980) (analogous case dealing

with legal malpractice). Second, physicians would end up employing those procedures
and treatments that they could most easily justify to the jury, rather than those that they

perceive are in their patient's best interest. See Clark v. Gibbons, 426 P.2d 525, 542 (Cal.

1967). Third, it helps protect the medical community (and indirectly, residents of
Kentucky) from excessive increases in the cost of medical practice (e.g., through
malpractice insurance rates, liability claims, etc.) and from losing large numbers of
much-needed physicians practicing in this state (e.g., through attrition to other states or
early retirement).

Allowing another physician's testimony to constitute the sole evidence necessary
to raise a prima facie case of negligence ignores the danger that such physician is merely
second guessing the original doctor, and would, in fact, have actually behaved exactly as
did the original doctor at the time of the procedure or treatment in question. The fact is
that medical decision-making involves consideration and interpretation of countless
complex factors, so that bad results in themselves cannot fairly become the measuring

stick of negligence.



B. The Lower Court’s Opinion Imposes On The Medical Profession A
New And Unreasonable Standard Of Care.

Notwithstanding the foregoing, the Court of Appeals’ opinion in this case
effectively invalidates Kentucky’s reasonable practice of medicine standard, imposes on
the medical profession a new and unattainable standard of care, and sets an outrageously
low standard for proof for malpractice claims. Allowing such minimal testimony to
suffice for sending a case to a jury completely undermines the ability of a physician to
practice medicine without fear of spurious litigation in the event something bad occurs to
the patient.

The Court of Appeals substantially relied upon the fact that case reports of
adverse events occurring in conjunction with the use of Parlodel® were available in the
medical literature before Dr. Armstrong prescribed Parlodel® to Mrs. Gunderson. The
opinion also implicitly holds that if a physician does recognize a possible risk (regardless
of how remote that risk might be?) associated with the use of an FDA-approved drug, for
an FDA-approved indication, he must either withhold that drug from his patient, or
expose himself to a medical malpractice claim.

1. Physicians Must Be Able To Rely Upon The FDA's Approval of

Prescription Medications For Use In Patients For Whom Such
Medications Are Not Contraindicated.

Once a drug or device is cleared for introduction into interstate commerce, a
physician may use it in any manner he or she determines best for the patient. See

Washington Legal Foundation v. Henney, 202 F.3d 331, 332 (D.C. Cir. 2000) (explaining

that a physician may prescribe a legal drug to serve any purpose that he or she deems

appropriate). In addition, while not at issue in this particular matter, physicians may even

2 During trial, plaintiffs” causation expert, Dr. Kenneth Kulig, was unable to opine that the incidence of
seizure in postpartum women taking Parlodel® was even as high as 1 in 20 million.
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prescribe an FDA-approved drug for off-label uses. See e.g., Kentucky Board of Medical

Licensure Advisory Opinion (issued July 5, 2006); United States v. Algon Chemical Inc.,

879 F.2d 1154, 1163 (3rd Cir. 1989) (acknowledging that the explanation for the

practice-of-medicine exemption is that Congress did not want to interfere with

physicians' treatment of their patients); United States v. Evers, 453 F. Supp. 1141, 1149-
50 (M.D. Ala. 1978), aff'd, 643 F.2d 1043 (5th Cir. 1981) (explaining that courts have
rather uniformly recognized the patients' rights to receive medical care in accordance
with their licensed physician's best judgment and the physicians' rights to administer
medical care as it may be derived therefrom).

a. Role of FDA Approvals.

In 1938, Congress passed the Federal Food, Drug and Cosmetic Act (the “Act”)
requiring that drugs be proven safe and effective before they could be sold in interstate
commerce. The Act authorizes the FDA to oversee the safety and efficacy of human
drugs, and the FDA’s Center for Drug Evaluation and Research regulates all drugs
marketed in the United States. See 21 U.S.C. 301, et seq. Once a drug has been
approved by the FDA for a particular indication, physicians may prescribe the drug to
their patients.

The FDA promulgated regulations detailing the requirements for clinical
investigations of the safety and effectiveness of drugs. 21 C.F.R. § 314.126 (2006).
Those regulations provide that “isolated case reports, random experience, and reports

lacking the details which permit scientific evaluation will not be considered.” Id. §

314.126(e) (emphasis added). Therefore, even if every physician in Kentucky were
somehow compelled to read every published case report about the drugs that he or she

prescribes, the existence of such case reports cannot constitute a sufficient reason to send
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a malpractice case to the jury, particularly when the physician has his own favorable
experience in prescribing the drug and its use is sanctioned by the FDA.
b. Case Reports Of Adverse Events Occurring In Conjunction
With The Use Of A Drug Are Not Scientifically Reliable
And Cannot Support An Inference of Medical Negligence.
Unable to marshal any supportive epidemiology, Plaintiffs' expert turned instead
to a collection of case reports as the putative basis for his opinion that no doctor should
have prescribed Parlodel® for the prevention of physiologic lactation in 1993, in any
circumstance. As noted above, the Court of Appeals relied upon the fact that case reports
of adverse events were available in the medical literature. Such reliance, however, fails

to comprehend the purpose and limited utility of case reports. As the court in Merrell

Dow Pharmaceuticals, Inc. v. Havner explained, evidence such as case reports "is not

scientifically reliable." 953 S.W.2d 706, 720 (Tex. 1997)°
The vast majority of courts agree that a reasonable physician would not rely on

case reports to determine whether a particular medication is harmful. See, ¢.g., Havner,

3 The Havner case was not the first to reject case reports as a basis for expert causation opinion. In fact, the
growing body of case law is quite uniform: “such case reports are not reliable scientific evidence of
causation, because they simply describe reported phenomena without comparison to the rate at which the
phenomena occur in the general population or in a defined control group; do not isolate and exclude
potentially alternative causes; and do not investigate or explain the mechanism of causation. Even if some
credibility were given to the study, it does not have the degree of clarity required for a validation of its
results or its methodology which is sufficient for objective and independent peer review.” Casey v. Ohio
Medical Prods., 877 F. Supp. 1380, 1385 (N.D. Cal. 1995). See also Richardson v. Richardson-Merrell,
Inc., 649 F. Supp. 799, 801 n.5 (D.D.C. 1986) (finding that experts were not allowed to rely upon so-called
"drug experience reports” or "adverse reaction reports,” i.e., anecdotal case reports), aff'd, 857 F.2d 823,
830-32 (D.C. Cir. 1988); Thomas v. Hoffman-La Roche, Inc., 731 F. Supp. 224 (N.D. Miss. 1989)
(rejecting as speculative expert causation testimony based on several adverse experience reports as opposed
to published, reliable epidemiology), aff'd, 949 F.2d 806 (5th Cir. 1992); Willert v. Ortho Pharm. Corp.,
995 F. Supp. 979 (D. Minn. 1998) (excluding causation testimony of expert who relied on case reports
rather than valid, controlled studies); Muzzey v. Kerr-McGee Chem. Corp., 921 F. Supp. 511, 519 (N.D.
Til. 1996) ("Such anecdotal evidence, based on a few cases without systematic comparison or data
collection, may be an incentive for more careful investigation but may also reflect rumor and speculation
rather than fact.”) (quoting Federal Judicial Center, REFERENCE MANUAL ON SCIENTIFIC EVIDENCE 344
n.25 (1994)); Hall v. Baxter Healthcare Corp., 947 F. Supp. 1387, 1411 (D. Ore. 1996) (noting that “case
reports and case studies are universally recognized as an insufficient scientific basis for a conclusion
regarding causation because case reports lack controls”™).
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953 S.W. 2d at 720. Therefore, it was reasonable for Dr. Armstrong to continue to use
Parlodel® and to not change his prescribing pattern based solely upon uncontrolled,
scientifically unreliable case reports. See also AMA CODE OF MEDICAL ETHICS, Opinion
8.06(1) (“Physicians should prescribe drugs, devices, and other treatments based solely
upon medical considerations and patient need and reasonable expectations of the
effectiveness of the drug, device or other treatment for the particular patient.””) (emphasis
added).

In this case, Dr. Armstrong prescribed Parlodel® for an FDA-approved
indication, to a patient for whom such medication was not contraindicated. The
Plaintiffs’ sole standard of care expert, Dr. Patrick Lavery, presented testimony which
simply established that by 1993, a reasonably competent practitioner would have learned
through the medical literature that serious concerns had been raised about Parlodel®.
The Court of Appeals deemed his limited testimony sufficient to send the issue to the
jury, notwithstanding the following countervailing facts presented by Dr. Armstrong: (1)
Dr. Armstrong had been using Parlodel® for approximately 10 years and had never noted
any serious adverse effects from the drug; (2) Parlodel® was used by other obstetricians
in Louisville for the prevention of physiologic lactation and was included on pre-printed
order forms at the very hospital in which Dr. Armstrong practiced; and (3) Mrs.
Gunderson had previously used the drug successfully with no untoward adverse events.

2. The Effect Of The Lower Court’s Opinion Is To Make A
Prescribing Physician An Insurer Of His Or Her Patient’s Health.

The effect of the lower court’s opinion is to make a prescribing physician an
insurer of his or her patient’s health, so long as the patient can find one “expert” who will

testify that he or she would not have prescribed the drug. Should this Court uphold the
















