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THE HIGH STAKES
OF HMO BILLING AUDITS
BY: PETER T. CREAN AND THOMAS A. MOBILIA

frequency of HMO billing
audits and the widening

scope of Medicare Part B investigations reflect
the high priority placed on preventing health
care fraud and abuse, estimated by govern-

mental agencies and commercial insurance

associations alike to be 5% to i 0% of all
claims paid. All too often, HMO post-pay-
ment audits are perceived as negotiating tools
employed by managed care organizations to
increase their bottom line at the physicians

expense. The risks associated with negative
audit findings, however, are all too real and
may include the return of overpayments, a

provider corrective action plan, HMO moni-
toring and education programs, medical

license revocation, private and governmental
program exclusion, substantial monetary
penalties, and civil and criminal prosecutions
under Federal and State statutes.

OVERVIEW
An HMO's authority to conduct retro-

spective audits of claims paid to a medical

practice is expressly set forth in its provider

agreements, and constitutes a significant aspect
of its statutorily mandated fraud and abuse
prevention plan.l

Provider fraud is defined in New York
as any type of intentional deception or mis-
representation by a person made with the
knowledge it could result in some unautho-
rized benefit to himself or some other per-
son in a managed care setting, including any
act that constitutes fraud under applicable

Federal or State law. 2 Abuse, on the other
hand, refers to provider practices that are
inconsistent with sound fiscal, business or
medical practices resulting in an unnecessary
cost to the State or Federal government or
managed care organization, or the reim-
bursement for services that are not medical-
ly necessary or fail to meet professionally

recognized standards for health care in a

managed care setting..1

AUDIT TRIGGERS
While a provider may be "randomly"

selected for audit, an HMO will initiate the
THE HIGH STAKES... Gmtililiedolipligl'2

1 NY Public Health Law §4414; 10 NYCCRR 98-1.1 (b).
2 10 NYCRR 98-1.1(a)(I).
J 10 NYCRR 98-1.1 (a)(2).
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process in response to complaints received from

patients or former employees. Physician advertise-

ments offering free or discounted medical services

(that are later billed in full to HMOs) are another
source. The majority of audits arise from highly

sophisticated "fraud-detection software" utilized by
HMOs to identify a medical practice's high service
volume over a period of time, repeated use of the same
Manual of Current Procedural Technology (CPT)

codes or modifiers, or lack of conformity with health
plan coding guidelines.

Computer applications also use a technique
referred to as "data mining" which analyzes trends and
patterns in a practice's billings. A greater than average
number of evaluation and management (ElM) codes,
for example, wil result in a physician being classified as
a "coding outlier."

FRAUDULENT BILLING PRACTICES
HMO audits routinely involve a variety of biling

and documentation issues that can lead to health care
fraud and abuse charges, including: (i) "ghost billing"

(billing for services not provided); (ii) double
biling; (ii) "upcoding" (using a higher than

requesting copies applicable reimbursement code to maximize
payment), "clustering" (using one or two mid-
dle levels of service codes exclusively, under

the philosophy that some wil be higher, some
lower, and the charges will average out over an
extended period), or "unbundling" (billing sep-
arately for services procedures that normally
are covered by a single fee J; (iii) falsified med-

ical records, biling statements or cost reports; (iv) mis-
representing non-covered services (e.g., cosmetic sur-
gery) as medically necessary via improper procedure or
diagnostic codes. Statistical comparisons of patient vis-
its, services and services per patient between the audit-
ed physician and a "peer group" may be used by HMOs
to establish an aberrant pattern of biling.

'A letter

of a p/~ysiciiils

medical records

emmot be

ignorer/ "

AUDIT NOTIFICATION
The first indication of an audit occurs when a

physician receives a letter from an HMO typically
requesting copies of a "randomly selected sample" of
patient charts and certain dates of service. Claims lack-
ing appropriate medical charting to support the CPT
code used may be disallowed or deemed "upcodes." The
percentage of such claims of those sampled wil be sta-
tistically extrapolated to the entire universe of claims
submitted by the physician during the same time peri-
od, resulting in an "estimated" amount of "overpay-

ments" and an HMO demand for repayment.
A letter requesting copies of a physician's medical

records cannot be ignored. A physician's failure to com-
ply with the HMO's request or failure to cooperate
with the audit can result in the same civil and criminal
penalties described above. Under the Health Insurance
Portability and Accounting Act (HIPM), patient con-
sent is not required before a physician discloses protect-
ed health information to an HMO for purposes of
treatment, payment or health care operations.4

Membership enrollment and claim forms also author-
ize the HMO to access patient medical records fies
for audits and related matters.

ATTORNEY-CLIENT PREPARATION
The defense of a physician under audit requires

immediate and meticulous preparation. A clear under-
standing of the medical practice's billing procedures is
necessary. All submitted reimbursement forms, HMO
payment statements and correspondence should be
compiled. Each medical record for the date of service at
issue must be reviewed for completeness and compared
with the corresponding biling information maintained
by the practice. The identification of any trends or pat-
terns in the requested medical record or the billing may
reflect the focus of the audit.

While a missing progress note can result in an audi-
tor's determination that the treatment was not rendered,

2

,j 45 CFR §§164.502(a)(l)(iil. 164.506(a), 164.506(c).
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the lack of certain information required by the HMO
to be in the note may yield the same result. An individ-
ual offce note, particularly one for a follow-up visit,
may be sparse and limited in scope. A detailed analysis
of the patient's prior progress notes, including the com-
prehensive note from the initial offce visit, as well as
any diagnostic test results or consultation reports, may
reveal appropriate documentation to support the proce-
dure code used on a specific date of service. The fabri-
cation of a missing note or the alteration of a deficient
one is strictly prohibited and carries with it the severest
penalties. A precise typed transcription annexed to the
handwritten chart entries and a glossary of acronyms
used by the physician are recommended, and must be
dated when made. The submission of additional infor-
mation is to be carefully weighed.

The retention of a medical coding expert is fre-
quently advised. While most physicians are familiar
with the CPT, experts may utilize a variety of sources
in arriving at a code most accurately reflecting the
provider's care, such as information published by a
medical specialist's professional associations and soci-
eties, available guidelines and publications of other
HMOs, coding seminars and training courses. Under
certain circumstances, a statistical expert may be sig-
nificant in evaluating the managed care organization's

samples, data collection and analysis, compliance with
required state profiling methodologies5 and statistical
extrapolation.

CONCLUSION
Negative audit results carry significant risks well

beyond the repayment of money, and may lead to med-
icallicensing investigations and civil ancl criminal pros-
ecutions. A defense strategy founded upon early analy-
sis of supporting documentation for potentially ques-
tionable billing patterns, and a comprehensive analysis
of the HMO's audit methodologies and statistical pro-
cedures may avoid the high stakes of further inquiry.
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cians for more than 25 years. In addi-
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5 N.Y. Public Health Law §4406-d(4).
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RELIGIOUS OSTILE W
BY: STEVEN M. BERLIN

B YreverSing and limiting prior AppellateI Division decisions, the New Jersey

Supreme Court, in Cutler v. Dorn ("Cutler 11"), held
that a plaintiff seeking to establish hostile work envi-
ronment claims based on religious beliefs or ancestry
has no greater burden than a plaintiff asserting sexual
or racial harassment claims. Howevei; in this case of
first impression, the States highest Court also appeared
to accept that welcomeness was at least an issue to be
considered and left open the question of the threshold

needed to establish workplace harassment

based on other protected classes.
1fumpeting that "the standard is now

clear," the Court took its first opportunity
to review the suHìciency of a plaintiffS case

was at least an issue when harassment based on religious beliefs
and ancestry is alleged to pronounce that

to be considered and
the Appellate DivisionS earlier decision in
Heitzman v. Monmouth County should not
be "perceived... to suggest a different, and
higher, threshold for demonstrating a hos-
tile work environment when religion-based
harassment is claimed...." Further, in
reversing the Appellate Division in Cutler v.
Dorn ("Cutler 1''), the Court emphasized
that its decision was "(c)onsistent with this
states strong policy against any form of dis-

crimination in the workplace..." However, the Court
did not go as far as to say the threshold for sexually or
racially hostile claims applies to such harassment
claims based on all forms of workplace discrimination
made unlawful by the Law Against Discrimination
("LA"), even though it could easily have done so.

Plaintiff Jason Cutler, a Haddonfield police
officer, obtained a jury verdict on his LAD claim
against the borough of Haddonfield. The case came
to the Court in response to the Appellate Division's

reversal of the denial of Haddonfield's motion for
judgment notwithstanding the verdict. The
Appellate Division found that the alleged discrimi-
natory conduct was "'sporadic and not suffciently
severe or pervasive to create a hostile work environ-
ment under the LAD.''' The Court then granted

" .. the (ourt also

ûppeared to (iecept

that welcomeness

left Opel the question

of the threshold

needed to establish

workplt,ce hartssment

based on other

protected classes."
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plaintiff's petition for certification.

Plaintiff, who is Jewish and was known to be
Jewish by those with whom he worked, alleged that his
supervisors sought out opportunities to introduce "neg-

ative and demeaning comments, or alleged 'jokes,'
about 'Jews' while in his presenceLJ" such as referring
to him as "'the Je\\'" asking him '''where (hisJ big Jew

,,, d i . h '''J... nose was, an ma cing comments suc as ews
are good with numbers'" and "'Jews make all the
money.'" Plaintiff found the comments offensive and
belittling and believed there was a culture '''ripe with
anti-Semitism,'" but feared that complaining about his
superior offcers would be detrimental to his careei: He
finally complained after a fellow offcer made a deroga-
tory comment about '''(tJhose dirty Jews.''' Although
the officer eventually apologized, and counseling and
sensitivity training were recommended, a few months
later, the same officer, while testifYing in an unrelated
disciplinary hearing that plaintiff attended, described
his comment as "'let's get rid of all those dirty Jews.'''
Shortly thereafter, the plaintiff filed this matter.

Predictably, the Court in Cutler II followed the test

it set forth in the sexual harassment case of Lehmann v.
1òys 'R' Us, Inc. and, referring to the racial harassment
case of Tàylor v. Metzger, stated the test "generally"
applies to hostile work environment claims. Referring
to Lehmann, the Court reiterated that a plaintiff, claim-
ing a hostile workplace based on acts of sexual harass-
ment, must prove:

the complained-of conduct (1) would not have
occurred but jòr the employee's gender; and it

was (2) severe or pervasive enough to make a (3)
reasonable woman believe that (4) the condi-

tions of employment are altered and the work-
ing environment is hostile or abusive.

Then, referring to the Appellate DivisionS decision in
EI-Sioufi v. St. Peters Univ. Hosp. , the Court reformulat-

ed that test to hostile work environment claims based on
religious faith or ancesty and said the inquiiy is:

whether a reasonable person of plaintiffS reli-
gion or ancestry would consider the workplace
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acts and comments made to, or in the presence
of, plaintiff to be sufficiently severe or pervasive
to alter the conditions of employment and cre-
ate a hostile working environment.

In reiterating how the Court wants the inquiry
answered, the Court focused on the question of

whether the alleged discriminatory remarks were suffi-
ciently severe and pervasive, and referred back to its
Lehmann test to underscore that:

we focus on the "harassing conduct..., not its
effect on the plaintiff or the work environment."
That is because neither "a plaintiff's subjective
response" to the harassment, nor a defendant's

subjective intent when perpetrating the harass-
ment, is controlling of whether an actionable

hostile environment claim exists.

Further, referring back to Lehmann, the Court stat-
ed this was an "objective standard to provide flexibility
so that the definition of 'harassment' would reflect

evolving community standards" and "requires an exam-
ination of the totality of the circumstances."

Having held that its Lehmann test applies to cases
involving an alleged hostile work environment based
on religious faith or ancestry, the Court then analyzed
the substance of the case. It began by focusing on "the
unique history and background of Cutler's Jewish faith
and ancestry" to "provide the contextual setting for (itsJ
consideration of the totality of the evidence...."

The Court found "the derogatory and insulting
statements about 'Jews,' the 'dirty Jews' comments, and
the many demeaning comments that stereotyped per-
sons ofJewish ancestry, which were said to, or pointed-
ly in the presence of, CutlerLJ was conduct that

occurred because of Cutler's particular ancestry and
religionL)" and "were not accidents in parlance." The
Court thus concluded that a jury could easily find, and
it did so find, that "(tJhe uttering of those repeated

comments clearly constituted a form of harassment for
the person whose ancestry and religion was being
demeaned and insulted" and that it "was objectively
hostile." Specifically, the Court stated:

(ijt is no stretch to imagine that, for the hear-
er/recipient of those ongoing insults to his
ancestry and core beliefs, which were uttered by
his coworkers and, worse, his supervisors, the
workplace was altered for the worse. Indeed,
the reference to "dirty Jews," and the further
iteration of that comment to "let's get rid of all
those dirty Jews," harkened Cutler back to
thoughts of one of the lowest times in

mankind's history, the Holocaust.... Several of
the other stereo typic comments also have his-
torical anti-Semitic significance.... Cutler's

offense and distress were responses one could
expect from a reasonable person of Jewish faith
and ancestry.

This was contrary to the analysis of the Appellate
Division, which instead relied on its earlier decision in
Heitzman and found the comments plaintiff com-
plained about to be mere offensive utterances and
"teasing," and even less offensive than the remarks in
Heitzman. The Court distinguished Heitzman, noting
that here "most of the objectively humiliat-
ing and degrading comments about plain-
tiff's faith and ancestry, and the related con-
duct, were more directly aimed at plaintiff
than were the offensive remarks reviewed in
Heitzman" and rejecting the Appellate
Division's characterization of the complained
of remarks as "teasing."

In further addressing a defense raised by

the employer, the Court also raised a ques-
tion as to whether in order to have a success- (o/uIiiC! " I 'Ut ¡,'lille
ful hostile work environment claim, particu-
larly one based on religion or ancestry, a
plaintiff must also establish that the com-
plained-of conduct is unwelcome. In its crit-
icism of the Appellate Division decision, the CilUïOll'lltrll c!Mlfl.
Court disagreed with the Appellate Division's
reliance on the workplace culture and a "humor file" the
police officers kept, which the Court recognized as a
"welcomeness" defense. The Court, however, went on to

". ti'l ( ChI '(
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THE NJ SUPREME COURT CLARIFIES THE SCOPE
OF RELIGIOUS HOSTILE WORK ENVIRONMENT CLAIMS
Continued from page 5

consider the issue of welcomeness as part of its analysis
in reversing the Appellate Division.

The Court characterized the Appellate Division's
reliance on Haddonfield's humor file as an attempt at
suggesting the remarks and conduct plaintiff com-
plained about were welcome and therefore could not
have offended the plaintiff. In concluding the
Appellate Division's reliance was misplaced, the Court
did not state welcomeness was an improper subject
for consideration, but simply found that under the
facts of the case, the conduct was not welcome. It
reached this conclusion by considering the welcome-
ness argument in its totality of circumstances analysis,
essentially seeking to plug the square peg of the sub-
jective question of welcomeness into the round hole
of its objective test. In doing so, it ultimately dis-
agreed with the Appellate Division's conclusion that
the humor file and workplace culture established that
plaintiff could not have been offended by the
remarks, but did not disagree with the Appellate

Division's consideration of the issue.
Further, in its statement of the elements for

establishing a religion based hostile work environ-
ment case, the Appellate Division cited the test set
forth in EI-Sioufi, which not only contains the
Lehmann factors for hostile work environment sexu-
al harassment, but adds that the "the relevant princi-
ples pertaining to a hostile work environment claim
because of one's religion" include a requirement that

the plaintiff demonstrate "the conduct complained of
was unwelcome." In its analysis of the Appellate
Division's approach, the Court was not critical of El-
Sioufi and, as set forth above, it did refer to El-Síoufi

for the statement of the issue in a religious based

harassment case.
Accordingly, the Court clarified in strong terms

that the standard for establishing a hostile work envi-
ronment claim based on religion and ancestry in New

Jersey is the same that must be met to prove such
claims based on sexual or racial harassment. However,
it did not extend that same standard to all other LAD
based unlawful hostile work environment claims.
Moreover, the Court confirmed that the question of
welcomeness remains in the mix by agreeing that it is
an appropriate issue for consideration in resolving

workplace hostile environment claims-or at least
those based on religion or ancestry.

-------------'- -------~------------------------- ~------- -_._------ -_. ~ ---

Steven M. Berlin is a partner at
Martin Clearwater & Bell LLP and

head of the Firm's Employment
and Labor Practice Group.
Mr. Berlin has over 20 years of
litigation experience and is a
frequent author and lecturer in
New York and New Jersey on
employment issues.

STEVEN M. BERLIN
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EARLY AND EFFECTIVE STEPS TO TAKE
IN DEFENDING AGAINST LIABILITY CLAIMS
BY: JOHN L.A. LYDDANE

Being a provider of medical services, you arerepeatedly advised of the points at which your
practice raises potential liability concerns. You are
asked to report "events" which may presage a liabili-

ty claim and even how such a claim might be
resolved. But what about the claim which comes well
after the treatment is concluded and without any
event or warning? Your response at the outset wil

influence the outcome of that case, and you should
know how to respond effectively.

First of all, you should not respond to the attor-
ney who sent you the summons or the claim letter.
Your first response should be to notify by telephone,
followed by written confirmation, every insurance

carrier who could conceivably be interested in the
case. This would include your primary professional
liability carrier and every excess professional liability
carrier, but may also include general liability insur-
ers, hospital risk management programs, and admin-
istrators of pharmaceutical trials, to name a few.
Mention of medical malpractice in the papers
received does not exclude the possibility that some
other type of claim is included. For example, a

patient who fell in your office may raise claims in the
nature of premises liability. The effect of notification
of uninvolved insurers is negligible, but the failure to
notify an involved carrier can void the coverage. It is
best to be liberal in deciding whom to notify and to
do so without delay.

Second, the records of involvement with the

patient will determine many technical points and
perhaps the ultimate resolution of the claim. Neither
a medical practitioner nor his or her staff can possi-
bly predict which records will be needed by those
who represent the practitioner with regard to the
claim. It is consequently imperative that legible

copies of every side of every page of the patient's
chart be made and sent to the primary insurer and
directly to the defense attorney from the outset. It
may be too late when well into the life of the case the
practitioner takes the complete medical record to a
deposition and the attorney finds a technical defense
which could have ended the case without the time
spent preparing for and attending the deposition.

The prescriptions, telephone messages, "thank you"

MORE THAN

notes, lab slips and scheduling notes in the
patient's chart have each served in the past
as a fortunate practitioner's early exit from
a complicated liability case. Do not deny
yourself this option.

Third, the records should be secured

even if the patient is expected to return for
treatment. The records of past treatment
obviously cannot be corrected, improved,
or otherwise altered, as any alteration will
be interpreted as an admission of guilt
whether it is or is not. Do not allow the
chart to be accessed without your staff
having clear awareness that the treatment

is in litigation and every chart entry will
be scrutinized. If the patient does return
after suing you (as many do), do not hesitate to
request the names of the other providers the patient
is seeing, as well as to document the patient's physi-
cal examination. Do not discuss the pending case or
the treatment at issue. If you feel that the threatened
or pending lawsuit is influencing your judgment or
that you are being asked to see the patient to plant
information in the chart, or revive the statute of lim-
itations on a stale claim, you may decline to see the
patient with an appropriate referral to an available
source of care.

Fourth, think of what might be important to
your defense but is not reflected in your chart.
Prescription copies may be available from the
patient's pharmacy, and logs from your telephone
answering service, your telephone bills, and other
collateral records may be available when a new law-
suit is instituted, but will not be available if they are
first considered on the eve of triaL. If a specific
instance of patient non-compliance (or an informed
consent) was witnessed by offce employees, have

them write a one-page account of what they recall
before they relocate or the memory fades.

Fifth, do not discuss the claim with anyone other
than those involved with your defense. This is
because your communications to your attorney and
those working to defend you are privileged, but

"Your l'e!Jponse

at tiie outset

will injluence
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LIABI ITV
BY: GREGORY j. RADOMISLI

INTRODUCTION

Like food, clothing and other necessities, med-
ications and medical devices come with
labels. The drug manufacturer must submit

proposed labeling to the Food and Drug
Administration ("FDA") so that the medication or
device can be approved. The label of a drug, written
by the drug manufacturer, includes information such

as its indications, its contraindications and standard
doses. Similarly, the label of a medical device must
include information such as a statement of all condi-
tions, purposes or uses for which the device is intend-
ed or prescribed.

Despite what would appear to be "instructions"
to physicians on how to prescribe drugs, the FDA
does not regulate the practice of medicine, and there-
fore cannot regulate how doctors use drugs it has
approved. See 21 U.se. §396. Therefore, physicians
are free to prescribe drugs and medical devices "off-
label," which the United States Supreme Court has
defined as the "use of a device (or drugJ for some other
purpose than that for which it was approved by the
FDA." Buckman Company v. Plaintif's Legal Com-
mittee, 531 U.S. 341, 350, 121 S.Ct. 1012, 101S
(2001). The Court recognized that off-label use of
medical devices "is an accepted and necessary corollary
of the FDA's mission to regulate in this area without

FF-
directly interfering with the practice of medicine."

There are a number of ways a drug can be used

"off-labeL." These uses include prescribing a drug to
treat a condition other than that for which it was

approved, prescribing a drug for patient groups other
than those for whom the drug was originally approved,
or using a device in a part of the body that is different
from the body part for which the device had been

approved.
At least three legal issues pertaining to physicians

emerge from off-label use of a medication or device.
One issue is whether and under what circumstances

the prescription would constitute a departure from
accepted standards of care. A second issue is whether
the physician has a duty to inform her patient that she
is prescribing the medication or device for a use that
has not been approved by the FDA. The third issue is
whether a plaintiff may argue at trial in a medical mal-
practice case that the medication or device was being
used off-labeL.

THE STANDARD OF CARE
Generally, off-label use of a medication or device

will not constitute a departure from accepted standards
of care. In fact, "doctors commonly exercise profes-

sional medical judgment and prescribe drugs for uses

EARL V AND EFFECTIVE STEPS TO TAKE
IN DEFENDING AGAINSJ LIAfBlL-ITV CLj)~IMS
Continued from page 7

statements made to colleagues, other defendants,
family members and others, are not privileged. You
and any other person not covered by a privilege can be
required to testify to the content of statements made
which have a bearing on the treatment in dispute.

Finally, you should know an attorney who has expe-
rience trying the type of case involved. You wouldn't

necessarily go to your local cardiologist for a catheteri-
zation or stent placement. By the same token, not every
attorney has the level of experience it will take to repre-
sent you properly after you have followed these steps.

8
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not within the indications articulated by the FDA"
Sita u Danek Medieal, Inc., 43 ESupp.2d 245, 263
(E.D.N.Y. 1999), quoting \¥aver u Reagen, 886 E2d

194, 198-99 (8th Cir. 1989). Put succinctly: "FDA
approved indications were not intended to limit or

interfere with the practice of medicine nor to pre-
clude physicians from using their best judgment in
the interests of the patient." Sita u Danek Medical,
Inc., at 262-263, n. 13, quoting \¥aver u Reagen,

886 E2d at 198-99.
In Brown u Speaker, 2007 NY Slip Op 31069(U)

(N.Y. Sup. Ct. 4/25/07), Justice Joan Carey stated
that the FDA "cannot establish the standard of care
for the practice of medicine..." or for using devices

"off-labeL." She noted that the standard of care is
established by the profession itself. Therefore, the
fact that a drug or device is used off-label will not, in
and of itself, constitute a departure from accepted
standards of care.

What if a physician uses a medication for a pur-
pose that is outrageous-such as prescribing penicilin
to treat cancer? Would the physician be protected from
a lawsuit because she prescribed the medication "off-
label" or would she be liable for medical malpractice if
the "off-label" use was not within accepted standards of
care? Although there are no New York cases on point,
to avoid liability the physician must presumably pre-
scribe the medication for an "accepted" off-label use.
As stated by the FDA, "a physician who engages in off-
label uses has the responsibility to be well informed
about the device, and to base the decision to use it on
sound medical evidence." Food and Drug Administration,
"Update on the Regulatory Status of Pedicle Screws,"
2/17/94. Thus, a physician "bears the risk of being sued
for malpractice if the plaintiff is harmed by an unwar-
ranted use of the drug or device." Sita u Dane!,

Medical, Inc., at 262-263, n. 13.
One additional limitation on the physician's abili-

ty to prescribe medication for an unapproved use is
that the drug must have been FDA-approved for some
medical purpose. Thus, there can be liability if a
physician uses a drug or device which was never

approved at all. See Retkwa v. Orentreieh, 152 Misc.2d
691 696, 579 N.YS.2d 577, 580 (N.Y. Sup. 1991)

G SE
("Retkwa I'. In that case, the defendants

treated the plaintiff with liquid injectable

silicone which, the Court found, had not the fact that 11 drug
been approved by the FDA The plaintiff
sued the defendants for medical malprac-

tice and lack of informed consent.
As stated by the New York Supreme

Court, the medical-practice exception to

the Act could not, and was not intended to,
protect a physician's preparation of an

unapproved illegal drug. Retkwa i, 152
Misc.2d at 687, 579 N.Y.S.2d at 580. Thus,
in Retkwa I, the New York Supreme Court
held that the defendants could be held

liable for medical malpractice and denied
defendants' motion to vacate the medical malpractice
panel's recommendation to find liability.

"Therefòre,

or deviee is used

o./llabelwill not,

Í/i and rditself'

coiistitute i'

departure ./Î'O1l

iiecepted standard

,/' "OJ care.

LACK OF INFORMED CONSENT
Must a physician inform her patient that she is pre-

scribing a medication or device "off-label"? The first
case to consider that issue in New York was Retkwa
u Orentreich, 154 Misc.2d 164, 584 N.Y.S.2d 710
(N. Y.Sup. 1992) ("Retkwa II'. The Court recog-

nized that the issue was one of first impression:
whether information about the FDA status of an
unapproved injectable substance is part of the infor-
mation concerning "risk" covered by Public Health
Law § 2805-d(1). Retkwa II, 154 Misc.2d at 165,584
N.Y.S.2d at 710.

The Court framed the issue as whether the physi-
cian was required to tell the patient that the substance
with which he was going to inject her had not been
approved by the FDA Retkwa II, 154 Misc.2d at 168,
584 N.Y.S.2d at 712. The Court held that "(t)here can
be little question that in assessing the risk of a drug or
injectable substance, a reasonable patient would want
information as to whether that drug or substance has

been tested andlor approved by Federal authorities."
Retkwa II, 154 Misc.2d at 168, 584 N.YS.2d at 712.
The Court concluded that it was "a reasonable assump-
tion" that most patients would presume that the sub-

OFF-LABEL... ColltÍ1med 011 page 10
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stance they were being given had been the subject of
official testing, consideration and approval, and would
rely on this presumption as part of the basis for their
"consent" to the treatment. Retkwa II, 154 Misc.2d at
168, n. 6,584 N.Y.S.2d at 712, n.6. The Court there-
fore found that plaintiff should be permitted to offer
proof that a doctor working with liquid silicone would
have informed the patient that it was not approved by
the FDA and, therefore, that the failure to advise the
plaintiff that the silicone was not FDA-approved was
relevant to plaintiff's cause of action for lack of
informed consent.

The Retkwa case was somewhat unique, however,
because the defendants were using a drug that, the
Court found, had not been approved for any purpose.
In addition, the plaintiff had an expert who was going
to testify that the standard of care was to inform a
patient that liquid silicone had not been FDA-
approved.

However, if the drug or device has been FDA-
approved, albeit not for the purpose for which it is
being used, it may not be necessary to inform the

patient that the drug is being prescribed off-labeL.

Thus, in Sita v. Long Island jewish-Hillside Medictil
Centei~ 22 A.D.3d 743, 803 N.Y.S.2d 112 (2d Dept.

2005), the Court held that FDA regulations
did not require the Hospital to obtain his

informed consent or to disclose the regulato-
ry status of the pedicle screw system.

Significantly, despite the dearth of cases in
New York, Courts in other states, for a variety

h, 0 e 1, ii htl,,' of reasons, have generally held that a physi-

cian need not inform her patient that she is
prescribing a drug "off-label". See generally

L"i II t "if'i i I,,, Beck, James and Azari, Elizabeth, "FDA, Off-

Label Use, and Informed Consent: De-bunk-
ing Myths and Misconceptions," Food and

pres,ribing fl drug Drug Law Journal, Vol. 53, pp. 71-104

(1998) and cases cited therein.

t\' 11
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EVIDENTIARY ISSUES

Consistent with the position that off-label use of a
medication does not constitute a departure from
accepted standards of care, Courts have not permitted
plaintiff~ to submit evidence at trial regarding the
absence of FDA approval to establish medical mal-
practice.

In Spensieri v. Lasky, 94 N.Y.2d 231, 701 N.Y.S.2d
689 (1999), the plaintiff sought to introduce evidence
that the package insert and labeling for birth control
pils, reprinted in the Physicians' Desk Reference

("PDR"), established the standard of care, and that the
physician departed from the standard of care by not
following the prescriptions on the labeL. The New
York Court of Appeals held that the information
contained in the PDR could not, by itself, be used as
"stand alone proof" of the standard of care. 94

N.Y.2d at 239, 701 N.Y.S.2d at 694. It did, howev-
er, acknowledge that the PDR may have "some sig-
nificance," and did not preclude testimony about
the PDR in its entirety. 94 N.Y.2d at 239, 701
N.Y.S.2d at 694.

Recently, the issue of whether expert testimony
regarding off-label use could be used at trial was con-
sidered by Justice Joan B. Carey in Brown v. Speaker,
2007 N.Y. Slip Op 31069(U) (N.¥. Sup. Ct. 4/25/07).
In that case, the plaintiff claimed that the defendant
had used a particular laser to perform LASIK surgery
that had only been approved by the FDA for use in
certain patients, of which the plaintiff was not one.
The defendants moved to preclude the plaintiff from
proffering expert testimony at trial that the FDA had
approved the device only for use with particular
patients. The defendants argued that physicians are
permitted to use in an off-label manner a medical
device approved by the FDA, and that the use of the
laser in an off-label manner does not constitute a
departure from accepted standards of care. Therefore,
the defendants argued, the plaintiff should be preclud-

J



"The Court held

that based on the background

of the informed consent statute)

the admission of evidence

about lack of FDA approval

would be entíre~y material

and relevllit to the issues

'i )J
in tfJe case.

ed from offering testimony regarding the FDA regula-
tions pertaining to use of the laser. Finding that the
FDA did not establish the standard of care, the Court
precluded the plaintiff from offering expert testimony
that off-label use of the laser was, in and of itself, a
departure.

Whether plaintiffs can introduce testimony
regarding FDA approval in support of a lack of

informed consent claim is unclear. In Retkw/1 II, the
defendants moved to exclude testimony that the liq-
uid injectable silicone was not FDA-approved. The
Court held that because plaintiff's action was one for
medical malpractice and not products liability, the
fact that the FDA had not approved the use of silicone
would generally be inadmissible. Retkw/1 II 154
Misc.2d at 165, n.1, 584 N.Y.S.2d at 712, n.1.
However, with respect to the lack of informed consent
claim, the issue was "what the patient has a right to be
told by her doctor." Retkw/1 II 154 Misc.2d at 165,
n.1, 584 N.Y.S.2d at 712, n.1.

The Court held that based on the background of
the informed consent statute, the admission of evi-
dence about lack of FDA approval would be entirely
material and relevant to the issues in the case. The
Court found that the patient was entitled to informa-
tion about the FDA status of liquid silicone so that she
could exercise her "right to determine what should be
done with (her) own body" and, therefore, evidence
about the FDA status ofliquid silicone was admissible.
RetkUJ/1 II, 154 Misc.2d at 169, 584 N.Y.S.2d at 713

(citation omitted).
As stated above, the Retkw/1 case was somewhat

unique because the defendants were using a drug that
had not been approved for any purpose and it remains
to be seen whether that holding would apply in other
contexts. Presumably, the issue would depend on
whether the Court found that the plaintiff could assert
a claim for lack of informed consent based upon the
off-label use of the drug and whether plaintiff could
produce an expert to testify that the failure to provide
information about off-label use was a departure from
accepted standards of care.

Reprinted with permission ftOm the June 20, 2008 edition
of the New Yotk Law Journal

(Ç "2008" ALM Ptopertics, Inc. All tights teserved.
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ELLEN B. FISHMAN RECEIVES
JUDGE HUGH JONES AWARD
MCB is proud to announce that Ellen B. Fishman, Partner and head of
the FirmS appellate department, has become the first recipient of the

Judge Hugh Jones Award from the New York State Bar Association. The
award is named after the Honorable Hugh Jones, who was a Judge of the
New York Court of Appeals and a former Chair of the Committee on
Courts of Appellate Jurisdiction. This award was presented on January 29,
2008 by the AssociationS President, Kathryn Grant Madigan, in recogni-
tion of Ms. Fishmaiì~ service to the Appellate Court Committee.
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Mea VVELCOMES...

ELLEN B. FISHMAN

Joining MCR as Lateral Associates
Ryan Cleary Brooldyn Law School, 2007

Carolyn Planas Loyola University School of Law, 2004
Arjay Yao Syracuse University School of Law; 2005

Joining MCR as New Associates
Jason Bresler New York Law SchooL, 2008

Jessica Bresnan Brooklyn Law SchooL, 2008

Laura Lamkay Fordham University School of Law; 2008
Francesca Marinell St. JohnS University School of Law; 2008
Kimberly Mason Brooklyn Law School, 2008

Jonathan Mulvihil Boston University School of Law, 2008

Anita reekah Fordham University School of Law; 2008

John Zeitler Benjamin N. Cardozo School of Law; 2008
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FAMILY AND MEDICAL LEAVE ACT
Tuesday, October 21, 2008

New Brunswick, NJ
9:00 a.m. - 4:30 p.m.

Sponsored by Lorman Education Services

Partner Steven M. Berlin and Associates Adam G. Guttell and Helen B. Pus tel will present

a program for Lorman Education Services on the Family and Medical Leave Act
in New Jersey. For more information on this and other

Lorman sponsored programs, please visit wwlorman.com.
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