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I. INTRODUCTION

The Flyte family submits this Reply memorandum to the Clinic’s
opposition briefing. This medial malpractice case proceeded to trial
premised many key evidentiary rulings having been rendered based upon
now overturned case law pertaining to the admission of settlement
evidence in the form of a $3.5 million settlement with a non-party, the
Franciscan Health System. The corresponding “limiting instruction” was
actually a comment on the evidence and compounded the prejudicial‘
impact of the already inflammatory evidence. Adding fuel to the
prejudicial flames was the fact that an employee of the Franciscan Health
System was a participant on the jury. During deliberations, that same
juror turned out to be the foreperson. In addition to these abnormalities,
the jury was improperly instructed that the Flyte family had to establish a
negligent diagnosis claim as a condition precedent to prevailing on an
informed consent claim. The corresponding instruction was not consistent
with Washington law, the trends in modern medicine, and eviscerated a

key portion of the Flyte family’s case. Based upon these assorted errors of
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law, individually and/or cumulatively,' the Flyte family did not receive a
fair trial and this matter should be reversed and remanded.

I1. ARGUMENT
Issue 1: This Court should grant a new trial premised upon the fact
that the Flyte family’s case was judged by a jury which included a
juror foreperson that worked in management for an entity that had

settled with the Flyte family for $3.5 million thereby causing harmful
error to include providing a prejudicial jury instruction.

The Flyte family contends that the settlement evidence in this case
was inherently prejudicial and its admission warrants granting a new trial.
In that regard, the Clinic contends that the “jury was informed that
plaintiff had settled with St. Joseph Hospital, not Franciscan Health
Systems.”2 The Clinic’s assertion is incorrect. During the trial, the jury
was repeatedly read Instruction No. 15 which informed them that Ms.
Knight’s employer, the Franciscan Medical Group, had already paid out
$3.5 million to the Flyte family: “You have heard evidence that St. Joseph
Medical Center/Franciscan Medical Group entered into a settlement with
the plaintiff, agreeing to pay the plaintiff $3,500,000...” This repeated
occurrence was highly prejudicial and likely caused the Flyte family to

lose the case.

1 See In re Morris, 288 P.3d 1140 (2012) (cumulative errors warrant new trial even when
single error alone would not).

2 Response Brief, Page 12
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Additionally, that same instruction also commented directly upon
the evidence by suggesting that the Flyte family was already fully
compensated: “The evidence is admissible for the limited purpose of
demonstrating that the plaintiff may have already been compensated for
the injury complained of from another source.” The entirety of Instruction
No. 15 is misleading and confusing and gives the aura that the trial judge
was telling the jury that the Flyte family already got enough money from
another non-party.

According to Heitfel v. Benev. Prot. Order of Keglers, 36 Wn.2d
685, 220 P.2d 655 (1950), on issue of judicial comment upon the
evidence, “each case must be determined on its own peculiar facts and
circumstances...” Id. In this instance, how can the trial court telling the
jury about a $3.5 million settlement coupled with the comment that the
Flyte family had “already been compensated from another source’
possibly not qualify as a comment on the evidence? The trial court was
telling the jury that the Flyte family had already been properly

compensated.* The combination of (1) the introduction of this inherently

4 The Clinic suggests that Instruction No. 14 regarding the potentiality of multiple
proximate causes remedies the misleading nature of Instruction No. 15. However, it
is virtually impossible to reconcile Instruction No. 14 with Instruction No. 15 in that
the latter clearly leads the jury into believing that the Flyte family was already fully
compensated. Under these peculiar facts and circumstances, it cannot be said that
Instruction No. 14 cured the problem.
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prejudicial evidence and (2) the misleading nature of the instruction
justifies as new trial.

Contrary to the Clinic’s contention, Washington courts have noted
that “an additional reason supporting the inadmissibility of settlements is a
justifiable fear that a juror with such knowledge may conclude the plaintiff
has already received sufficient satisfaction for his or her injuries and
further compensation from a remaining defendant is unwarranted.” Byerly
v. Madsen M.D., et al, 41 Wash. App. 495, 704 P.2d 1236 (1985). In this
instance, Instruction No. 15 ran afoul of exactly the concern noted in
Byerly in that it instructed the jury about a multi-million dollar settlement
and suggested, without clarity, that another party may have been fully
responsible for the injury that occurred. Importantly, the Byerly Court
ruled that referencing evidence of settlement in the context of a medical
malpractice case warranted granting the plaintiff a new trial. /d.

As noted in the opening brief, in this context, there was no way to
capture that shock in the eyes of the members of the jury when they first
heard about the $3.5 million settlement with Ms. Knight’s employer.
Court reporters cannot transcribe the images of jurors’ faces nor emotions.
A transcript will never be able to capture the inherent bias on the part of
some jurors once they learned that the Flyte family were already multi-

millionaires. And there is no feasible way to “make a record” about the
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manner in which settlement evidence biases a veneer at a conscious or
subconscious level, but it absolutely does so, See ER 408. By contrast, it
is safe to assume that any member of this Court would recuse from
hearing this case if the Flyte family had already successfully sued and
settled with Division II the Court of Appeals for $3.5 million based upon
facts or circumstances related to these proceedings. According to Rule
2.11 of the Cannons of Judicial Conduct, a “judge shall disqualify himself
or herself in any proceeding in which the judge’s impartiality might
reasonably be questioned...” Should the standard be different for a juror
foreperson sitting on a medical malpractice lawsuit? Absolutely not.

The Flyte family did not get a fair trial. In Diaz, the Supreme
Court ultimately held that settlement evidence of this nature is inherently
prejudicial and inadmissible. At the time of trial, the trial court was
constricted by what is now overturned Diaz precedent from Division L
Moreover, the entire voir dire process was muddled and confused as
related to seating Ms. Knight stemming from confusion about how
Division I’s Diaz opinion was even supposed to be applied during voir
dire and/or at trial. If the Flyte family’s case was not adjudicated by a
juror whose employer, the Franciscan Health System, had already settled
and paid $3.5 million, there is a strong possibility that the case would have

come out differently. By contrast, in Diaz, when denying the request for a
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new trial, the Supreme Court noted that the case had already been tried
twice with one occasion resulting in a hung jury:

~...Diaz asks us to do more than just recognize that the trial
court erred. He asks us to reverse the jury verdict in this
costly and lengthy trial that has already been retried once
before. He asks us to do so despite the fact that the
settlement evidence was mentioned only once in the trial
(by Diaz, no less) and settlement evidence was never
actually admitted into evidence.

Diaz v. State, 175 Wash.2d 457, 471-472, 285 P.3d 873, 881 (2012)
(emphasis added). Based upon this very distinguishable record, and the
inherent bias implicated by the introduction of settlement evidence as
noted in Diaz and Bylerly, this Court should grant a new trial pursuant to
CR 59(a)(1),(8) and (9).

Issue 2: This Court should grant a new trial premised upon the fact
that the trial court improperly relied upon post-verdict juror-
declarations when denying the motion for a new trial:

In relation to this appeal, the Clinic designated as Clerk’s papers
two juror declarations of Ms. Knight and Mr. Ichiyama (both health care
employees) that were improperly considered by the trial court when
denying the Flyte family’s motion for a new trial.> By designating these

juror declarations on appeal, the Clinic invites this Court to make the same

error as did the trial court. Specifically, the Clinic designates these

S See CP 344-50 and CP 351-52



Clerk’s papers in the hope that this Court will take notice of Ms. Knight’s
characterization of her jury’s thought process when delivering a defense
verdict: “Juror Knight also asserted in her declaration that the settlement
evidence had not influenced her or figured in the jury’s deliberations.””
As a matter of law, a juror declaration such as that Ms. Knight’s which
purportedly describes the rational underlying a verdict is never properly
considered:

The mental process by which individual jurors reached
their respective conclusions, their motives in arriving at
their verdicts, the effect of the evidence may have had upon
the jurors or weight particular jurors may have given to
particular evidence, or jurors’ intentions or beliefs...inhere
in the verdict itself, and averments concerning them are
inadmissible...

Gardner v. Malone, 60 Wash.2d 836, 376 P.2d 651 (1962).

If juror opinions and thoughts processes were admissible for such a
purpose, the undersigned counsel would have obtained similar
declarations capturing some of the noted conflicting opinions after trial
from other jurors indicating that the $3.5 million settlement evidence was
confusing and led them to believe that only Ms. Knight’s employer was
properly held at fault. Other jurors expressed just that sentiment towards

the undersigned counsel post-trial. When asked after trial, one confused

% Appellee’s Brief, Page 20



juror asked: “why don’t you sue that other hospital?” Will this Court
consider that information on appeal? Presumably not. And this Court
should also not make the same mistake and consider the juror declarations
that the Clinic obtained from its fellow health care industry workers. This
is particularly important as relates to Ms. Knight — an employee of the
Franciscan Health System which paid out $3.5 million in settlement funds.

The Clinic questions the Flyte family’s taking issue with the
juror’s declarations in relation to the trajectory of this appeal. In that
regard, at the time that the Flyte family moved for a new trial, Diaz was
still the law. It’s precedent which was set and then overruled in Diaz and
the $3.5 million settlement permeated voir dire, opening statements,
closing arguments, and jury instructions. After receiving a verdict, the
Flyte family moved for a new trial which the trial court ruled upon when
Diaz was still the law of the land. It was fundamental error as a matter of
law to consider the juror declarations, and the trial court rendered the
ruling on the motion for a new trial based upon those impermissible
declarations and what is now bad law.

If Diaz had been overruled prior to the trial court ruling on the
motion for a new trial, the trial court may have granted the motion. This
entire matter is complicated by the fact that the trial court relied upon what

is now overturned case law. On top of that, the trial court improperly



considered juror declarations which relate specifically to one juror’s
description of how the jury purportedly considered the $3.5 million
settlement — which never should have been admitted. Gardner, supra.
Because the trial court relied upon bad law, and also improperly
considered juror declarations relating to the processes purportedly
supporting the verdict, this Court should be more inclined to reverse the

trial court’s order denying the request for a new trial.

Issue 3: This Court should grant a new trial premised upon the fact
that the trial court improperly instructed the jury as the burden of
proof for establishing a breach of informed consent:

The jury was improperly guided as to the applicable legal standard
when instructed as follows on the issue of informed consent:

A physician has no duty to disclose treatments for a
condition that may indicate a risk to the patient’s health
until the physician diagnoses that condition.”

Washington Supreme Court precedent specifically provides the law is the
opposite: no formal diagnosis is required in order to trigger full informed
consent obligations. Gates v. Jensen, 92 Wn.2d 246, 250-51, 595 P.2d
919 (1979). (“The patient’s right to know is not confined to the choice of
treatment once a disease is present and has been conclusively diagnosed.”)

Without reference to any authoritative source, the Clinic contends that

7 CP 146-76; Instruction No. 11



Gates was overruled for the principle upon which the Flyte family offers it
and also argues that any informed consent claim was subsumed by the
negligence theories. Both of the Clinic’s propositions are in error.

It is true that Gates was decided in 1974 prior to the codification of
the medical malpractice laws in 1979. See RCW 7.70.010. However,
Gates is in no way inconsistent with the subsequent codification and has
never been overruled by later Supreme Court precedent. Id. The express
purpose of the codification of the medical malpractice laws under Chapter
7.70 did not include jettisoning all existing case law. Id. The Legislature
made no assertions within RCW 7.70.010 disavowing the existing case
law, to include Gates. Id. As to the issue of a doctor’s obligation to
inform a patient of risks associated with a certain clinical presentation
even in the absence of a particular diagnosis, Gates remains the law of
Washington. The Clinic cites no law demonstrating that Gates has been
overturned or modified on the discrete informed consent issue before this
Court. At best, the Clinic cites a sprinkle of lower court decisions that are
not on point and distinguished herein.  On that basis alone, the jury was
misled on the issue of informed consent and a new trial should therefore
be granted.

The Clinic’s suggestion that any informed consent theory was

“really” just a negligence claim is also incorrect as a matter of law. To be

10



clear, the Flyte family was never asserting a failure to diagnose claim.®
The Flyte family maintained this position and theory from the very
beginning of the trial and made a clear record before the trial court, and
before the jury was ever seated:

MR. BEAUREGARD: ...So with that, there’s a second
component of our argument, Your Honor, and that’s — and
we are going to be trying to make very clear to this jury
through this whole entire trial that under the health
advisories and according to our experts, you don’t have to
diagnose influenza in order to offer Tamiflu. That was the
point of the CDC’s warnings; that was the point of the
health alerts, is that pregnant women are at such risk, they
are at such risk for complications that if a pregnant woman
come in your office and you think she could just possibly
have this, she’s at risk of dying. Give her the medication
and give it to her right away, and give it to her as close to
the 48-hour window as you can, and you don’t wait for and
kind of confirmed test or anything along those lines for that
precise reason. You can’t screw around.’

At trial, the Flyte family deliberately did not present any evidence
to advance a negligent diagnosis claim. Instead, the Flyte family
presented the CDC warnings indicating that dire nature of exposure to
HIN1 on the part of pregnant women and the need to have them treated
prophylactically, without a confirmed diagnosis:

Antiviral treatment should be initiated as soon as possible
after the onset of symptoms. Evidence indicates benefit

8 Verbatim Report of Proceedings July 9, 2012, Pages 6-7
9 Verbatim Report of Proceedings July 9, 2012, Pages 6-7
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from treatment in studies of seasonal influenza is strongest
when treatment is started within 48 hours of illness
~onset..."”

By mandating that which the CDC requirements did not require, a formal
diagnosis of HINI1 prior to informing Mrs. Flyte about the associated
risks, the viability of the Flyte family’s informed consent claim was
eviscerated by Instruction No. 11. In accord with Instruction No. 11, any
doctor, such as Dr. Marsh, that fails to formally diagnose and dangerous
condition has no legal obligation to inform the patient about the associated
risks. This cannot possibly be the law.

The Clinic relies heavily upon Gomez v. Sauerwein, 172 Wn. App.
370, 289 P.2d 597, review denied, 119 Wn.2d 1020 (2012) for the
proposition that “a physician’s failure to diagnose a condition is a matter
of medical negligence, not a violation of the duty to inform...” Gates 1s
distinguishable. In Gates, the defending doctors had failed to diégnose a
condition that would have prompted proper treatment. Id. And the
medical malpractice claimant in Gates advanced a negligent diagnosis
claim: “The estate’s alternative claim for medical negligence, asserting
misdiagnosis by Dr. Sauerwin, was rejected by a jury.” Id. at 372. By
contrast, in this case, even in the absence of a formal HIN1 diagnosis, the

Clinic had an obligation to inform Mrs. Flyte, a pregnant woman at risk

10 Appendix of Exhibit P-5
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for serious complications, of prophylactic measures as recommended by
the Tacoma/Pierce County Health Department and the CDC:

Q. I want to ask you another question about informed
consent, Doctor.

MR. BEAUREGARD: And I’d also like to publish and
show to the jury Plaintiff’s Exhibit 15.

THE COURT: You may publish.
MR. BEAUREGARD: Plaintiff’s 5, excuse me.
[Whereupon, Exhibit No. 5 was published]

Q. (By Mr. Beauregard) Do you have a quick impression
what this document is?

A. This is an advisory from the Tacoma Pierce County
Health Department on swine flu or HIN1 novel influenza,
which it was called technically, May 5" 1 believe, of 2009.
And it was both an advisory on the availability of
medication and isolation techniques, namely masks, as well
as information on the treatment of patients for the influenza
pandemic that we were seeing begin at that time.

Specifically, I know that there has this — been this
discussion about the timing of the administration of
medication. And that statement here was that it would well
be prescribed beyond the 48 hours that the package insert
on Tamiflu showed. And so it would be incumbent on the
physician to include that in their discussion with the
patient.

You could certainly say, you know, the package insert, the
FDA says that this might not be effective beyond 48 hours,
because, again, that’s the time during which the studies

13




were done. But when you look at the clinical application of
this drug many, many authorities — and we draw upon
many authorities to help us make these kind of decisions —
have stated it is effective beyond that stated timeframe.

Q. Doctor, would it have been part of participatory
medicine for Dr. Marsh and Summit View Clinic to have
told Katie Flyte that as of June 26, 2009, they had
received some 10, 11, 12 of these health advisories?

A. Well, I don’t know so much that he would have had to
of told her that he received the health advisories as to the
fact of what the health advisories contained.

Saying we have this drug to treat influenza, which is a
Category C, explain that means, and that the package insert
by the sanctity of the Food an Drug Administration has said
that it may not work beyond 48 hours. It appears, perhaps,
that your symptoms have been ongoing on for more than 48
hours. But the harm, the risk is minimal, and the benefit
could be substantial. And I would like you to consider that
in whether you would like me to prescribe this drug or not.

Again, patient has to be participating. I wouldn’t say this is
the drug you need. You must take it. I would offer it, and
if the patient chose, understanding the risks and benefits,
then she could fill the prescription.”

Moreover, it is not disputed that there was no reliable test available for
expeditiously confirming a clinical Swine Flu diagnosis: “Nofe that a
negative test does not rule out influenza.”'? Under the informed consent

law as interpreted by the Clinic, in the face of a pandemic, a front line

11 Hal Zimmer, M.D. Trial Transcript, Pages 11-13
12 [d.
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health care facility has no duty to inform an at-risk patient of prophylactic
measures that might save her from the recognized risks, and save the life
of her baby too. Upholding Instruction 11 could eventually lead to the
death of more uninformed patients in the future.

Moreover, Instruction No. 11 is consistent with the trend in
modern medicine towards treating the cause of an ailment versus the
condition:

Too many people in our country are not reaching their full
potential for health because of preventable conditions.
Moreover, Americans receive only about half of the
preventative services that are recommended — a finding
that highlights the national need for improved health
promotion. The 2010 Affordable Care Act responds to this
need with a vibrant emphasis on disease prevention...

See Appendix: The New England Journal of Medicine: Promoting
Prevention through the Affordable Care Act; see also The Patient
Protection and Affordable Care Act: H.R. 3590. According to the Clinic,
a patient that comes to the facility for outpatient care and notes drinking a
six pack of Mountain Dew everyday does not have the right to be
informed of medical research indicating the potential for diabetes until the
condition has actually been diagnosed. A smoker with signs of a lung
cancer has no right to be informed about the preventative measures that

might be taken until the cancer has come to full fruition. An avid runner

15



with a heart murmur has no right to be informed and warned about risks of
excessive exertion until after a heart attack has been confirmed months or
years later.

The Clinic’s interpretation of the law promotes treating the illness
instead of the cause. This cannot be the law and is not consistent with the
trend in modern medicine including recently enactéd Patient Protection
and Affordable Care Act:

...Examples of covered services include screening for
breast cancer, cervical cancer, and colorectal cancer;
screening for human immune-deficiency virus (HIV) for
persons at high risk; alcohol-misuse counseling, depression
screening (when systems are in place to ensure accurate
diagnosis, effective treatment, and follow-up); and
immunizations.

Id. As a matter of law and policy, Instruction No. 11 promotes treating the
illness and not the cause and is inconsistent with the law and modern
medicine. Id. Moreover, Instruction No. 11 is in direct conflict with
Gates.

The Clinic also relies heavily upon Thomas v. Wilfac, Inc., 65 Wn.
App. 255, 828 P.2d 597, rev denied, 119 Wn.2d 1020 (1992). In Thomas,
the case went to the jury on theories of both medical negligence and a lack
of informed consent. /d. The jury returned a complete defense verdict.

Ms. Thomas argued that “as a matter of law” the defending doctor violated

16



the obligations of informed consent. /Id. at 259. The Thomas opinion
does engage in a lengthy discussion about the principles associated with
informed consent claims. However, the Thomas case did not involve a
jury instruction that mirrored Instruction No. 11 in this case and is
therefore of minimal relevance to these proceedings. Thomas offers
nothing of precedential value in contrast to the Clinic’s Instruction No. 11.
Moreover, Division III’s opinion in Thomas did not and could not overrule
Supreme Court precedent set by Gates.

In sum, the jury was improperly instructed on the issue of informed
consent. According to Instruction No. 11, the Flyte family could never
prevail on an informed consent theory absent also proving a negligent
diagnosis claim. Here, unlike the plaintiff in Gomez, the Flyte family was
not even pursuing a negligent diagnosis claim so the informed consent
claim was dead on arrival. In this context, the informed consent claim was
a focal point in the case particularly in light of the warnings issued by the
CDC and the Tacoma/Pierce County Health Departments.  Also
noteworthy is that fact that the St. Joe’s Hospital medical records reflect
that Mrs. Flyte was actively seeking the type of treatment being
recommend: “She was asking about antibiotics, and I discussed the fact
that it is true t hat, if there is a virus, there are no antibiotics for fighting

the flu or for fighting a virus, but that we could check to see if she in fact
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. . 1
did have a flu virus.”"

Because the jury was mis-instructed on the
standard for proving an informed consent claim, this case should be

reversed and remanded for a new trial.

1. CONCLUSION

In accord with CR 59(a)(1),(8), and (9) and /n re Morris, 288 P.3d
1140 (2012) (cumulative errors warrant new trial even when single error
alone would not), the compounded legal errors noted herein warrant
grating a new trial. It must not be forgotten that many of the trial court’s
rulings were premised upon now overturned case law in Diaz. CR
59(a)(9) dictates that a new trial is warranted when “substantial justice has
not been done.” Premised upon the arguments set forth herein, this Court
should grant a new trial. Id.
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PERSPECTIVE

sence of opvious amyloid plaques.
Laboratory modeling of traumat-
ic brain injury should facilitate
the elucidation of the underlying
cellular and molecular changes.
Better modeling is required, since
the configurations of the brain,
skull, and spine in species that
are used to study traumatic brain
injury in the laborarory (rodents
and swine) are imperfect models
for human disease. Nevertheless,
genetically modified rodent mod-
els hold promise for delineating
pathogenesis in post-traumatic
neurodegeneration, as they have
done in idiopathic diseases.
Data from helmer concussion
monitors that are used on soldiers
and football players can aid in
predicting the character and lo-
cation of lesions from an impact
of a given force at given coordi-
nates while improving the accu-
racy of diaries of people at risk
for traumatic brain injury. Accu-
rate diaries, in turn, should help
in determining more accurately

the number and severity of head
injuries, allowing estimation of
athletes’ cumulative risk. Individ-
ual differences in trauma toler-
ance and genetic influences must
also be elucidated. These dara
can inform prospective studies of
the cognitive, neuropsychiatric,
and motor performance of sol-
diers, athletes, and other exposed
populations, as well as informing
the design of behavioral and phar-
macologic imerventions for pro-
phylaxis or therapy. A challenge
will be translating our improved
understanding of the pathogene-
sis of traumatic brain injury into
rational, evidence-based changes
in public and sports policy that
will minimize exposure to such
injuries and their chronic neuro-
degenerative sequelae.

Disclosure forms provided by the authors
are available with the full text of this arti-
cle at NEJM.org.

From the Office of the Dean and the De-
partment of Neurology, University of Vir-
ginia School of Medicine, Charlottesville
(S.T.D); the Departments of Neurology and
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Psychiatry, University of Pittsburgh School
of Medicine, and the Geriatric Research Ed-
ucational and Clinical Center, VA Pittsburgh
Healthcare System — both in Pittsburgh
(M.D.L); and the Departments of Neurolo-
gy and Psychiatry and the Alzheimer’s Dis-
ease Research Center, Mount Sinai School
of Medicine and the James ). Peters VA
Medical Center — bothin New York (S.G.).

This article (10.1056/NEJMpL007051) was
published on September 22, 2010, at NEJM
org.
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r I ‘oo many people in our coun-
try are not reaching their

full potential for health because
of preventable conditions. More-
over, Americans receive only
about half of the preventive ser-
vices that are recommended' —
a finding thar highlights the na-
tional need for improved health
promotion. The 2010 Affordable
Care Act? responds to this need
with a vibrant emphasis on dis-
ease prevention. Many of the 10
major titles in the law, especially
Title 1V, Prevention of Chronic
Diseases and Improving Public
Health, advance a prevention
theme through a wide array of
new initiatives and funding. As
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a result, we believe thar the Act
will reinvigorate public health on
behalf of individuals, worksites,
communities, and the nation at
large (see table) — and will usher
in a revitalized era for preven-
tion at every level of society.
First, the Act provides individ-
uals with improved access to clin-
ical preventive services. A major
strategy is to remove cost as a
barrier to these services, poten-
tially opening new avenues to-
ward health. For example, new
private health plans and insur-
ance policies (for plans or policy
years beginning on or after Sep-
tember 23, 2010} are required to
cover a range of recommended

The New England Joumnal of Medicine

preventive services with no cost
sharing by the beneficiary. These
services include those rated as
“A” (strongly recommended) or
“B” (recommended) by the U.S.
Preventive Services Task Force
(USPSTF), vaccinations recom-
mended by the Advisory Conmimit-
tee on Immunization Practices
(ACIP), and preventive care and
screening included poth in exist-
ing health guidelines for chil-
dren and adolescents and in fu-
ture guidelines to be developed
for women through the U.S.
Health Resources and Services
Administration (HRSA). Exam-
ples of covered services include
screening for breast cancer, cer-
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vical cancer, and colorectal cancer:;
screening for human immuno-
deficiency virus (HIV) for persons
at high risk; alcohol-misuse coun-
seling; depression screening (when
systems are in place to ensure
accurate diagnosis, effective treat-
ment, and follow-up); and immu-
nizarions.

The prevention theme also af-
fects individuals covered by pub-
lic insurance programs. A num-
ber of policy changes will be
phased in over time. For exam-
ple, starting January 1, 2011,
Medicare will cover, without cost
sharing, an annual wellness visit
that includes a health risk as-
sessment and a customized pre-
vention plan. Full coverage of
many USPSTF-recommended ser-
vices will also be available under
Medicare with no cost sharing.
Similarly, in 2013 and beyond,
state Medicaid programs that
eliminate cost sharing for pre-
ventive services recommended by
the USPS'TF or ACIP may be eligi-
ble for enhanced federal match-
ing funds for providing those
services.

Second, the law promotes well-
ness in the workplace, providing
new health promotion opportu-
nities for employers and employ-
ees. For example, the Act author-
izes funds for grants for small
businesses to provide comprehen-
sive workplace wellness programs.
The law also requires the secre-
tary of health and human services
to assess existing federal health
and wellness initiatives and di-
rects the Centers for Disease Con-
trol and Prevention (CDC) to sur-
vey worksite health policies and
programs nationally.

Third, the Act strengthens the
vital role of communities in pro-
moting prevention. New initiative
opportunities are designed to
strengthen partnerships between
local or state governments and

N ENGL) MED 363,14 NEJM.ORG
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community groups. For example,
new Community Transformation
Grants promise to improve nutri-
tion, increase physical activity,
promote smoking cessation and
social and emotional wellness,
and prioritize strategies to reduce
health care disparities. Also, in
further recognition that immu-
nization is a foundation for pub-
lic health, the Act authorizes
states to use their funds to pur-
chase vaccines for adults at fed-
erally negotiated prices. Grants
for states will also support dem-
onstration projects to improve
vaccination rates.

Fourth, the Act elevates pre-
vention as a national priority, pro-
viding unprecedented opportuni-
ties for promoting health through
all policies. For example, a newly
established National Prevention,
Health Promotion, and DPublic
Health Council, involving more
than a dozen federal agencies,
will develop a prevention and
health promotion strategy for the
country. The council will build on
the foundation of preceding pre-
vention initiatives, such as Healthy
People (which has set the coun-
try's health promotion and dis-
ease prevention agenda for the
past 30 years),* as well as efforts
of expert groups such as the
USPSTF, the Community Preven-
tive Services Task Force, and the
ACID. A new Prevention and Pub-
lic Health Fund, with an annual
appropriation that begins at $500
million in fiscal year 2010 and
increases to $2 billion in fiscal
year 2015 and beyond, will invest
in a range of prevention and well-
ness programs administered by
the Department of Health and
Human Services. Initial funds
have already been invested in
strengthening public health in-
frastructure, prevention research,
surveillance, integration of pri-
mary care into community-based
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behavioral health programs, HIV
prevention, obesity prevention,
and tobacco control. Reinvigorat-
ed planning will also involve a
national strategy to improve the
quality of health care, improved
data collection on health dispari-
ties,* and authorization of a host
of other new programs. Most
newly authorized programs await
appropriations and future fund-
ing as available through the an-
nual budget process (exceptions
are noted in the table).

The Act authorizes heavy in-
vestment in bolstering a primary
care workforce that can promote
prevention. For example, the law
appropriates up to $1.5 bvillion for
the Narional Health Service Corps
between fiscal years 2011 and
2015 to place health care profes-
sionals in underserved areas, com-
plementing other new investments
for community health centers ad-
ministered through HRSA. To
guide future placements of health
care professionals, a new Nation-
al Health Care Workforce Com-
mission will analyze needs.

Since tobacco dependence and
obesity represent substantial health
threats, the Act addresses these
specific challenges in a number
of ways. For example, the direc-
tives for the new health plans es-
tablished after September 23, 2010,
also include coverage, with no
cost sharing, of tobacco-use coun-
seling and evidence-based tobacco-
cessation interventions, as well as
obesity screening and counseling
for adults and children. Starting
this year, pregnant women on
Medicaid will receive coverage,
without cost sharing, for evidence-
based tovacco-dependence treat-
ments; in 2014, states will be
forbidden from excluding from
Medicaid drug coverage any phar-
maceutical agents for smoking
cessation, including over-the-coun-
ter medications, that have been
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approved by the Food and Drug

Administ
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he disclosure of
specified nutrient information for
food sold in certain chain res-
Imost inseparable

visions require t
he overall health sta-

tus of the Nation.”> Moving pre-

1s a

ration.

In short, to prevent disease and
termines t

promote health and wellness, the
Act breaks new ground. We be-

the Act appropriates funds for
fiscal years 2010 through 2014
for demonstration projects to de-
velop model programs for reduc-
ing childhood obesity. And on the
policy front, menu-labeling pro-
taurants and vending machines.
Collectively, these complemen-
tary actions in the clinic and the
community will benefit individu-
als as well as populations.

lieve the law reaffirms the prin-
ciple that “the health of the in-
dividual

from the health of the larger
community. And the health of
each community and territory de-

healthy weight for populations,

instream

d the ma

of health may well be one of the

vention towar:
Disclosure forms provided by the au-

thors are available with the full vext of this
article at NEJM.org.
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