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pro-life message going out to the world. As the balloons floated high into the
air, the crowd sang the '"Battle Hymn of the Republic' and taps were played. The
( 's eve s were co~s,  wred by 60 pro-life/pro-family organizations from the
Pittsbur | ¢ and nearby parts of Ohio and West Virginia.
People Cor rned for the Unporﬁ Child, Pennsylvania's oldest'énd largest pro-life

organizze on, was e group coordinating the event.

#HH

For further information: PCUC Office (412) 531-9272

Mary | | Mahon - (412) 221-3920
Public Relations, Chairman
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TALKING POINTS ON PROPOSED INFANT DOE REGULATION

Rark graynd

On April 30, 1982, following the death of a newborn infant with
Down's syndrome in Bloomington, Indiana, from whom nourishment
and surgery to correct a detached esophagus was withheld,
President Reagan instructed the Secretary of HHS to remind
federally assisted health care providers that discrimination

on the basis of handicap in the provision of medical care

to handicapped infants was in violation of Section 504 of the
Rehabilitation Act of 1973,

On May 18, 1982, HHS issued a notice to all hospitals which
receive federal financial assistance under the Medicare and
Medicaid programs reminding them that under section 504, -it is
unlawful to discriminatorily withhold medically indicated
treatment from handicapped infants.

On March 7, 1983, HHS issued an interim final rule requiring
hospitals which ‘receive federal financial assistance to post
notices in the hospital advising of the provision of section
504 in connection with treatment of handicapped infants and of
the availability of a toll-free telephone hotline established
by HHS to receive reports of suspected violation of the law.

On April 14, 1983, Judge Gerhard Gesell of the U.S. District
Court for the District of Columbia declared the March 7 interim
final rule invalid on the grounds that HHS improperly failed to
provide for public comment prior to the effective date of the
rule and to establish a sufficient administrative record to
show the rule was not “arbitrary and capricious.”™ The court's
decision did not affect the May 18, 1982 notice to health care
providers or the operation of the toll-~free hotline. HHS filed
a notice of appeal of the court's decision.

Provisi 1 of the Proposed Regmlation

The new rule is being issued as a notice of proposed rulemaking,
providing for a 60-day comment period. Following the comment
period. a final rule will be issued, to be effective not less

1 Ce

The notice of proposed rulemaking is accompained by an appendix
and extensive preamble clarifying that in applying section 504
to issues concerning health care for handicapped infants, HHS
would not interfere with legitimate medical judgments. For
example, section 504 does not require futile medical treatment
for infants whose impairments are so severe that death is

1ine ' v ldable.



In order to develop a more extensive administrative record, the
notice of proposed rulemaking also solicits public comment on
the full range of issues relating to health care for handicapped
infants and the applicability of section 504 in these cases.

Like the March 7 interim final rule, the proposed rule would
require that hospitals which receive federal financial assistance
to post notices advising of the protections of section 504 and

of the availability of the toll-free hotline to report suspected
violations. The proposed rule revises this provision, however,
to require only that the notice be posted at the nurses' stations
of hospital wards and units where infants receive treatment,
rather than in locations where it would also be comnspicuous to
the public.

In recognition of the role of parents in decision making -regarding

their children and of State authority in assuring that parental
responsibilities are not exercised improperly, the proposed

rule would increase the involvement of State child protective
services agencies by: (a) requiring that the telephone number

of the child protective services agency be included on the
notice, along with the HHS hotline number; and -(b) requiring

that State child protective services agencies maintain procedures
and methods of administration to assure that child protective
services are provided to handicapped infants in a nondiscrimina-
tory manner.,

Like the March 7 interim final rule, the proposed rule would,

in view of the life-and-death emergency nature of "Infant Doe”
cases, slightly revise investigation and enforcement procedures
to: (a) waive the normal 10-day waiting period before suspected
violations are referred to the Department of Justice for legal
action to obtain compliance; and (b) permit access to pertinent
records on a 24-hour basis, rather than only during normal
business hours.
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THE WHITE HOUSE

WASHINGTON

ML JRANDPUM FOR THE ATTORNEY GENERAL
THE SECRETARY OF HEALTH AND HUMAN SERVICES

SUEJECT: Enforcement of Federal Laws Prohibiting
Discrimination Against the Handicapped

Following the recent death of a handicapped newborn child
in Indiana, many have raised the question whether Federal
laws protecting the rights of handicapped citizens are
being adequately enforced.

Therefore, I am instructing & :retary Schweiker to notify

F ilth care providers of the applicability of section 504

of the Rehabilitation Act of 1973 to the treatment of handi-
capped patients. That law forbids recipients of Federal
funds from withholding from handicapped citizens, simply
because they are handicapped, any benefit or service that
would ordinarily be provided to persons without handicaps.
Regulations under this law specifically prohibit hospitals
and other providers of health services receiving Federal
assistance from discriminating against the handicapped.

I am also instructing the Attorney General to report to

me on the possible application of Federal constitutional
and statutory remedies in appropriate circumstances to
prevent the withholding from the handicapped of potentially
life-saving treatment that would be given as a matter of
course to those who are not handicapped.

Our Nation's commitment to equal prétection of the law will

have little meaning if we deny such protection to those who

have nnt heen hlegsed with the game nhvsical ar mental aqifts
] z . .

} "Hiting discraimination against and remain

dete . ined that such laws will } ) - yrced.

4§30
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Part A Intermediary Letter Health Care Financing

Administration

Transmittal No. 82-11 Date May 1982

SUBJECT: Implementation of Section 504 (P.L. 93-112) to Assure Non-Discrimination
Against Handicapped Persons

Please reprint and distribute immediately to all hospitals the attached message
?repared by §he Office of Civil Rights concerning implementation of section 504
P.L. 93-112).
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We recognize that reciplents of Federal financial assistance
may not have full control over the treatment of handicapped patients
when, for lnstance, parental consent has been refused. Nevertheless,
a reciplient may not ald or perpetuate discrimination by significantly
assisting the discriminatory actions of another person or organi-
zatlon. 45 C.F.R. 84.4(b)(1)(v). Reciplents must accordingly
insure that they do not violate sectlon 504 by facilitating discri-
minatory conduct.

In fulfilling 1its responsibilities, a Federally assisted health
care provider should review its conduct 1in the following areas
to 1nsure that it 1s not engaging 1in or facilitating discriminatory
practices:

0 Counseling of parents should not discriminate by encouraging
parents to make decisions which, 1f made by the health
care provider, would be discriminatory under section 504.

0 Health care providers should not ald a decision by
the infant's parents or guardlian to withhold treatment
or nourishment discriminatorily by allowlng the infant
to remalin in the institution.

0 Health care providers are responsible for the conduct
of physiclans with respect to cases administered
through their facllities.

The fallure of a recipient of Federal financlal assistance
to comply with the requirements of section 504 subjects that
reciplient to possible termination of Federal asslstance. Moreover,
section 504 does not 1limit the continued enforcement of State laws
prohibiting the neglect of chilldren, requiring medlical treatment,
or imposing similar responsibilities.

!

Betty Lbu Dotson
Director, Office for Civil Rights

-~
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

Y
4
lrvesa E(Z Washington, D.C. 20201

May 18, 1982
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NOTICE TO HEALTH CARE PROVIDERS

SUBJECT: Discriminating Against the Handicapped
by Withholding Treatment or Nourishment

There has recently been heightened public concern about
the adequacy of medical treatment of newborn infants with birth
defects. Reports suggest that operable defects have sometlimes
not been treated, and instead infants have been allowed to die,
because of the existence of a concurrent handicap, such as Down's
syndrome.

This notice 1s intended to remind affected partles of the
applicability of section 504 of the Rehabilitation Act of 1973
(29 U.S.C. 794). Section 504 provides that "No otherwise quali-
fied handicapped individual...shall, solely by reason of his
handicap, be excluded from the participation in, be denied the
benefits of, or be subjected to discrimination under any program
or activity recelving Federal financial assistance...." Implementing
regulations issued by the Department of Health and Human Services
make clear that this statutory prohibition applies in the provision
of health services (45 C.F.R. 84.52) and that conditions such as
Down's syndrome are handicaps within the meaning of section 504

(45 C.F.R. 84.3(3)).

Under sect*>n 504 1t 1s unlawful for a recipient of Federal
financial assistance to withhold from a handicapped infant nutritional
sustenance or medical or surgical treatment required to correct
a life-threatening condition, 1if:

(1) the withholding is based on the fact
that the infant 1s handicapped; and

(2) the he liicap dc¢ 3 not t 1der the treail =nt
or nutritional sustenance medically contralndi-
cated. .
For example, a recipient may not lawfully decline to treat an
operable life-threatening condition in an infant, or refrain
( . from feeding the infant, simply because the infant is belleved
- to be mentally retarded.















16 ity of callers will be held
heential
Failure to feed end care for infents may
also violate the criminal and civil lews of
yow Stiste.

{1) Recipients may sdd to the notice,
ic type face or handwriting. under the
words “Your Stete Child Protective
Agency,” the identification of ap -
approprieie State sgency, with sddress
and telepbone pumber. No other
alierationt shall be made to such notice.

‘

46 W 48 | WMnadav Maerh 71683 / Rules end Regpulations

[2) Copies of suck notice may be
obtained on reguest from the

Department of Healtb and Buman

Services.

{3) The required notice ehall be posted
within five days after the recipient 1s

infc  ed by the Department of the

applicable toll-free national {eJepbone

number. -

{c) Notwithstanding the provisions of
peragraph (a). the requirement of 45 CFR
80.8{d}{3) shell not apply when, in the
judgment of the responsible Depertment

officiel. immediate remedial action is
necessary to protec! the life or heu'th of
& handicepped individual.

{d) Notwithstanding the provirions of
paragraph (&) access to pertinent
recorce anc faczilities of & recipient
pursuant to 45 CFR 80.8{c} shell not be
limited to norma! business hours when
in the judgment of the responsible
Depertment ofiicial, immediete sccess is
necessary to protect the life or beelth of
& kend,capped individual.

[FR Doc B5-I7ET Filrd 183 §42 am)
_USEL rikorete. S g aen ')

ERIEE S .

-~ —






IN THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF COLUMBIA

AMERICAN ACADEMY OF PEDIATRICS, )
NATIONAL ASSOCIATION OF CHILDREN's )
HOSPITALS AND RELATED INSTITUTIONS,)
CHILDREN's HOSPITAL NATIONAL
MEDICAL CENTER,

)
)
)
Plaintiffs, )
)
V. ) Civil Action No. 83-0774
)
MARGARET M. HECKLER, ) — T
Secretary, Department of ) R
Health and Human Services, )
) Arn 1 i0n
Defendant. )
H .?-‘1'—:\ ™ = Ry =g e
.,‘l'"l--‘iL‘-\J 1‘- ;’_ f\-'-' 1L—, y:vck

MEMORANDUM

This case involves the validity of an interim final
regulation published by the defendant Secretary on March 7,
1983, without benefit of bublic comment, concerning the care
and treatment of newborn infants in some 6,400 hospitals
receiving federal funds. Plaintiffs contend that the
regulation is arbitrary and capricious, that no justification
existed for dispensing with public comment as required by
the Administrative Procedure Act (APA), that the Secretary
lacked statutory authority to act and that the regulation
ir- ) v tojv 0777 ation Tato family- Forsician and
otl [ : 1 i 7 A
Constitution. A temporary restraining order was denied.
These difficult issues are now before the Court after a full
hearir on the merits.l/ The following constitute the

( irt's findings of fact and conclusions of law.



Backgronnd

This case touches upon one of the most difficult and
sensitive medical and ethical problems facing our society --
the question of what sort of life-sustaining medical
treatment, if any, should be utilized to preserve the lives
of severely mentally or physically def :tive r'vborn infants.
Sometimes surgery or other life-sustaining treatment allows
an otherwisé seriously ill infant to attain complete health
and develop normally. Frequently, however, correction of a
life-threatening physical defect or use of herbic life-
sustaining measures preserves the life of an infant who
continues nevertheless to suffer from mental or physical
defects so great as seriously to impair the infant's expected
guality of life and chances for an independent.existence.g/

Some physicians apply all available life—sustaining‘
techniques in these cases, ren where the infant' death
due to a severe defect is certain. However, traditionally
many attending physicians confronted with a severely
defective newborn may, after medical consultation and
discussion with family members, agree not to undertake

corrective surgery or other life-sustaining measures. The

W

decision to forgo life-preserving measures in these despere’
~-m 1

conflicting ethical concerns. In some instances parents and

physicians deciding upon a course of medical treatment may,

among other factors, consider the risks of treatment; the



-

que " Lty of life the infant will enjoy if it survives; the
utility of further 1lif -sustaining measur ;5 in the face of a
prognosis that certain death will occur in weeks or months;
and the impact of a severely mentally or physically defective
child upon the parents' marriage, other siblings, and the
family's financial resources.

Traditionally, the difficult decision of when to
withhold life-sustaining treatment of a defective newborn
has been one made within the privacy of the physician-
patient relationship, without interference by state or
federal authorities. Physicians, after counseling parents
on options affecting prognosis and treatﬁent, frequently
give great deference to the wishes of the parents who are
considered guardians of the best interests of the child.
There may be a joint decision that life-sustainihg measures
should be withheld. However, in other situations phy icians
may proceed contrary to parental instructions and perhaps
even seek court intervention on the child's behalf. There
is evidence that the medical judgments being reached are not
always free of error, particularly in borderline cases and
where parental decisions may reflect primarily economic and

familial considerations which some find wholly irrelevant.

newborn i1 ants is, of course, not a new one. But dramatic
advances in neonatal care have made it now possible to

sustain some form of life 'in many infants who decades or



even years ago usually died shortly after birth. Moreover,
recent publicity surrounding certain ca: ;s where parents

or physicians have determined not to undertake life-sustaining
treatment of defective but possibly salvageable newborns has
focused public debate on this delicate and sensitive issue.

Not surprisingly there is heated controversy as to how
best to determine the appropriate course of medical care for
these infants. These concerns appear to have been sparked
by the "Baby Doe" ci¢ 2 in Bloomington, Indiana. Baby Doe
was born April 9, 1982, afflicted with Down's syndrome
(mongolism) and a surgically correctable blockage of his
digestive tract which precluded normal feeding. His parents
refused to consent to surgery and the hospital turned to the
state courts for guidance. Despite appointment of a
guardian ad liggg.and éeveral attempts at appeal, no
judicial intervention occurred and the infant died six days
later.

This case was widely publicized and evoked much public
discussion. President Reagan sent a memorandum to the |
Attorney General and the then-Secretary of Health and Human
Services (HHS) dated April 30, 1982, citing the "Baby Doe"
case and noting that federal law prohibits discrimination
a¢ inst the handicappe¢ . 1 : 1, the & r-etary i« ued
a May 18, 1982 "notic " to ! 1lth care providers "to remind
affected parties of the applicability of section 504 of the

Rehabilitation Act of 1973." 47 Fed. Reg. 26027 (June 16,



1982). That notice stated that section 504 made it unlawful
for hospitals receiving federal financial assistance to
withhold nutrition or medical or surgical treatment fi 1
handicapped infants if required to correct a life-threatening
condition. The notice went on to recognize that recipients
of federal financial assistance do not have complete control
over treatment, especially where parental wishes are
otherwise, but suggested that parental withholding of
consent for treatment should not be aided by allowing the
infant to remain in the receiving institution, and that
failure to comply with section 504 subjected recipients "to
possil ” : termination of Federal assistance." 1Id.

Nearly a year later, on March 7, 1983, ‘a newly-appointed
Secretary published the regulation at issue in this case.

48 Fed. Reg. 9630.

The Challenaad Regulation
The regul tion issued by the Secret :y is novel and
far-reaching. It has provoked strong responses, both
favorable and unfavorable, from those sections of the
community concerned with the medical care of newborn infants

or the civil rights of the handicapped.é/

Like the notice
} 7 -, the 1 Wi 11 ur or
504 of the Rehabilitation Act of 1973, which provides

that



[nJo otherwise qualified handicapped individual
in the United Stat 5 . . . shall, solely by
reason of his handicap, be excluded from the
participation in, be denied the b¢ =2fits of,

or be subjected to discrimination under any
program or activity receiving Federal financial
assistance. . . . 29 U.S.C. § 794.

Invoking this authority, the Secretary for the first time
undertook actively to oversee tle medical treatment of

¢ rerely defective newborn infants and to safeguard their
lives, acting as what counsel for defénc nt characterized
"the protector of last resort."

The "interim final rule" became effective March 22,
1983. 1t requires hospitals and other medical institutions
receiving federal financial assistanc to _ >st permanently
"in a conspicuous place in each delivery ward, each
maternity ward, each pediatric ward, and each nursery,
including each intensive care nursery," the following sign:

DISCRIMINATORY FAILURE TO FEED
- AND CARE FOR HANDICAFPED
INFANTS IN THIS FACILITY IS

PROHIBITED BY FEDERAL LAW

Section 504 of the Rehabilitation Act of 1973
states that "no otherwise qualified handicapped
individual shall, solely by reason of handicap,
be excluded from participation in, be denied the
benefits of, or be subjected to discrimination
under any program or activity receiving federal
financial assistance."

Handicapped Infant Hotline ,
U.S. Department of Health and Human Services
Washington, D. C. 20201
Phone 800-368-1019 (available 24 hours a day)
In the City of Washington, D. C. - 863-0100
(TTY ¢ : »H»ility)
or
Your . :ate Child .:-otective Agency
[address and telephone number)






intended to be tempered by ast¢ :ing a degree of due process

for those to be governed by the rule. United States v.

Morton Sal+ Co., 338 U.S. 632, 644 (1950). The greater the

impact of the regulation upon established practices or the
greater the number of people directly affected, the more i
courts have insisted that the right of comment by those

affected be preserved. American Federation of Grvernment

Employees v. Block, 655 F.2d 1153, 1156 (D.C. Cir. 1981).

{
Thus the Act has been generally construed to curtail
rulemaking without comment. Moreover, tl Act requires that
all regulations shall issue only after the rulemaker has
considered relevant fac ors to prevent arbitrary and
capricious decisionmaﬁ}ng and to assure rational
consideration of the impact of the contemplated regulatory
action. The instant regulation offends these eStablié} i
precepts to a remarkab] extent.

When the Secretéry issued the regulation, she had
before her a videotape of an evocative series of
investigative television broadcasts, entitled "Death In the
Nursery," reviewing past publicized cases where medical
treatment had been withheld from defective infantslﬁlas
well as a series of newspaper accounts of the same and

!
available were articles in medic L and ¢ 1d¢ ic journals,
some surveys showing disparate medical practices, and

reports of investigations undertaken by the HHS Office of



Civil Rights since the Baby e case which _ had failed to
reveal any impropriety. In addition, Dr. C. Everett Koop,
the Surgeon General and a distinguished pediatrician, gave
the Secretary oral advice supporting the need for some sort
of regulatory control in this area although he was not
consulted as to tﬂis specific regulation.

Thus ground may have existed for undertaking a
regulatory approach to the problem of how newborns should be
treated in government-financed hospitals, if implementing
authority could be found. Nevertheless, after full
consideration of the entire record the Court finds that the
interim final rule of March 7, 1983, is invalid as an
arbitrary and capricious agency action which fails to meet
- the standard required under the Administrative Procedure
Act, .5 U.S.C. § 706(2) (A).

The Court is well aware that agency rulemaking must be
considered deferentially nd that this Court is prohibited
from substituting its own judgment for that of the agency if
a rational basis exists for the agency's decision. |
Nevertheless, this Court may not, .on the other hand,
"rubber-stamp" challenged agency decisions and must ingquire

whether the agency's action was based on a consideration of

v. V¢ . 401 U. . 4C , 416 (1¢ by V.

Department of the Treasury, 670 F.2d 296, 301-304 (D.C. Cir.

1981). Lacking such consideration the regulation fails to
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a whole, as suggested by the May 18 notice. No weighing
of these factors is indicated in the record nor has any
atten : been made to balance them against the malpracti
and disciplinary risks that may be imposed upon physicians
and hospitals caught between the requirements of the
regulation and established legal and et! ':-al guidelines.

It is clear that a prima  purpose of tl regulation is
to require physicians treating newborns to take into act¢ unt
only wholly medical risk-ber it considerations and to
prevent parents from having any influence upon decisions as
to whether further medical treatment is desirable. The
.Secretary did not appear to give the slightest consideration
to. the advantages and disadvantages of relying on the wishes
of the parents who, knowing the setting in which the child
may be raised, in many ways are in the best position to
evaluate the infant's best interests. Ignoring parental
preferences again may incr ise the risk that parents will
withdraw the infant fr« hospital care entirely, and the
long-term interests of physically‘disabled newborns may.be

"fected by thrusting the child into situations where
economic, emotional and marital effects on the family as a

whole are so adverse that the effort to preserve an unwanted

adoption or other placement.
None of these sensitive considerations touching so

intimately on the quality of the infant's expected life were
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even tentatively noted. No ttempt was . 13le to address the
issue of whether termination of painful, intrusive medical
treatment might be appropriate where an infant's clear
prognosis is death within days or months or to specify the
level of appropriate care in such futile cases. Means of
funding the extensive care mandated by the regul :ion and
for allocating scarce medical resources between defective
newborns and other newborns or other patients were also
apparently not considered.

There can be no dispute as to the relevance of these
issues under section 504 as the Secretary proposes it be
appli 1. They are acknowledged and elaborated by informed
briefs of amici and qualified experts on behalf of one or
both parties.

Not only are these relevant factors not conéidered but
there are other matters lacking in the rulemaking record.
It contains no indication that the legal and constitutional
considerations which should have guided the Secretary in her
decisional process were reviewed. Neither the requirements
of the Administrative Procedure Act nor questions as to the
scope of section 504 were apparently noted. No alternative

means of protecting handicapped infants were reviewed or

release of the landmark report of the Presic 1t's _o1 ission
for the Study of Ethical Problems in Medicine and Biomedical

and Behavorial Research, which counsels different approaches
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> the issue. 1Indeed, the record even fail to suggest a
widespread denial of proper newborn care such as would
justify the type of regulation selected.

As finder of fact, this Court is forced to conclude
that haste and inexperience have resulted in agency action
based on inadequate consideration. This is 1 inforced by
the text of the rule i1 :1f. For example, the rule provides
that it is a violation of federal law to deny a handicapped
infant "customary medical care." Yet as all the evidence
received by this Court from both parties has made clear, and
as even the most cursory investigation by the Secretary

would have revealed, there is no cﬁstomary standard of care

for the treatment of severely defective infants. The
regulation thus purports to set up an enforcement mechanism
without defining the violation, and is virtually without
1 ining beyond its intrinsic in terrorem effect.

Even if the regulation could withstand the requirements
of 5 U.S.C. § 706(2) (a), it must be declared invalid due
to the Secretary's failure to follow procedural requirements
in its promulgation. It is undisputed that the rule was not
issued in accordance with either the public notice or 30-day
delay-of-effective date requirements of the APA. 5 U.S.C.
either "proc 1iural" or "interpr :ative" rule not subject

to the requirements of these provisions, or that waiver of

these requirements is appropriate given the need "to protect
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life from imminent harm.". Neither of these arguments has
merit.

As defendant's counsel acknowledged in argument, the
regulation is intended, among other things, to change the
course of medical decisionyfking in these cases by

eliminating the parents' right to refuse to consent to
life-sustaining treatment of their defective newborn.é/
Moreover, the regulation provides for an intrusive
on-premises enforcement mechanism that can be triggered by a
simp] aonymous call. Thus it clearly is more than a

"clarification or explanation of an existing rule or

statute" and affects substantive rights. Guardian Federal

Savings and T.nan Asgoriation v. FSLIC, 589 F.2d 658, 664

(D.C. Cir. 1978).

Nor has the & :retary demonstrated good cause why APA
notice procedures should be waived. The "good cause"
exceptions té sections 553 (b) and (d) should be narrowly

construed and only reluctantly countenanced, New Jersey V.

Environmental Pr~*tection A~~~cy, 626 F.2d 1038, 1045 (D.C.

C":. 1980). As alr idy noi 1, this is particularly tl]
case where the issues affect the general public and " 1volve
complex and controversial questions of ethics and public

’

opr »>riate becair : ", ]ny delay would leave lives at
risk." 48 Fed. Reg. 9631l. Such an argument could as easily

be used to justify immediate implementation of any sort of
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lth or af :y regulation, no matter how small the risk
for the population at large or how long-standing the
problem. Tt :e is no indication in this case of any
dramatic change in circumstances that would constitute an
emergency justifying shunting off public participation in

the rulemaking.Z/ American Federation, supra, at 1156.

The App”" "~ ‘on of { :tion ~n4

Because the Court finds the regulation to be invalid as
arbitrary and capricious and promulgated outside the
procedural requirements of the APA, it is not necessary for
this Court to determine whether the regulation exceeds
authority granted the Sec: :ary under section 504. However,
some concerns on this issue should be noted.

At the Court's request the parties have extensively
briefed the meaning and effect of section 504 and the Court
has undertaken independent research. The legislative
history of the section focu: 35 on discrimination against
adults and older children and denial of access to federal
programs. As far as can be determined, no congressional
committee or member of the House or Senate ever even suggested
that section 504 would be used to monitor medical treatment

LY
pre b I cti 1] r quality of life. No r 1ical group
appeared alert to the intrusion into medical practice which

some doctors apprehend from such an undertaking, nor were
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Second, plaintiffs have suggested summarily that the
regulation, by not supplying adequate procedural safeguards
to any investigation resulting from a "hotline" complaint,
is in conflict with an amorphous group of constitutional
interests. Thes are descr:!' ad varingly throughout the
papers as due process, right to privacy in the patient-
physician relationship and the right to confidentiality of

medical records. See Whalen v. R~=, 429 U.S. 589, 599-604

(1977). The exact nature of the rights plaintiffs seek to
assert are uncertain as are the procedural safeguards
alleged to be lacking. Again, in the absence of actual
application of the regulation and a concrete set of facts
this Court declines to hold in the abstract that the
regulation violates such constitutional rights on its face.
The Court notes, however, that to the extent the regulation
is read to eliminate the role of the infant's parents in
choosing an appropriate course of medical treatment, its
application may in some cases infringe upon the interests

outlined in cases such as Carev v. Pemnlation Services

International, 431 U.S. 678, 684-685 (1977); Roe v. Wades,

410 U.S. 113, 152-153 (1973); and Griswold v. Cnnnecticut,
381 U.S. 479, 484 (1965). However, no party is before the
g - le a zitut L

. . . . 8
the issue cannot be joined in this case.—
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Conclusion

This regulation cannot be sustained. It is arbitrary
and capricious. There may well be ¢ Iects in medical
procedures and hospital policies governing treatment of
seriously disabled newborns in some hospi: 1ls. More
fundamentally, the rising public debate over the role of
physicians and family members in tt > difficult and
sensitive situations where life may hang in the balanc¢ has
raised issues which must eventu: " ly be faced at either the
local or national level. The solution does not, however,
lie in a hasty, ill-considered "hotline" informer rule.
Government intervention into the difficult medical and human
decisions that must be made in the delivery rooms and
newborn intensive care units of our hospitals involves a
profound change in the manner in which these decisions
affecting the guality of life are made. Any intervention by
an agency of the Federal Government should obviously reflect
caution and sensitivity, given the present absence of a
clear congressional directive. At the minimum, wide public
comment prior to rulemaking is essential. Only by preserving
this democratic process can good intentions be tempered by
wisdom and experience.

I &_Dorog ke Orxc¢ invalidating the interim fihal

-

regulation is filed herewith.
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(footnote 8 continued)

lation. While defenc¢ ats have not had opportunity to

ond to this new issue, no basis was presented for
finding the notice invalid on its face. Plaintiffs do not
allege the notice violated the APA but simply argue that,
like the March 18 regulation, the notice is outside the
scope of the authority granted the Secretary under section
504, violates the Medicare :, and infringes upon
constitutional rights in p!¢ Lilcian-patient privacy and
confidentiality. As noted, the notice is not a violation of
the Medigare_Act and given its uncertain-meaning and scope
any review of its validity under section 504 and the
Cor :itution must await its actual application to a
particular set of facts. 2se issue should not be
determined in the abstract.



IN THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF COLUMBIA

AMERICAN ACADEMY OF PEDIATRICS, )
NATIONAL ASSOCIATION OF CHILDREN'S )
HOSPITALS AND RELATED INSTITUTIONS,)
CHILDREN's HOSPITAL NATIONAL
MEDICAL CENTER,

)
)
)
Plaintiffs, )
)
v. ) Civil Action No. 83-0774
) -y
MARGARET M. HECKLER, ) A
Secretary, Department of )
Health and Human Services, ; APR 1 -1 e
Defendant. ) Cnmae e e vier
EF O T.Lr\k;.,b...k

ORDER 2NN DECLARATION

For reasons fully stated in the Court's Memorandum
filed herewith, it is {1 is _Lfi__day of April, 1983,

ORDERED that defendant's motion to dismiss the complaint
and amended complaint is denied; and it is further

DECLARED that defendant's March 7, 1983, interim final
rule, 48 Fed. Reg. 9630, is arbitrary and capricious and
promulgated in violation of the Administrative Procedure
Act, and it is further

ORDERED that defendant shall -promptly place a notice in

the Federal Register advising that said interim final

rule has been declared invalid and hés no further force or
71 :, a - 1 |
ORDERED that applications for attorneys' fees and/or
costs may be filed within 30 days of the time that this

Order and Declaration becomes final.

‘fé » IM&;,,.‘
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My purpose in this presentatioh is to address some of the
problems, paracdoxes, and ambiguities surrounding the care of the
child born with a serioux handicap.

There is documentation that handicapred children rave been
denied life saving medical care and occasionally even basic
nutrition: food and water. The extent of this problem is unknown.
In the small, local.sample provided by review cf the last 200
patients with spina bifida r ferred for treatment, 10 children
were found to have been denied prompt surgical therapy prior to
transfer to our hospital. None of these had been denied food or
water. If this sample be representative, then the incidence of
delayed care may be on the order of some 5% of néwborns wich
spina bifida.

Federal regulations now require that all handicapped
children receive fcod, water, and customary medical care. Very
few disagree with this in principle. Controversy arises from the
interpretation of "custcmary medical care" in specific clinical
contexts.

Most physicians wculd agree that newborns with

P

life-threatening but ccmpletely remediable diseases should be
treated ac aggressively as necessary “- ensure their survival and
future health. Most physicians wculd also agree that newborns
with irremedi %le, leth:™ : 7~ i =ior ‘ T iv 11 " lon
and simple care. They should t made as comfortable as ossible,
and allowed to die in peace.

Opinion diverges sharply en preoper care for ‘the newborn with

1it :hreat 1ing diseas~ wi a1 all ;ossible ¢t :2al 1t will ‘e



survival with serious handicap. In this context, the parents, thé
physician, and the public Weigh-théspa:ient's long-term survival,
quality of life and possible eventual self-support. In this
weighing, well-intentioned individuals of like morality may yet
derive different conclusions.

I personally have had experience with well over 2000
handicapped children, principally those with spina bifida,
hydrocephalus, prematurity, birth injury, ﬁnd other birth
anomalies. The overwhelming majority of these children have
- received prompt, often life-saving care. A small but significant
number received less than that prior to transfer to our hospital;
a form of euthanasia based upon withholding of available therapy
and supportive care.

Scme parents and physicians hope to find a medical and moral

"1dle ground by inaction--""allowing nature to take its course".
In the case of newborns with spina bifida, for example, they
might provide food and water but deny prompt surgical repair of
the open nervous system in the hope that the inevitable
infection, meningoencephalitis, will prove rapidly fatal. This

dereliction of responsibility £fails Icr two reasons, among others.

P

First, one half of the children will survive the infection and

will still require additional, often more extensive, surgical

care. Second, the more severe hydrocephalus and brain destruction

caused by the infecticn markedly reduce the functional capacity
.. c_ patients who do survive. A policy of so-called

"benign neglect'” then Is both offensive and ineffective.

(%]



Other parents and phvsicians gseék to provide or deny therapy
"rationally" by applying a set of medical "selection criteria
for identifying the newborns with spina bifida who are likely to
have good clinical and functional outcecme. Historically, thrse
critéria were elaborated in Britain where many of the spina
bifida patients are denied sustenance, are sedated, and are
allowed to die. The Bricish experience is entirely contrary to
‘the recent experience in this country. However, because the
majority of the medical literature dealing with management of
spina bifida is from Great 3Britain and because many of the U.S.
physicians who see only 1 or 2 such pactients depend upon the
literature for guidance, the ''selection cricteria" advocated by
British physicians continue to be used, inappropriately, by »>me
physicians in this country. In fact, medical advances have been
so rapid that the functicnal outcome in unselected U.S. patients
is now better than that predicted for the few '"best' patients
selected by the British criteria.

In my experience, decisions to passively euthaniz. severely

handicapped children are almost never made because of callousness
b

-

or amorality. Rather, cthose parents and physicians appear to have
felt deep compassion Zcr the child, deep concern for the

suffering it would face, and overwhelming despair at its future
prospects. The single most common reason for the deni -’ €

lack of rece ¢ in_o>rme iLc.. 1 availabl tre :mment and !

[

outcone of that treatment. When ccnircnted with recent
developments in medical care and cdeoccumented advances in patient

PR T4 in the care of

Mo

outcon by physicians with sut : 1t 1 ex
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these children, most of these parents‘and ohysicians were able to
resolve their doubts and deci®» in favor of treating the child.
In most cases then, continuing ‘education of the public and
professionals provided the solution to the dilemma.

Since information availability and public/professional
education are so important in salvaging the handicapped child, a
nimber of steps have been taken. Progress is being made to keep
the mediéal literat.re current by documenting the recent advances
in care of these patients. State and national parent support
groups like The Spina Bifida Associaticn of America are forming
to provide parents ard physicians first confronting this problem
with informational, emotional, and financi;l support at the time
the critical choices must be made. Government and media awareness
programs have all contributed to a reduction in the number of
neonates with spina bifida who are denied treatment. The
¢ reloping pediatric tertiary care centers and available expert
opinion should further deci 1se the level of ignorance.
Obviously, we as a group with a vested interest in the welfare of
the children feel much mor can be dcne.

I hav= become increasingly concerned about the paradox /jkf
presented by our government. On the one hand, we are told by the
executive branch throuch =3S and the Justice Department that no
handicapped child can bte denied food, water, or customary medical

. 1 ro -, throt 7 si as and
hot lines, how the medical! profession deals with this problem. At
the same time, the £funds needed to cral with the cahse of these

handicaps and to habilizate these handizapped individuals

EUSUIE o ST
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From: Spina Bifi " Associationof America tact

3&-3 S. Dearborn, Suite 117 Al ULl LUl U
Chicago, IL 60604 Phéne: 301/594-0143
Contact: Kent Smith

Phone: 312/663-1562 R IMVMEDIATE F~ TASE

Spina Bifid= Association of America Supports New "Baby Doe' Regulations

The Spina Bifida Association of America supports the proposed "Baby Doe" regulations

reissued by the Dept. of Health and Human Services. The Association feels strongly that

this federal presence is needed to guarantee equal treatment,. The Association has found
discrimination against many of those 8000 born each year with Spina Bifida—a rate of

one child an hour.

Al too often, parents of a new-born child with Spina Bifida are expected to make rational
life and death decisions when what was expected to be a joyous occasion has instead

become an occasion for confronting the unknown. Because this decision must be made

quickly and under stress, parents turn to their physicians for guidance. Yet that

physician may never have had a close personal experience with a disabled child or adult.
Suddenly a decision must be made and the deck 1s stacked against the infant with a disability.
These regulations will unstack the deck.

Clearly, new parents of a disabled child need information on the disability and its
treatment, as well as the names of agencies and support groups available to assist a

family unit.

In 1979, the Spina Bifida Association of America established a policy that encourages

early evaluation and medical/surgical treatment of every infant with Spina Bifida by
professionals experienced in their treatment and care. Beti 1 80 and 90% of infants born
today with Spina Bifida can lead productive lives if they receive immediate attention at
medical centers familiar with their treatment. The Association also mperates an adoption

© forma o, fe prr  am for parents who feel unprepared to raise a child with a physical
diaability. Established 18 months ago, this program has placed 51 children and has a waiting
list of 40 parents meeding children to adopt.

The routine referral pif parents, and physicians as well, to groups who deal directly with
the "~ “sabled, would do much to erase the pes:* “stic p1  sals of those individuals
unfamiliar with the potential of the disabled. It is time to realize that discrimination

ottt 41n Ateshled ic ~ffen hascd on ignorange and is unjustifigble.
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The law is clear on this matter. Discrimination on the basis of handicap
in federally funded programs is illegal. The need for effective procedures for
detecting and preventing life-threatening violations of the law is compelling.
For even a single infant to die due to lack of an adequate notice and complaint
procedure is unacceptable.

By announcing this proposed rule today, the Reagan Administration once
again commits itself to safeguarding the lives--and the legally protected
rights--of handicapped infants in the United States.

As Secretary Heckler has stated: "For too long, our society ignored the
rights of the handicapped. As we enter the ‘Decade of Disabled Persons,' now
that we've finally become more sensitive and responsive to older handicapped
persons, how we can tolerate the denial of those same rights to handicapped
infants?

"Within each and every child there is something unique. How much poorer in
spirit would we be if basic sustenance had been denied at birth to the many
handicapped persons who today lead productive lives? How much would have been
lost 2"

3444
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