800 Garfield Avenue

P.O. Box 718
ca mden_CIqu Parkersburg, WV 26102
Memorial Hospital (304) 4242111
For Your Lifetime

December 14, 2007

Dayle D. Stepp, Director

Certificate of Need Program

West Virginia Health Care Authority
100 Dee Drive

Charleston, West Virginia 25311

Re:  Comments to Proposed Cardiac Catheterization Standards

Dear Mr. Stepp:

On behalf of Camden-Clark Memorial Hospital (“CCMH”), we respectfully
submit this letter in response to the West Virginia Health Care Authority’s (“Authority™)
proposed Certificate of Need Standards for Cardiac Catheterization released for public comment
on November 14, 2007. As the largest provider of acute care hospital services in the Mid-Ohio
Valley region, CCMH remains vitally interested in the availability and accessibility of needed
cardiac services. CCMH also operates the busiest single site emergency room in the Mid-Ohio
Valley. During its most recently completed fiscal year, CCMH experienced approximately
47,000 visits to its emergency room, resulting in almost 8,400 admissions therefrom.

As a general comment, CCMH is pleased that the Authority has proposed CON
Standards which allow the development of Therapeutic Cardiac Catheterization services on a
permanent basis at hospitals without on-site cardiac surgery. We believe that the experience
gained by the Authority from its recent Demonstration Pilot Project overwhelmingly supports
this decision from a patient safety standpoint. CCMH also shares the view of the Authority that
it is important to make the life-saving procedure of Primary Percutaneous Coronary Intervention
(“Primary PCI”) available on a more widespread basis to hospitals throughout the state. This is
especially appropriate given West Virginia’s high incidence of cardiovascular disease and
mortality compared to the rest of the nation. Although CCMH shares many of the same views of
the Authority on this topic, the comments which it provides below are believed to be necessary
in order to make Therapeutic Cardiac Catheterization more readily available to patients without
compromising either quality or cost.

I Article IV, Paragraph B(1). The proposed Standards require an applicant
for Primary PCI to have performed an average of 300 Diagnostic Cardiac Catheterization
procedures annually during the most three-year period preceding the date that the application is
submitted. CCMH’s primary comment here is that the performance of a specified number of
Diagnostic Cardiac Catheterization procedures is not generally associated with the competency
and quality of Primary PCI services. Three different publications, namely (a) “ACC/SCAI
Clinical Expert Consensus Document on Cardiac Catheterization Laboratory Standards,”
(b) “ACC/AHA/SCAI 2005 Guideline Update for Percutaneous Coronary Intervention,” and
(c) “ACCF/AHA/SCAI 2007 Update of the Clinical Competence Statement on Cardiac
Interventional Procedures,” all recommend a volume threshold of 75 interventional procedures
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per year for physicians performing PCl. None of these scholarly reports discuss or even mention
the performance of a specified number of Diagnostic Cardiac Catheterization procedures as
being a relevant consideration to the quality of either a Primary or Elective PCI service.
Although the 75 threshold number is for interventional procedures, given the fact that
interventional procedures are more complex than Diagnostic Cardiac Catheterization procedures,
CCMH recommends that the 300 procedure threshold in Article 1V, Paragraph B(1) be reduced
to no more than 150 Diagnostic Cardiac Catheterization procedures annually during the most
recent three-year period preceding the date that the application is submitted.

2, Article IV, Paragraph B(6). CCMH is in general agreement that a written
transfer agreement should be in place between any hospital wishing to perform Therapeutic
Cardiac Catheterization procedures, and a cardiac surgery hospital. CCMH contends that a
standard transfer agreement between hospitals should suffice fo meet this requirement. Such
agreements are currently in place, and have been successfully relied upon for years to govern the
transfer of emergency/trauma/high risk patients on an ongoing, daily basis. The rights and
responsibilities of transferring and receiving hospitals in these circumstances are also specifically
governed by federal law under the Emergency Medical Treatment and Active Labor Act
(“EMTALA”) as codified at 42 U.S.C. § 1395dd, and in regulations at 42 C.F.R. § 489.24.
Copies of the statute and regulation are attached in Exhibits A and B. They contain a host of
specific requirements, and place hospitals at risk of severe civil penalties and/or loss of Medicare
participation rights for failure to properly handle patient transfers. Accordingly, the Authority’s
recommended development of a technically-detailed agreement between a hospital wishing to
provide Therapeutic Cardiac Catheterization services and a cardiac surgery hospital is
unnecessary. Moreover, these detailed requirements will inevitably lead to contentious, time-
consuming, and deadlocked negotiations over the agreement itself. CCMH recommends that the
requirements for this written agreement be substantially amended and simplified. CCMH has
suggesied alternative language to address the transfer agreement requirement in attached Exhibit
C.

3. Article 1V, Paragraph B(6)(a). This provision of the proposed Standards
requires the written agreement to address involvement in credentialing criteria and
recommendations for physicians approved to perform Primary PCI. The apparent meaning of
this provision is {o allow the cardiac surgery hospital to have involvement in credentialing
criteria and recommendations for physicians at the non-cardiac surgery hospital, This language
is inconsistent with the legislative rules entitled “Hospital Licensure,” 64 C.S.R.12, § 111, et
seq., as well as the confidentiality requirements applicable to peer review organizations codified
at W. Va. Code §30-3C-3. This provision is also inconsistent with the requirements of the Joint
Commission on the Accreditation of Health Care Organizations (“JCAHO”), which mandates
that the granting of medical staff privileges be based upon criteria specified in a hospital’s
medical staff bylaws. Credentialing is an institution-specific endeavor, subject to the final
approval of the relevant hospital’s governing board. CCMH objects to any requirement that it
delegate its authority over credentialing, either in whole or in part, to another institution.
Accordingly, CCMH recommends deletion of this provision in its entirety.
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4. Article 1V, Paragraph B(6)(b). The requirement for the cross-training of
staff to ensure familiarity with interventional equipment is not necessarily a useful requirement
for any written agreement if the two hospitals do not have similar equipment. This provision
should be deleted as a requirement of any written agreement.

5. Article IV, Paragraph B(6)(d). The requirement for regularly-held joint
cardiology/cardiac surgery conferences, including review of all Primary PCI cases, again
presents a legal problem involving institutional autonomy, and a hospital’s ability to maintain the
confidentiality of its peer review processes under W, Va. Code §30-3C-3. CCMH believes that
the Authority must recognize that the hospitals have independent governing bodies, medical
staffs, and bylaws, CCMH further believes that there will be a real reluctance for one hospital to
become involved in the peer review activities of another, and that the statutory privilege granted
to peer review proceedings will be compromised. Accordingly, CCMH recommends that this
provision be deleted in its entirety.

0. Article IV. Paragraph B(6)}e)-(j). Each of the items discussed is these
subparagraphs may be appropriate criteria to be considered by a hospital wishing to provide
Therapeutic Cardiac Catheterization services, but none of them need to be included within the
written agreement between that hospital and the cardiac surgery hospital. These subparagraphs
must be removed from Paragraph B(6).

7. CCMH believes that the proposed Standards should include an appropriate
incentive for a cardiac surgery hospital to enter into a written agreement with a hospital in the
same community wishing to provide Primary PCL. It is important for hospitals in close
proximity to work cooperatively to ensure that Primary PCl is provided to area residents
effectively and safely. CCMH believes that if a local cardiac surgery hospital refuses to enter
into a written transfer agreement with an applicant for Primary PCI within the same community,
then the three-year waiting period for elective Therapeutic Cardiac Catheterization services
shouid be waived. This can be justified because the non-cardiac surgery hospital without a local
transfer agreement has a greater need to develop a full-fledged Therapeutic Cardiac
Catheterization program of its own. Specifically, the non-cardiac surgery hospital will have
more trouble attracting cardiologists, maintaining trained staff, and ensuring full-time 24/7/365
responsiveness without local support and backup, CCMH therefore recommends that the
Authority consider incorporating such a waiver, and suggests the language set forth in attached
Exhibit C.

Thank you for the opportunity of providing these comments to the Authority on
this most important question. Please feel free to contact us should you require clarification of our
comments, or if we may be of any other assistance to you in this matter.

Sincerely,
Michael A. King
President and CEO
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EXHIBIT A

(Insert 42 U.S.C. §13953dd)
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42 § 1395¢c-3

health care delivery and changing the ailocation
of resources; and
(3) mect such other requirements as the Seere-
lary may ostablish,
(e} Waiver authority
The Secretary may wuive auch requirements of
subchapters X1 and XVII of this chapter us may be
necessary to carry out the purpeses of the demonstra-
tion progyam established under this section.

(D Budgel neutralily

With respect tu the d~year peried of the demonstra-
tion pragram wnder sehsection (b) of this seetion, the
aggregate expenditures under this subchapter for
such period shall net exceed the aggregate expendi-
tures that would have heen expended under this sub-
chapter if the program established onder this section
had not been implemented.

(g) Notice requirements

In the case of an individual that roceives health care
items or services under ® demonstration program
carried oul under thiz section, the Scerciary shall
ensure that such individual is notified of any waivers
of coverage or payment rules that are applicable to
suech individual ander this subchapter as a result of
the participation of the individual in such program,

{h) Participaiion and suppor( by Federal agencies
In carrying ont the demonstration program under
this section, the Secrotary may dircet—

(1) the Director of the Nativnal Institutes of
itealth to oxpand the efforts of the Instilutes to
evaluate curvent modical technolegios and improve
the Joumdation for ovidence-hased practics;

(2) the Administrator of the Ageney for Health-
care Research and Quality to, where possible and
appropriate, use the program under this section as
a lahoratory for the study of quality improvement
stratedes and to evaluate, monitor, and disseminate
information relevant to such program; and

(3) the Administrator of the Centers for Medi-
care & Medicaid Services and the Administrator of
the Center for Medicare Choices to support linkag-
ex of relovant madjcare data to registry information
from participating health care groups for the henef}-
clary  populations  scrved by the  participating
groups, for analysis supporting the purpeses of the
demonstration program, consistent with the applics-
hle provisions of the Henth Insurance Portability
and Accountability Act of 1996,

(Aug. 14, 1935, ¢, 531, Title XVIIL § IH66C, as mided Dee. &,
2003, Pub.L. 105-174, Title V1, § 646, 117 Stat, 2324))

§ 1395dd.

treatment for
conditions

Examination and
ermergeney  medical
and women in [abor

[S5A § 1867)
(1) Medical screening requirement

UNITED STATES CODE ANNOTATEID

In the case of a hospital that has a hospital emer-
gency department, if any individual (whether or not
cligible for henefits under this subchapler) comes tn
the cmergeney dopatiment and a request is made on
the individual's behaif for examination or (reatment
for a medical condition. the hospital must provide for
an approprisle madical sercening examination within
the capability of the hospital's cmergency department,
including anefilary services routinely available to the
ciergency department. 1o determine whether or not
an emergency nedical condition (within the meaning
of subsection (C)(1) of this seetinn) exists.

{h) Necessary stahilizing {reatment (or emergency
medical conditions and Iabor

(1) In general

Il any individual twhether or not eligible for
benefits under this subchapter) comes Lo o hospital
and the hospital determines Lhat the individual has
an emeryreney medical condition, the hospital must
provide cithor--

(A) within the stalf and facilities available at
the hospital, for such further medical oxamination
and such treatment as may be required to stabi-
lize the medieal condition, or

(B} for transfor of the individunl 1o another
medical facility in accordance with subsection ()
af this section,

(2) Refusal {o congent to (reatment

A bospital is deemed Lo meet the requirement, of
paragraph (1¢A) with respect to an individual if the
hospital offers the individual the further medical
examination and Lreatment desceribed i that para-
graph and informs the individual {or a person acting
on the ncdividual's behalD of the risks ard benefits
to the Individual of such examination and (reatment,
but the individual (or & persen acting oo the individ-
ual’s behalf) refuses to consent (o the examination
and treatment.  The hospital shall take all veason-
able stops to wecure the individaal's (o POTSON'S)
writlen informed consent to refuse such exaning-
tion and treatment.

€3) Refusal {o consent to transfer

A hospital s deemed to mect the requirement of
baragraph (1) with respect to an individual if the
hospial offers to transfer the individual to another
modical facility in aceordance with subsection (0} of
this seetion and informs the individusl (or 2 DErson
acting on the individuals behall) of the risks and
bunefits to the individuai of such transfer, but the
individual for a person acling on the individual's
behall) refuses to consent to the transfer. The
hospital shall take 2l reasonsble steps to seeure the

1124



TITLE 42--THE PUBLIC HEALTH AND WELFARE

individuals (or persen's) writien informed consent.
to refuse such transfer.
(¢) Restricting transfers until individual stahilized
(1) Rule

If an individual at a hospilal has an emergoney
medical condition which has nol been  stabilized
{within the rcanivg of suhseetion (@)GIXE) of this
seefion), the haspitad may not transfor the individual
unlesg-—
(A6 the individual (or a fegally responsibie
person acting on the individual's behally after
being infurmed of the hospital's oblipations undoer
this section and of the risk of fransfer, in writing
requests transfer to anather medical facility.
(ii} & physician {(within the meaning of secting
1395x(r)(1) of Lhis Litle) has gigned a cerlifieation
that ! based upon the information avzilable at the
time of transfer, the medieal henefits reasonabiy
expected from the provision of appropriate medi-
eal treatment at another medical facility outweigh
the increased risks to the individual and, in the
case of labor, 1o the unbwrn ehild from effecling
the teansfer, or
(idi} il a physician is not physically present in
the emergrency departiment at the time sn individ-
ual iy transforred, 4 qualified medical person (as
defined by the Secretary in regulations) has
signed a certification deseribed in elaase i) after
a physician (as defined in soction 1395x(e)(1) of
this tille), in consultation with the porson, has
made the determination deseribed in such clause,
and subsequently countersigns the certification;
and
(B) the transfer is an appropriate transfor
(witlin the meaning of paragraph (2)) to that
facility.
A eortifieation described in clause (i) or @) of
subpuragraph (4) shall include a swmmary of the
risks and benefits upon which the certification is
hased.
(2} Appropriate transfer

An appropriate transfer to a medical facility is a
transfer—

(A) in which the transferring hospital provides
the medical treatment within Hs capacity which
minimizes the risks to the individual’s health and,
in the ease of 2 woman in labor, the health of the
unhorn child;

(I3} in which the receiving fadlity—

(3} hag available space and qualified person-
nef for the treatment of the individual, and

(i1} has agreed to accopt transfer of the indi-
vidual and to provide appropriale medical
treatment,

(C) in which the transferring hospital sends to
the receiving facility all medicul records {or copies
thereol), related to the emergeney condition for
which the individual has presented, available at
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the tima of the transfor, inclading records related
to the individuals emergency medieal condition,
observations of signs or symptoms, preliminary
diagnosis, treatment provided, results of any tests
and the infurmed wrilien consent or certification
(or copy thercol) provided under paragraph
(1)A), and the name and address of any on-call
physician (deseribed in subsection (d}1)(C) of this
section) who has refused or failed to appear with-
in a reasenable time to provide necessary stabiliz-
ing treatment,;

(I» in which the transfer is effected through
quaified personne] and transportation equipment,
as required including the use of necessary and
medieally appropriate life support meusures dur-
g the trunsfler; and

{E) which meets such other requiremenis as
the Seeretary may find necessary in the interest
of the health and safety of individuals transferred,

{d) Enforcement

(1) Civil monecy penalties

{A) A participating hospital that nepligently vio-
lates & requivement of this section is subject to
eivi} money penally of not more than $30.000 tor not
more than $25,000 in the case of a hospital with less
than 100 beds) for each such violation. The provi-
gions of seetion 1820u-Ta of this Litle (ather than
subseetions () and (h)) shall apply to 2 civil meney
penalty under this subparagraph in the same man-
ner as such provisions apply with respect to a
penalty or procceding under section 1820a-Ta(a) of
this tille.

(1) Subject to subparagraph (C), any physician
who is respensible for the examination, treaiment,
ar transfor of an individual in a participating hospi-
tal, including a physician on-call for the care of such
an individual, and who negligently viclates a re-
guiremenl of this section, ineluding a physician
who—

(i) signs a certificalion under  subsection
(e}1XA) of this section that the medica) henefits
reasonably 1o be expected {rom a transfer o
another facility outweigh the risks sssociated with
the transfer, if the physician knew or should have
known that the benefits did not cutweigh the
risks, or

(i) misrepresents an individuals conditios or
other information, including a hospitals obli-
gations under this section,

is subject to a civil money penalty of not more than
$50,000 for each such violation and, if the violation is
gross and fagrant or is repeated, to exclusion from
participation in this subchapter and State healih
care programs. The provisions of section 1320a-Ta
of this title (other than the first and second sen-
{ences of subsection (a} and subsection (b)) shall
apply to a civil money penalty and exclusion under



42 §1395dd

55A §1867

this subparagraph in the samie manner as such
provigions apply with respect to a penalty, exclu-
gion, or procceding under section 1320a-Ta(a) of this
title.

(C) If. after an initisl examination, a physician
determines that the individual requires the services
of a physiciun listed by the hospital on its list of on-
call physiclans (required to be maintained undoer
section 1395ce{a)(1XE) of this title} and notifles the
on-call physician and the on-call physician fails or
refuses Lo appear within a reasonable perod of
time, and the physician orders the transfer of the
individusl hecause the physician determines that
without the services of the on-call physician the
benefits of tranafer outweigh the risks of transfor,
the physician authorizing the transfer shafl not he
subject to a penalty under subparagraph (B). How-
ever, the previous senience shall not apply Lo the
hospital or to the on-call physician who failed or
refused to appear,

(2) Civil enforcement

{A) Personal harm

Any individual who suffers persenal harm as a
direct resuit of 4 participating hospital's violation
of a requirement of thiv section may, in 4 civil
action against the purticipating hospital, obhtain
those damagos available for personal injury under
the law of the Stale in which the hospital is
located, and such equitable reliof as 8 appropri-
ale,

(B) Financial loss to other medical [acility

Any medical facility that suffers a financial loss
48 a direet result of a participating hospitals
violation of a requirement of Lhis section may, in a
civil action against the participating hospital, ob-
fain those damages available for financiu! loss,
under the law of the State in which the hespital is
incated, and such vquitable relief as is appropri-
ate.

(C) Limitations on actiens

No action may be brought under this para-
graph more than two years affer the dale of the
vinlution with respeet to which the action is
Lrought,

(1) Consultation with peer roview organizatinng

in considering allegations of violations of {he
requirementd of this section in imposing sanctions
under paragraph (1) or in terminating a hospital's
participation under this subehapter, the Seeretary
shall request the appropriate wtilization and quality
control peer review organization (with a contract
under part B of subchapter XI of this chapter) to
assess whether the individual involved had an cmer-
goney medieal condition which had not heen stahi-
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lized, and provide a report on its findings.  Except
in the vase in which 2 delay woukd jeopardize the
health or safety of individuals, the Secretary shall
request such a review before effecting a sanction
under paragraph (1) and shall provide a period of at
teast 60 days for such review.  Except in the case in
which a delay would jeopardize the health oy safety
of individuals, the Secretary shall also rogquest sach
A review before making o compliance determination
as parl of the process of Lerminating a hospital's
participation ander Lhis subchapter for violations
related to the appropristeness of & medicad sercen-
ing oxamination, stabilizing treatinent, or an appro-
priate transfer ag requived hy this scelion, and shall
provide a period of 5 days for sueh review., The
Secretary shall provide a copy of the organization's
raport Lo the hospital or physician consistent with
confidentiality requirements imposed on the organi-
sation under such part B of subchapter X1 of this
chaptler.

(47 Nolice upon closing an investigation

The Secretary shall establish a procedure to noti-
ly hospitals and physidians when an investigation
under this section is closed.

(e} Definitions

In this section:

() The term “vmergency medical  condition”
meatis—

(A 2 medical condition manifosting ilsell by
acute symptoms of sufficient severity (ineluding
severe pain} such that the absence of immediate
medical attention could reasonably be expecled to
result in—

(i} placing the health of the individual (or,
with respect 1o a pregnant woman, the health
of the woman or her unborn child) in serious
Jjeopardy,

{il} serious impairment to bodily lunctions,
ar

(iin) serious dysfunetion of any bodily organ
or part; or
(B} with respect to a pregnant woman who is

having contractions-—

(1) that there is inadequate time (o effect a
safe transfer Lo another hospital hefore deliv-
ery, or

(ii) that {ransfor may pose a threat to the
heulth vr safely of the woman or the unhom
child.

(2) The termn “participating  hospitad” means a
hospital that has entored into s provider agreement
under section 1395¢c of this ttle.

(3MA)Y The term '“to stabifize” means, with re-
specl bo an emoergency medical eondition deseribed
in paragraph (1){A), to provide such medical treat-
ment of the condition as may be necessary to as-
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sure, within reasonable medical probability, that no
material deterioration of the condition is likely to
resull from or occur during the transfer of the
individual from a facility, or, with vespect to an
emergency medical condition deserihed in para-
graph (IXB), to deliver (neluding the placenia).
(B3 The torm “stabilized” means, with respeel to
an emergency medical condition desceribed in para-
graph (1)(A), that no material doterioration of the
condition is likely, within reasonable medical proha-
bility, t0 result from or cecur during the transfer of
the individual from a facility, or, with respect 1o an
emergency medical condition described in pava-
praph (1KB), that the woman has delivered (includ-
ing the placenta).
(4) The term “transfer” means the movement
{Including the discharge) of an individual outside a
hospitsl’s facilities at the direction of any perachn
employed by (or affiliated or agsociated, directly or
indirectly, with) the hespital, but does not include
such a movement of an individual who (A) has been
declared dead, or (13) leaves the facility without the
permission of any sueh porson.
{3) The term “hospital” includeg a critical access
hospital (as defined in section 1395x{mmi(1} of this
tithe).
() Preemption

The provisions of this section do not preempt any
State or local Taw requirement, except 1o the extent
that the requirement direcily conflicts with a require-
ment of this section.

(g) Nondiscrimination

A participating hospital that has speeialized capabil-
ities o fycilities (such as bwrn units, shoek-frauma
units, neonatal intensive care units, or (with respect w
rural areas) repional refurral centers as identified by
the Secretary in regulation) shall not refuse Lo accept
an approprizte transfer of an individual who requires
such specialized capabilities or facilities if the hospital
has the capacity to treat the individual,

(h) No delay in examination or treatment

A participating hospital may not delay provision of
an appropriate medical screening examination re-
quired under subsection (a) of this seetion or further
medical cxamination and treatment required under
subseetion (b) of this section in order W inguire about
the individuals method of payment or insurance sta-
tus.

(i) Whistleblower prolections

A participating hospital may not penalize or take
adverse action againat a qualified medical persen de-
scribed o subsection (c)(1)(A)ii} or a physician be-
cause the person or physician refuses to anthorize the
transfer of an individual with an emergency medical
condition that has not been siabilized or against any

42 § 1395ee
SS4 § 1868

hospital employee because the employee reports a
vialation of 4 requirement of this section.

(Ang, 14, 1035, 0. 831, Title XVIIE § 1867, as added Apr. 97,
1986, Pub L. 99272, Title IX. § 9121¢h), 100 Stat. 164, and
amendid Oct. 21, 1986, Pub. L. 99-504, Title IX, § 9307{c)4),
100 Stat. 1906; Oer. 22, 1986, Pub.L. 99-514, Title XVIIL
§ 1895ik4), 100 Stat. 2943: Dec. 22, 1987, Pub.L. 100-201,
Title IV, § 4000, 101 Stal. 133056, 1330-57, Dec, 22,
1987, Pub.L. 100-203, Titde TV, § 4008(a)1), formerly
§ 4009aX1D), (2), 101 Staf. 133056, 183(-87; remumbered
and amendad July 1, 1888, PubL. 100-360, Title IV.
§ 41UbXEY A, 102 Stat. P71 Oct. 13, 1983 Publ.
100485, Titie V1, § 608(di(IB)E}, 102 Stal, 2419 Dec. 14,
1989, Pub.L. 101234, Title V1, §§ G003(@)D)(xv), 6211{a)
to (h), 103 Stat. 2154, 22450 Nov. 5, 1990, Pub.L. 101-508,
Title 1V, §§ 4008(LX1) Lo (3KA). 4207} INAL (2), (3, (){8),
104 Stat. 138844, 1388-117, 138R-124; renumbered and
armended Ocl. 31, 1994, Pub.L. 103432, Title 1, § 160(d)4),
(B)CA), 108 Stat, 4444; Aug. 5, 1997, Pubh.L. 106-33, Title IV,
§ 42016e)(1), ¥11 Stat. 373; Dec. 8 2003, Fub.l. 108-173,
Title VI, § 736(a)i4), Title DL § 044(h), {eXT), 117 Stal
2365, 2423.)

1 8o v origrinal.  Probably showld be followed by a comma.

§ 1395ee. Practicing Physicians  Advisory
Council; Council for Technology

and Innovatien
[S5A § 1868]
(a) Practicing Physicians Advisory Council
(1) Appointment
The Seeretary shall appeint, based upon nomina-
tions submitted by medical srganizations represent-
ing physicians, a Practicing Physicians Advisory
Council (in this subsection referred to as the “Coun-
cil”) to be composed of 13 physicians, each of whom
has submitted at least 250 eclaims for physicians'
services under this subchapior in the previous year.
At least 11 of the members of the Council shall be
physicians described in section 1395x(r)(1) of this
title and the members of the Council shall include
hoth partieipating and nonpartielpating physicians
and physicians practicing in rural areas and under-
served urban areas.

{2} Meetings

The Council shabl meet once during each calendar
quarter to discuss certain proposed changes in reg-
wations and cargier manual instructions related to
physician services identified by the Secrctary. To
the extent feasible and consistent with statotory
deadiines, such consultation shall occur before the
publication: of such proposed changes.

(8) Reimbursement of expensges

Members of the Council shall be entitled to re-
ceive reimbursement of expenses and per diem in
ieu of subsistence in the same manner as other
members of advisory councils appointed by the See-
retary are provided such reimbursement and per
diem under this subchapter.
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EXHIBIT B

(Insert 42 C.F.R, §489.24)
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chapter) for which Medicare payment would be made
if furnished by the hospital or by other providers or
suppliers under arrangements made with them by the
hospital,  For this purpose, 4 charge by another pro-
vider or supplier for such an iter or service is treated
as a charge by the hospital for the itew or serviee, and
is also prohibited.

() |Reserved]

(h} Items and seivices (other than those described
in §8 489.20(8)1) through (158)) required to be fur-
nished under § 489.20(s} Lo a resident of an SNF
(defined in § 411.15(p) of this chapler), for which
Medicare payment would be made if furnished by the
SNF or by other providers or suppliers under ar-
rangements tnade with them by the S8NF. For this
purpose, a charge by another provider or supplier for
such an item or service is treatled as a charge by the
SNF for the item or service, and is also prohibited.
£45 FR 22037, April 4, 1980; 48 FR 36538, Sept. 1, 1983; 49
FR 324, Jan. 3, 1984; 51 FR 22052, June 17, 1986; 52 FR
27765, July 23, 1987, 60 FR 63189, Dec. 8, 1995 64 FR
41653, July 30, 1949; 65 FR 46796, July 31, 2000; 6f FR
62646, Ocl. 19, 2000; 66 FR 39601, July 31, 2001]

§ 489.22 Special provisions applicable to pre-
payment requirements,

(a) A provider may not require an individual enti-
tled to hospital insuranee benelits o prepay in part or
in whole for inpatient services as 4 conditien of admit-
tance as an inpatient, except where it is clear upen
admizsion thal payment under Medicare, Part A can-
not be made. .

() A provider may not deny covered inpatient ser-
vices Lo an individuzl enlitled to have payment made
for those services on the ground of inability or failure
fo pay a requested amount al or before admission.

(¢) A provider may not eviel, or threaten to eviet,
an individual for inability t¢ pay a deductible or a
coinsurance amount required under Medicare.

() A provider may not charge an individoal for (1)
its agreement to admit or readmif the individual on
some specified future date for covered inpatient ser-
viees: or (2 for failurc to remain an inpatient for any
agreed-upon length of thme or for faflure to give
advance notice of departuve from the provider's facili-
ties.

[68 FR 46072, Aug. 4, 2003]

§ 489.23 Specific limitation on charges for ser-
vices provided Lo certain enrollees
of fee-for-service FEXB plans.

A provider that furnishes inpatient hospital services
ta a retived Federal worker age 65 or older whe is
enrolied in a fee-for-service FIOHEB plan and whe is
not covered under Medicare Part A, must accept, as
payment in full, an amount that approximates as
closely as possible the Medicare inpatient hospital
prospoctive payment system (PPS} rate established
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under part 412, The payment to the provider is
composed of a payment from the FEHB plan and a
payment {rom the enrollee. This combined payment
approxitstes the Medicare PPS rate.  The payment
from the FEHB plan approximates, as closcly as
possible, the Medicare PPS rale minus any applicable
enrollee  deductible, coinsurance, or copayment
amount. The payment from the enrollee is equal to
the applicable deductible, coinsurance, or copayment
amount.

[62 FR 56110, Oct. 29, 1997]

§ 489.24 Special responsibilities of Medicare
hospitals in emergency cases.

(n) Applicability of provisions of this section,

{1) In the cuse of & hospital that has an emergency
department, if an individual {whether or not eligible
for Medicare benefily and regardless of ability to pay)
“oomes to the emergency department”, as defined in
paragraph (b} of this section, the hospital must—

(@ Provide an appropriate medical sereening exami-
nation within the capability of the hospital's emergen-
¢y department, including ancillary services routinely
avaitable to the emergency department, to determine
whether or not an emergency medica! condition exists.
The examination must be conducted by an individo-
al(e) wha is determined qualified by hospital bylaws or
rules and regulations and who meets the requirements
of § 48285 of Lhis chapter cencerning emergency
services persennel and direction; and

(i} If an emergency medical condition is deter-
mined o exist, provide any necessary stabilizing treat-
ment, as defined in paragraph {d} of this section, or an
appropriale transfer as defined in pavagraph (e) of
this section. 1f the hospital admits the individoal as
an inpatient for further treatment, the hospital’s obli-
gation under this section ends, as specified in para-
graph (d}2) of this section.

{2) Nonapplicability of provisions of this section.
Sanctions under this section for inappropriste transfer
during a national emergency do not apply to a hospital
with a dedicated emergency department located in an
emergency area, ss specified in section 1135(g)(1) of
the Act.

{b) Definitions. As used in this subpari—

Capacity mears the ability of the hospital to accom-
modate the individual requesting examination or treat-
ment of the transferred individual. Capacity encom-
passes such things as numbers and availability of
gualified slaff, beds and equipment and the hospital's
past practices of accommodating additional patients in
excess of its ovcupancy limits,

Comes to the emergency departmenl means, with
respect to an individual who is not a patient (as
defined in this section), the individual—
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(1) Has presented at a hospital's dedicated cmer-
geney department, as defined in this seetion, and
requusts examination or treatment for a medical con-
dition, or has such a request made on his or her
behalf. Tn the absence of such a request by or on
behall of the individuad, u request on behall of ithe
individual will be considered to exist if a prudent
lwyperson observer would believe, based on the indi-
vidual's appearance or behavior, that the individual
needs examination or treatment for a medical condi-
tion;

{2) Has presented on hospital property, as defined
in this section, other than the dedieated emergency
department, and requests examination or treatment
for what may bo an omergeney medical condition, or
hag such a roguest made on his or her behalf, In the
absence of sueh a request by or on hehali of the
irclividual, a request on behalf of the individual will be
considored to exdst if a prudent layperson observer
witld helieve, based on the individual's appuearance or
behavior, that the individual needs emergency oxami-
nation or treatment;

(3 is in a ground or sir ambulance owned and
operated by the hospital for purposes of examination
and treatment for & medical condition at a hospital's
dedicated emergency department, even if the amba-
lancs is not on hospital grounds.  However., an individ-
ual in an ambulanee owned und operated hy the
hospital is not considered to have “come to the hospi-
tal's emergency department” if—

(iy The ambulance is operated under community-
wide emergency medical service {EMS) protocols that
direct it to transport the individual to a hospital other
than the hospital that owns the ambulance; for exam-
ple, Lo the closest appropriate facility. In this case,
the individual is considered Lo have come to the emer-
peney department of the hospital to which the individ-
ual is trapsported, ot the time the individual is
brought onto hospital property;

{it) The ambulance is operated at the direction of a
physietan whe i3 not employed or otherwise affiliated
with the hospital that owns the ambulance; or

(4) T¢ in a ground or air nobhospital-owned ambu-
fance nn hospital property for presentation for exami-
nation and treatment for a medical condition at a
hospital's dedicated emergency department.  Howev-
or, an individual in a nonhospital-owned ambalance off
hospital property is not considered to have coma to
the hospital's emergency department, even if 2 mem-
ber of the ambulance staff contucts the hospital hy
telephone or telemetry communications and informs
the hespital that they want to transport the individual
to the hospital for examination and treatment. The
hospital may direct the ambalance to another facility
if it is in “diversionary status,” tha$ i3, it doos not
have the staff or facilities to accept any additional
cmoergency patients.  If, however, the ambulance staff

CODE OF FEDERAL REGULATIONS

disregards the hospital's diversion instruetions and
transports the individual onto hospital property, the
individual is considered to have come to the emergen-
cy department,

Dedicated emergency department means any de-
parlment or facility of the hospital, regardiess of
whether it is located on or off the main hospital
campus, that meels af least one of the following
requirements:

{1} Tt ig lHeensed by the State in which it is Jocated
under applicable State law as an emergency room or
emergency department;

{2) It is held nub to the public (by name, posted
signs, advertising, or other means) as a place that
nrovides eare for ermergency muodical conditions on an
urgent hasis without requiring a previously scheduled
appuintment; or

(3} Daring the calendar year immediately preceding
the calendar year in which 4 determination under this
section is being made, based on a representative sam-
ple of patient visits that oceurred during that calendar
yoar, it provides at least one-third of all of its ouipa-
tient visits for the treatment of emergency medical
conditions on an urgent basis without vequiring a
previously scheduled appointment.

Emergency medical condition means—

(1) A medical condition manifesting itself by acute
symptoms of sufficient severity (including severe pain,
psychiatrie disturbances and/or symptoms of sub-
stanee abuse) such that the absence of fmmediate
medical attontion could reasonably be expected to
result ine-

(1) Placing the health of the individual (er. with
reapect to a pregnant woman, the health of the womuan
or her unborn child) in serious jeopardy;

(ii) Serious impairment to hodily functions; or

(dify Serious dysfunction of uny hodily organ or part;
ar

{2) With rospeet to 2 pregnant woman who is hav-
ing contractiong--

() That there is inadequate time to effect a safe
fransfer to another hospital before delivery, or

(i) That transfer may pose a threat to the health or
safety of the woman or the unborn child,

Hospital ineludes a eritieal necess hospital as de-
fined in section 1861mm)(1) of the Act.

Hospital property means the entire muin hospital
campus us defined in § 413.68(h) of this chupter,
incloding the parking lot, sidewalk, and drivewsy, but
excluding other areas or structures of the hospital’s
muin puilding that are not part of the hospital, sach as
physiciun offices, rural health centers, skilled nursing
facilities, or othor entities that participate separately
under Medicare, or restaurants, shops, or othur non-
medical facilities.
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Hospital with an emergency dopartment means a
hospital with a dedicated emergeney depuartment as
defined in this paragraph (b,

ingatient means an individual who is admitted to g
hospital for bed secupaney for purpases of receiving
inpatient. hospital services as deseribed in § 469.10(a)
of this chapler with the expectation that he or she will
remain at least overnight and oceupy 2 bed even
though the situation later develops that the individual
can be discharged or transferred (o another hospital
and dovs nol actually ose a hespital bed overnight,

Lahor means the process of childbirth boginning
with the fatent or carly phase of labor and continuing
through the delivery of the plaeenta. A woman BX-
rieneing contractions is in true labor unless u physi-
clan cortifies that, after a reasonable time of obsorva-
tion, the woman is in false labor.

Participating hospital means (1) a hospital or (2) a
eritical  aceess  hospital  as  defined in soction
LR6Tmm (1) of the Act that has entored inlo a Medi-
care provider agreement under seetion 1RG0 of the
Act.

Patient meang—

(1) An individual who has begun to receive outpa-
tient seyvices as part of an encounter, as defined in
§ 410.2 of thix chapter, othor than an encountor that
the hospital is obligated by this sectinn to provide;

) An individugl who has heen admitted as an
inpatient, as defined in this seclion.

Stabilized means. with respeel v ap “emergency
medical condition” as defined in this scction under
paragraph (1) of that definition, thal no material dete-
rioration of the condition is likely, within reasonzble
medical probability, ta resuit from or gccar during the
transfer of the individual from a facility or, with
respect 0 an “emergency medical condition” as de-
fined in thix section under paragraph (2) of that
definition, that the woman has delivered the child and
the placenta, .

To slabilize means, with respect to an “emergency
medical condition” as defined in this section under
paragraph (1) of that definition, to provide such medi-
cal treatment of the condition NeCCssary o assure,
within reasonable medical probability, that no material
deterioration of the condition is likely to result from
or oceur during the transfer of the individual from a
facility or that, with respect to an “emergency medical
condition” as defined in this section under paragraph
(2) of that definition, the woman has delivered the
child and the placenta.

Transfer means the movement. (including the dis-
ckarge) of an individual outside a hospitals facilities at
the direction of any person employed by (or affiliated
or associated, directly or indirectly, with) the hospital,
but does not include such 2 movement of an individual
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who {i) has been declared dead, or (i) leaves the
facility withoul the permission of any such person.

{©) Use of dedicated emergoncy department for
nenemergency services, I an individual comes to a
hospital’s dedicated emergency department and a re-
quest is made on his or her behalf for examination or
treutment far a medical condition, but the nature af
the request makes it clear that the medical condition
is nat of an emergency nature, the hospital is required
only to perform such sereening as would be appropri-
ate for any individual presenting in thal manaer, to
determing that the individual does nof have an emer-
geney modical condition.

() Necessary stalilizing treatment for emergeney
medical conditions,~-

(1) Gereral. Subject to the provisions of paragraph
{(d%2) of this seeion, if any individual (whether or not
eligible for Medicare henefits) comes to o hospital and
the hospital determines that the individual has an
umergency medival condition, the hospital must pro-
vide either—

(i) Within the capabilitios of the stall and facilitios
available at the hospital, for further medical examinu-
tion and treatmoent as roquired Lo stabilize the medicn]
condition.

(i) For transfer of the individual to ancther medical
facility in accordance with paragraph (v} of this sec-
tion,

(2)y Bxeeption: Application to inpaticnts.

() 1f a hospital has sereened an individual under
pavagraph (a) of this section and found the individual
1o have an emergeney medieat eondition, and admits
that. individual as an inpatient. in good faith in order to
stabilize the emergency medical conditien, the hospital
has satisfied its special responsibilities undor this
seclion with respect to that individual.

{ii) This section is not applicable to an inpatient.
who was admitied for clective (nonemergency) disgno-
sis or freatment,

(i} A hospital is required by the conditions of
participation for hospitals under Part 442 of this chap-
ter to provide care to ils inpatients in accordance with
those eonditiens of participation.

(3) Refusal to vonsent to treatment. A hospilal
meets the requirements of paragraph (DDA of this
section with respect to an individual if the hospital
offers the individual the further medical examination
and freatment described in that paragraph and in-
forms the individual {cr 4 person acting on the individ-
ual’s behalf of the risks and benefits to the individual
of the examination and treatment, but the individual
{or 2 person acting on the individual’s behalf) does not
consent {o the examination or treatment. The medical
record must contain a deseription of the examination,
treatment, or both if applicable, that was refused by
or o behalf of the individuai. The hospital must tuke
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all reasonable steps to secure the individuals written
informed refasal (or that of the person acting on his or
her behalf), The written decuwment should indicate
that the person has been informed of the risks and
benefits of the examination or treatment, or both.

{4) Declay in exumination or treatment.

{i) A participating hospital may not delay providing
an appropriste medical screening examination re-
quired nnder paragraph (a} of this section or further
medical examination and treatment required under
paragraph {d)1) of this section in order to inguire
about the individual's method of payment or insuranece
status.

(i) A participating hospital may not seek, or direct
an individual to seck, authorization from the individu-
al's insurance company for sercening or stabilization
services 1o be furnished by a hospital, physician, or
nonphysician practitioner to an individual until after
the hospital has provided the appropriste medical
screening axamination required under paragraph (a)
of this section, and initiated any further medical exam-
ination and treatment that may be required to stabi-
lize the emergency medical condition under paragraph
()(1) of this seetion.

(iii) An emergency physician or nonphysician prac-
titioner is not procluded from contacting the individu-
al's physician at any time to scek advice regarding the
inddividuals medical history and needs that may be
relevant to the medieal treatment and screening of the
patient, as long as this consultation dees not inappro-
priately delay services required under paragraph (a)
or paragraphs (d}1) and (d)(2) of this section.

{iv) Hospitais may follow reasonable registration
praocesses for individuals for whom examination or
treatment is required hy this section, including askdng
whether an individual is insured and, if so, what that
insurance is, as long as that inguiry does not delay

screening or treatment. Reasonable registration pro-

cosses may not unduly discourage individuals from
remaining for further evaluation,

{5) Refusal to consent to transfer. A hospital
meets the requirements of paragraph (d)(1)(i) of this
section with respect to an individual if the hospital
offers to transfer the individual to another medical
facilily in accordance with paragraph (¢) of this see-
linn and informs the individual (or a person acting on
his or her behald) of the risks and benefits to the
individual of the transfer, but the individual (or a
persen acting on the individual's behalf) does not
consent to the transfer. The hospital must tale &l
reasonable steps 1o secure the individual's written
informed refusal {or that of a person acting on his or
her behalf), The written document must indicate the
person has been informed of the risks and benefits of
the transfer and state the reasons for the individuals
refusal. The medical record must contain a deserip-
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tion of the proposed transfer that was refused by or
on behalf of the individual.

{e) Restricting transfer unti] the individual is stahi-
lized-—

(1) General, If an individual at a hospital has an
emergency medieal condition that has not been stabi-
Hized {as defined in paragraph (b) of this section), the
hospital may not transfer the individual unless—

{i) The transfer is an appropriate transfer (within
the meaning of paragraph (e)(2) of this section); and

GiMA)Y The individuzl tor a legslly responsible per-
son acting an the individual's behalf) requests the
transfer, aftor being informed of the hospitals obli-
gations under this section and of the risk of transfer.
The request must be in writing and indicate the
reasons for the regnest as well ay indicate that he or
she is aware of the risks and henefits of the transfer,

(B) A physician (within the meaning of section
1863(r)(1) of the Act) has signed a certification that,
based upon the information availsble at the time of
transier, the medical benefils reasonably expected
from the provision of apprepriste medical treatmont
at another medieal facility outweigh the increased
risks to the individual or, in the case of a woman in
laber, 1o the woman or the unborn child, from being
transferred.  The certification must contain a sum-
mary of the risks and benefits upon which it is bused;
or

() If & physician is not physieally present in the
ernergency department at the fime an individusl is
transferred, a qualified moedical person {as determined
by the hospital in its hy-laws or rules and regulations)
has signed 2 cortification desceribed in paragraph
(eX1)iiXEB) of this section aflter & physician (as defined
in section 1861{r}(1} of the Act) in consaltation with
the qualified medical person, agrees with the certifica-
tion and subscquently countersigns the certification.
The certification must coniain a suramary of the risks
and henefits upon which it is based.

(Z) A transfer to another medical facility will be
appropriate only in those cases in which—

(i} The transferring hospital provides medical treat-
ment within ils capacity that minimizes the risks o
the individual's heatth and, in the cuse of a woman in
labor, the health of the unborn child:

(ify The receiving facility—

(A) Has available space and qualified personnel for
the treatment of the individual; and

(B) Haz agreed to accept transfler of the individual
and to provide appropriate medical treatment,

{iii) The transferring hospital sends to the receiving
facility all medical records (or copies thereof) related
to the emergency condition which the individual has
presented thut are available at the time of the truns-
fer, including available history, records related to the
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individual's emergency medical condition, ohservations
ol signs or symploms, preliminary diagnosis, results of
dragnosic studies or telephone reports of the studies,
treatment provided, resuils of any tesis and the in-
formed writlen eonsent or cortification (or copy thero-
of) reguired under paragraph (eI} of this seetion.
and the name and address of any on-call physician
{desceribed in paragraph () of thix seetion) who has
refased or faled to appear within a reasonable time 1o
provide necossary stabilizing treztment.  Other rec-
ords {egr., test results not yet available or historieal
reeords hot rendily available from the hospital's files)
must be senl as soon as practicable after transfer:
and

(vt The transfor is effecled through qualified per-
sonnel and transportation equipment, as required, in-
cluding the use of necessary and medically appropri-
ate lilo support measures during the transler,

(3 A participating hospital may not penalize or
take adverse action against a physician or & qualified
medival person deacribed in paragraph (eXDGINC) of
this section because the phyaician or qualified medical
preraon refuses to avthorize the transfor of an individ-
ual with an emergency medical condition thul has not
been stabilized, or against any hogpital eroplavee be
cause the employee reports a violation of & require-
ment of this seetion,

(D Recptenf hospital reaponsibilities, A participat-
ing hospita) that bas specialized capabilitios or facili-
tics (including, bul not lmited s, facilities such s
burn units, shock-trauma unifs, neonatal intensive
care units, or (with respect to raral arcas) regional
referral comterst may not refuse to accept from a
roferring hospital within the boundaries of the United
States an appropriste transfer of an individual who
requires such specialized capabilitios or facilities if the
receiving hospilal has the capacily to treat the individ-
ual.

{g) Termination of provider agreement.  If & hospi-
tal fails {0 meet the requirements of paragraph (a)
through () of this section, CMS may terminate the
provider agreement. in accordance with § 459.53,

th} Consultation with Quality linprovement Organi-
zations (QIOs )}

(13 General,  Except s provided in paragraph
()R of this section, in cases where a medical opinien
is necessary to determine a physician’s or hospitals
liability under section IS67(dX1) of this Aet, CMS
requests the appropriate QlO (with a contract under
Part B of title XI of the Act) to review the alleged
section 1867(d) violation and provide a report on s
findings in aceurdance with paragraph (R)}2)iv) and
{v) of this section. CMS provides to the QIO all
information relevand to the case and within its posses-
sion or control. CMS, in consultation with the OIG,
also provides to the QIO a st of relevant questions to
which the Q10 must respond in its report.
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(2} Notice of review and opportanity for discussion
and additional information. The QLO shall provide
the physician and hospital ressonable notice of its
review, a reasonable opportunily for discnssion, and
an opportunity for the physician and hospital to sub-
mit addilional information befure issuing ils report.
When a QIO receives @ request for consullation undor
paragraph (h)}1} of this section, the following provi-
sions apply—

(i} The Q10 reviews the case before the 15th calen-
dar day and makes its tentative findings.

(i) Within 10 calendar days of receiving the case,
the QIO gives written notice, senl by certified mail,
return receipl requested, (o the physician or the hos-
pital (or Loth if applicable),

(i} A) The writien notice must contain the follow-
ing information:

(1} The name of cach individual who may have heon
the suhject of the alleged violation,

(2) The date on which euch alleged violaution oc-
curred.

{(8) An invitation to mect, either by telephone or in
person, o discuss the ease with the QI0, and to
aubmit. additional information fo the QICQ within 30
calendar daya of receipt of the notice, and a statement
thal these rights will he waived if the invitation is not
accepled. The QO musl receive the information and
hold the meeting within the 80-day period,

() A copy of the regulations af 42 CFR 480,94,

(B) For purposes of paragraph (hI2)GEHIXA) of this
section, the date of receipt is presumed to be 5 days
after the certified mail date on the notice, uniess there
is a reasonable showing to the conlrary,

(iv) The physician or hospital (or both where appli-
cable) may request a mecting with the QIQ. This
meeting Is nnt designed {0 be a formal adversarisl
hearing or a mechanism for discovery by the physician
or hospital. The meeting s intended to afford the
physician and/or the hospital a full and fair opportw-
Ly to present the views of the physician and/or hospi-
tal regarding the case. The following provisions apply
{o that meeting:

(A) The physician and/or hospital has the right to
have legal counsel present during that meeting,  How-
ever, the QIO may contrul the scope, exent, and
manner of any questioning or any other presentation
hy the atterncy. The Q10 may ulso have legul coun-
sel present.

(B) The QIO makes arrangements so that, if re-
quested by UMS or the O1G, a verbatim transeript of
the mecting may be gencrated. If CMS or OlG
requests a franscripl, the aflfecied physician and/or
the affected hospital may request that CMS provide a
copy of the transcript.
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(C) The QIO affords the physician and/or the hospi-
tal an opportinity lo present, with the assistance of
counsel, expoert testimony in cither oral ar written
form on the medical issues presented.  However, the
QIO may reasonably limit the number of witnesses
and length of such testimony if sueh testimony is
irrelevant or repetitive.  The physician and/or hospi-
Lal. direetly or through conmsel, may diselose patient
records to potential expert witnesses without violating
any nun-diselesure requirements set forth in part 476
of this chapler,

(D} The QIO is not obligated to consider any addi-
tional information provided by the physician andor
the hospital alter the meeting, unless, hefore the ond
of the meeting, the QIO requests that the physician
alfor hospitad submit. additional information to sup-
port the chaima. The QIO then atlows the physician
andfur the hospital an additional peried of tme, not to
exceed & calendar days frors the meeting, 1o submit
the relevant information to the QIQ.

tv) Within 60 calondar days of receiving the cuse,
the QIQ nust submit to CMS 2 roport on the QIS
findings.  CMS provides capies to e O and to the
affected physician and/or the affected hospital.  The
report must contain the nause of the physician and/or
the hospital, the name ol the individugl, and the dates
and fimes the individusl arrived ot and was trans-
ferred tor discharged) from the hospital,  The report
provides expert imodical opinion regarding whether
the individual invoived had an emorgoncy medical
condition, whether the individnal's emergency moedical
condition was atubilized, whether the irdividual was
transferred appropreiately, ami whether there were
ahy medical utilization or quality of cure issues in-
volved in the case.

(vi) The report roquired undor parngraph thiyw)
of thig section should not stiate an opinion or conelu-
sion as to whether section 1867 of the Act or § 489,24
has been violated,

{3} If a delsy wonld jeopardize the health or safety
nf individuals or when there was no sereening exani-
nation, the QIO review dederibed in this seetion is not
vequired before the QLG may impose civil monetary
penaltios or an exclusion in accordance with section
TRETULY of the Aet and 42 CEFR part 1003 of Lhis
Litle.

(1} I the QIO determines after a preliminary re-
view that there was an appropriate medieal sereening
examination and the individual did aot have an emer-
geney medieal condition, as defined hy paragraph (b)
of this section, then the Q1O may, at its diseretion,
return the cuse to ('MS and not moeet the require-
ments of paragraph (h) except {or those in paragraph
thi2iv).

(1 Releuse of QIO assessments.  Upon request,
CME may release a QIO assessmenl Lo the physician
and/or hospital, or e alfcetod individual, or his or
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her representative.  The QIO physician’s identity is
confidential unless he or she consents to its release.
(Scee §§ 476.132 and 476,133 of this chapter.)

() Avadlahility of on-call physiciang.

{I) Each hospital must maintain an on-cail list of
physicians on its medical stafl in a manner that hest
meets the needs of the houpital's patients whoe are
recuiving services required under this scetion in aceor-
dance with the resources available tu the hospital,
inciuding the availability of on-eal] physicians,

{2) The hospital must have wrilten policies and
procedures in place--

(i) To respond to situations in which u puartiealar
speciaity is not available or the on-call physician can-
not respend because of circumstances beyond the
physician’s control; and

iy To provide that emergency sorviees are avail-

able to meet the needs of patients with cmergency
nedical conditions i it cleets 1o purmit on-eall physi-
cians 10 schedule elective surgery during the time that
they are on call or to permit on-call physicians to have
stmaltaneous an-call duties,
(62 FR 6037, Aag, 29, 107 65 FTROIBKMS, April 7, 2000: 65
FR 0515, June 30, 2000; 65 FR 58019, Oct. 1 2000; 66 FR
SUTEN, Oct. 8, 20007 66 FR 1599, Jas, 9, 2000 66 MR 50923,
Nov, 30, 2001; 68 FR 53262, Sepl. 1, 2008]

§ 489.25 Specinl  requirements  concerning
CHAMPUS and CITAMPVA pro-
grams.

For inpationt services, a hospital that participales in
the Medicare program nust participate in any health
plan contracted under 10 U.8.C. 1079 or 1086 (Civilian
Health and Medical Program of the Uniformed Sor-
viees) and umder 38 U.8.0. 613 (Civilian Health and
Meadical Program of the Veterans Administration) and
aceept the CHAMPUS/CHAMPVY A-determined allow-
able amount as payment in full, less applicable deduct-
ible. patient eost-nhare, and noneovered items, Hospi-
tals must meet the requirements of 32 CFR part 199
converning program benefits under the Department of
Defense. This section applies to inpatient servicos
furnished to heneficiaries admitted on or after Janu-
ary 1, 1087,
|3 FR 32123, June 22, 1994

§ 489.26  special requirements concerning vel-
erana.

For inpalient services, a hospital that participates in
the Medicare program must admit any veteran whose
admission is authorized by the Department of Veter-
ans Affairs under 38 US.C. 608 and must meet the
recuireraenty of 3% CFR part 17 concerning admis-
sions  practices  and  payment  methodology  and
amounts. This seclion applies Lo services furnished to
veterans admittod on and after July 1, 1987,
|59 FR 32123, June 22, 10
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EXHIBIT C

6. A written agreement with a Cardiac Surgery facility shall be submitted to the HCA which
addresses the appropriate transfer of patients to the Cardiac Surgery facility in a manner that is
consistent with the requirements of the Emergency Medical Treatment and Active Labor Act (42
U.S.C. §1395dd), and which addresses the minimization of duplicative procedures and the
advancement of performance improvement through joint training and education efforts. The
Authority encourages the West Virginia Cardiac Surgery facility in closest proximity to the
applicant to develop and execute such a written agreement. If the West Virginia Cardiac Surgery
facility in closest proximity to the applicant is presented with a written request for such an
agreement at least 30 days before the applicant files its application to provide Primary PCI, and
the West Virginia Cardiac Surgery facility refuses or fails to execute such an agreement on or
before the date that the applicant actually files its application, then the Authority shall waive the
condition set forth in Article [V(C)(1) applicable to elective Therapeutic Cardiac Catheterization
services, and permit the applicant at its discretion to amend its application to include the
provision of elective Therapeutic Cardiac Catheterization services.

{C1291795.1)



