PUBLIC LAW 102-539—OCT. 27, 1992 106 STAT. 3547
Public Law 102-539

102d Congress
An Act
To amend the Public Health Service Act to establish the authority for the regulation _ Oct. 27, 1992
of mammography services and radiological equipment, and for other purposes. [H.R. 6182]
Be it enacted by the Senate and House of Representatives of
the United States of America in Congress assembled, glf:lli?}mphy
SECTION 1. SHORT TITLE. Standards Act of

This Act may be cited as the “Mammography Quality Standards 13 USC 201 note.
Act of 1992”.

SEC. 2. CERTIFICATION OF MAMMOGRAPHY FACILITIES.

Part F of title III of the Public Health Service Act (42 U.S.C.
262 et seq.) is amended by adding at the end the following new

subpart:
“Subpart 3-—Mammography Facilities

“SEC. 354. CERTIFICATION OF MAMMOGRAPHY FACILITIES, 42 USC 263b.

“(a) DEFINITIONS,—As used in this section:

“(1) ACCREDITATION BODY.—The term ‘accreditation body’
means a body that has been approved by the Secretary under
subsection (eX1)(A) to accredit mammo, aphy facilities.

“(2) CERTIFICATE.—The term oerl;lﬁcate means the certifi-
cate described in subsection (b)(1).

“@3) FACILITY.—

“(A) IN GENERAL.—The term ‘facility’ means a hospital,
outpatient department, clinic, radiolo leactme or mobile
unit, an office of a phyaman or other facility as determined
by dtlhe ﬂ;tag tl!xmt conducts ll:'.l;;eai::l'c;1 c:&neersﬁenmg
or diagnosis ugh mammography activities. term
glgs_ not include a facility of the Department of Veterans

airs.

“B) AcTiviTIES.—For the purposes of this section, the
activities of a famhty include the operation of equipment
to produce the mammogram, the processing of the film,
the initial mter;;retataon of the mammogram and the view-
ing cond:tmns or that interpretation. Where procedures
such as the film processing, or the interpretation of the

are perft in a location different from
where ammogram is performed, the facility perform-
the mammo hall be responmble for meeting the

ity stan deambedmaubaectmn .

(4) IN&PECTION ~—~The term ‘inspection’ means an onsite
evaluation of the facility by the Secretary, or State agency

on behalf of the Secretar%
“(5) MAMMOGRAM.—' term ‘mammogram’ means a radio-

graphlc image produced through mammography
“6) MAMMOGRAPHY.—The term ‘mammography’ means
radiography of the breast.
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“(7) SURVEY.—The term ‘survey’ means an onsite l;]:'l'nyx;ima
consultation and evaluation performed by a medical physicist
as described in subsection (f(1)(E).
“(b) CERTIFICATE REQUIREMENT.—

“(1) CERTIFICATE.—No facility may conduct an examination
or procedure described in paragraph (2) involving mammog-
raphy after October 1, 1994, unless facility obtains—

“(A) a certificate—

“(i) that is issued, and, if applicable, renewed, by
the Secretary in accordance with subsection (c)(1);

“(ii) that is applicable to the examination or proce-
dure to be conducted; and

“(iii) that is displayed prominently in such facility;

or

“(B) a provisional certificate—

“(i) that is issued by the Secretary in accordance

with subsection (e)2);

“(ii) that is applicable to the examination or proce-
dure to be conducted; and
“(iii) that is displayed prominently in such facility.
The reference to a certificate in this section includes a provi-
sional certificate.

“(2) EXAMINATION OR PROCEDURE.—A facility shall obtain
a certificate in order to—

“(A) operate radiological equipment that is used to
image the breast;

“(B) provide for the interpretation of a mammogram
produced by such equipment at the facility or under
arrangements with a qualified individual at a facility dif-
ferent from where the mammography examination is per-
formed; and

“(C) provide for the processing of film produced b
such equipment at the facility or under arrangements wi
a qualified individual at a facility different from where
the mammography examination is performed.

“(c) ISSUANCE AND I&:NEWAL OF CERTIFICATES.—

“(1) IN GENERAL.—The Secretary may issue or renew a
certificate for a facility if the person or agent described in
subsection (d)1)(A) meets the applicable requirements of sub-
section (dX1) with relgpect to the facility. The Secretary may
iasueaor renew a certificate under this paragraph for not more

years.

“(2) PROVISIONAL CERTIFICATE.—The Secretary may issue
a provisional certificate for an entity to enable the entity to

ualify as a facility. The applicant for a provisional certificate
shall meet the requirements of subsection (d)(1), except provid-
ing information required by clauses (iii) and (iv) of subsection
?Eﬁl)(.&). A tiﬂrwiazional certificate may be in effect no longer
than 6 mon from the date it is issued, except that it may
be extended once for a period of not more than 90 days if
the owner, lessor, or agent of the facility demonstrates to the
Secretary that without such extension access to mammogrgl]}y
in the geographic area served by the facility would be signifi-
cantly reduceg and if the owner, lessor, or agent of the facility
will describe in a report to the Secre steps that will be
(t'glﬁl}l to qualify the facility for certification under subsection
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“(d) APPLICATION FOR CERTIFICATE.—
“(1) SuBMISSION.—The Secretary may issue or renew a
certificate for a facility if—

“(A) person who owns or leases the facility or
an authorized agent of the person, submits to the Secretary,
in such form and manner as the Secretary shall prescribe,
an application that contains at a minimum—

“(i) a description of the manufacturer, model, and

S Lt 1 R O sty

essor in ormance o

by the facility; s

“(@ii) a description of the procedures currently used

to provide mammography at the facility, including—

“(I) the of procedu::fpexfonped and the

:::lnzlmber ﬂt::‘ procedures ormed in the prior

months;

“(IT) the methodologies for mammography; and

“III) the nmmal;ggl and qualiﬁcationl::hy(edu-

rosgusesboc o kot Sorealoa meprorylod

orming ) e

ﬂ-omhyumthe reading and interpreting results

ures;

“(iii) proof of on-site survey by a i medical
ysicist as described in subsection (f)(1XE); and

“(iv) psl;":]lf of accredi 't:n‘ti?n in such manner as the

Secretary z
“(B) the person or agent submits to the Secretary—
“(i) a satisfactory assurance that the faahtﬂazﬂl
be operated in accordance with standards established
by the Secretary under subsection (f) to assure the
safety and accuracy of mammogra&l;y;
‘Yii) a satisfactory assurance that the facility will—

“(I) permit inspections under subsection (g);

“(II) make such records and information avail- Records.
able, and submit such reports, to the Secretary Reports.
as the Secretary may require; and

“(IIT) update the i tion submitted under
subparagraph (A) or assurances submitted under
this subparagraph on a timely basis as required
by the Secretary; and
“(iii) such other information as the Secretary may

require.

An applicant shall not be required to provide in an application
under subparagratgl: (A) any information which the applicant
has supplied to accreditation body which accredited the
applicant, except as re&u;red by the Secretary.

“(2) ApPPEAL.—If Secretary denies an application for
the certification of a facility submitted under p ph (1XA),
the Secretary shall provide the owner or lessor o thefaci]itﬁ
or the agent of the owner or lessor who submitted
application—

“(A) a statement of the grounds on which the denial

h%’ i for peal rdance with

an opportunity an a in accol wi
the ures set forth in pt.ionsoftheSecretary
published at 42 C.F.R. 498 in effect on the date of
the enactment of this section.
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“(3) EFFECT OF DENIAL.—If the application for the certifi-
cation of a facility is denied, the facility may not te unless
the denial of the application is overturned at conclusion
of the administrative appeals process provided in the regula-
tions referred to in paragraph (2)B).

“(e) ACCREDITATION.—

“(1) APPROVAL OF ACCREDITATION BODIES.—

“(A) IN GENERAL.—The Secretary may approve a pri-
vate nonprofit organization or State agen to accredit
facilities for purposes of subsection (dX1 iv) if the
accreditation meets the standards for accreditation
established by the Secretary as described in subparagraph
Eg; and provides the assurances required by subparagraph

“(B) STANDARDS.—The Secretary shall establish stand-
ards for accreditation bodies, including—
tup:g) standards that require an accreditation body
orm—

“I) a review of clinical images from each facil-
ity accredited by such body not less often than
every 3 years which review will be made by quali-
fied practicing physicians; and

E’(II} a review of a random sample of clinical
images from such facilities in each 3-year period
beginning October 1, 1994, which review will be
made by qualified practicing physicians;

“(ii) atan&nrda that prohibit individuals conducting
the reviews described in clause (i) from maintaining
any financial relationship to the facility undergoing
review which would constitute a conflict of interest;

“(iii) standards that limit the imposition of fees
for accreditation to reasonable amounts;

“(iv) standards that require as a condition of
accreditation that each facility undergo a survey at
least annually by a medical physicist as described in
subsection (f{1XE) to ensure that the facility meets
the standards described in subparagraphs (A) and (B)
of subsection (f)(1);

“(v) standards that require monitoring and evalua-
tion of such survey, as prescribed by the Secretary;

“(vi) standards that are equal to standards esta
lished under subsection (f) which are relevant to
accreditation as determined by the Secretary; and

“(vii) such additional standards as the Secretary

may require.

“(CY ASSURANCES,—The accrediting body shall provide

the Secretary satisfactory assurances that the body will—

“(i) comply with the standards as described in
subparagraph (B);

“(ii) 1(:0(1;1)1:1)7 with the requirements described in

paragra 3

“R(ng, submit to the Secretary the name of any
facility for which the accreditation body denies, sus-
pends, or revokes accreditation;

“(iv) notify the Secretary in a timely manner before
btl:l accreditation body changes the standards of the

Y
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“(v) notify each facility accredited by the accredita-
tion body if the Secretary withdraws approval of the
accreditation body under paragraph (2) in a timely
manner; and

“(vi) provide such other additional information as
the Secretary may require.

“(D) REGULATIONS.—Not later than 9 months after the
date of the enactment of this section, the Secretary shall
promulgate regulations under which the Secretary may
approve an accreditation body.

“(2) WITHDRAWAL OF APPROVAL,—

“(A) IN GENERAL.—The Secretary shall promulgate Regulations.
regulations under which the Secretary may withdraw the
approval of an accreditation body if the Secretary deter-
mines that the accreditation body does not meet the stand-
ards under subparagraph (B) of paragraph (1), the require-
ments of clauses (i) through (vi) of subparagraph (C) of
p ph (1), or the requirements of ]}mrag'rap (4).

B) EFFECT OF WITHDRAWAL.—If the Secretary with-
draws the approval of an accreditation body under subpara-
ph (A), the certificate of any facility accredited by the
g?iy shall continue in effect until the expiration of a
reasonable period, as determined by the Secretary, for such
facililxrctg obtain another accreditation.
“3) REDITATION.—To be accredited by an approved
accreditation body a facility shall meet—

“(A) the standards described in aph (1)(B) which
t.l:u;]l Secretary determines are applicable to the facility,
an

“(B) such other standards which the accreditation body
may require.

“(4) CoMPLIANCE.—To ensure that facilities accredited by
an accreditation body will continue to meet the standards of
the accreditation body, the accreditation body shall—

“(A) make onsite visits on an annual basis of a suffi-
cient number of the facilities accredited by the body to
allow a reasonable estimate of the performance of the body;

and
“(B) take such additional measures as the Secretary
determines to be appropriate.
Visite made under sub aph (A) shall be made after provid-
ing such notice as the tary may require.

“(5) REVOCATION OF ACCREDITATION.—If an accreditation
body revokes the accreditation of a facility, the certificate of
the facility shall continue in effect until such time as may
be determined by the Secretary.

“(6) EVALUATION AND REPORT.—

“(A) EVALUATION.—The Secretary shall evaluate
muallyb the performance of each approved accreditation
y by—
“@) msgctmg under subsection (51)(2) a sufficient
number of the facilities accredited by the body to allow
a r';aaonable estimate of the performance of the body;
an
“(ii) such additional means as the Secretary deter-
mines to be appropriate.
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“B) ReEPORT.—The Secretary shall ann repare
and submit to the Comtmt.t.ee on Labor an
Resources of the Senate and the Commlttee on Energy
and Commerce of the House of Representatives a re rt
that describes the results of the evaluation condu
accordance with subparagraph (A).

“B QUAu'nr STANDARDS.—

IN GENERAL.—The standards referred to in subsection

(d)(l)(B)(lJ are standards established by the Secretary which
include—

“(A) standards that require establishment and mainte-
nance of a quality assuranes and %uahty control program
at each fnuﬂty that is a appropnate to ensure
the reliability, clarity, an accumcy of interpretation of
mammog‘rams and standards for appropriate radiation

&(B) standards that require use of radiological equip-
ment s esigned for mammography, incl
radmloglc stan and standards for other equipment
and materials used in conjunction with such equipment;

“C) a requirement that personnel who perform

hy—
='.‘r( )l(’l)ybe licensed by a State to perform radiological
ures; or
“(II) be certified as qualified to perform mdlologlcal
Froeedures by an organization described in paragraph

“(n) during the 2-year period beginning October
: r}994 meet. tmmmhg standardst for personnel who

orm m or meet experience uire-
?neants which :};Eﬂ 1‘;:!} ya mmmot}m lg:lude e n‘{
experience in the performance of mammography; an

“(iii) upon the expiration of such 2-year iod
meet minimum training standards for personnel who

%{ormmammogr:x:ﬁt o
a requirement that mammograms be interpreted
aphyaimr?nwhomcemﬁeduquahﬂedtomrpret

radm cal procedures, including mammogra
hgl“(: ) by a board described in parggryaph (2XB);

“(II) b'{ed rogram that com hea with the stand-
"(u) o meets mﬂggmz)(cd tinuing medical

who mee and con
educahon requirements as established by the Sec-

or

"(E) a rement that individuals who surve
m?mnht.les v

be medical physicists—
;‘:) licensed or approved a State to perform

such surveys, reviews, or inspections for mammog-

facilities;

ii) certified in dxgn::rfhc radiologi physuI:)s or
certified as qualified orm s surveys by a
boardudesmbedmparagraph (2XD); or

“(iii) in the first 5§ years after the date of the
enactment of this section, who meet other criteria
established by the Secretary which are comparable
to the criteria described in clause (i) or (ii);
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“(F) a requirement that a medical physicist who is
ed in mammogra as described m subparagraph
) survey mammograp 51 eqtupment and oversee quality
assurance practwes at ea
“G) a requirement that-—-

“(i) a facility that performs any mammogram main- Records.
tain the mammogram in the permanent medical
records of the patient—

“I) for a penod of not less than 5 years, or

Srare of ik calioes e SO e fosiity,

grams of 8 nt are 0 at the facility,

orl if mm‘:?!atedb State law; or

) until such tlme as the patient should
request that the eglt;,t.uanl:’s medical records be for-

warded to a medical institution or a physician

of the patient;
whichever is longer- and

“GiXI) a facility must assure the preparation of Reports.
a written report of the results of any mammography
examination signed by the in ting physician;

“(II) such written report be provided to the
patient’s pl,?mclans (if any);

“(1II) uch a physman is not available or if
there is no such &e the written report shall
be sent directly to patient; and

:'.Imailf m:u:hl dereport is sent t:ntet.he i):hentgu%
repo; include a s written in terms
understood by son; and
“(H)standardsreungtospeualtechmqueafor

of tlents with breast implants.
Suhparagraﬁ thy shm;’l‘ll not be construed top limit a patient’s
access to the patient’s medical records.

“(2) CERTIFICATION OF PERSONNEL.—The Secretary shall Regulations.
" ahon—;wfy rganizations eligible to certify individuals
“(A) s 0 ons indivi
to p;r{gi%}mdmlomcal procedures as required by para-
grap 4
“B) boards eligible to certify physicians to
interpret radio ro::el‘;81 , including mammography,

as rﬂ-?“md asraph {1)(D}*
C) h{pnr standards for a program to certify physi-
aragraph (1XD); and

boards eligible to carhfy medical physicists

who m q survey mammography equipment and
to ov;::ea quahty nssurance practices at mammography

“(g) INSPECTIONS.—
“1) ANNUAL INSPECTIONS.—

“A) IN GENERAL.—The Secretary may enter and
inspect certified facilities to determine compliance with
e R AL

a e
authority to make such i umpecleg:m

“(B) IDENTIFICATION.—The Secretary, or State agency
acting on behalf of the Secretary, may conduct inspections
only on presenting identification to the owner, operator,
or agent in charge of the facility to be inspected.
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“(C) SCOPE OF INSPECTION.—In conducting inspections,
the Secretary or State agency acting on bel of the
(i) shall have access to all equipment, materials,
records, and information that ie Secre :lxl' Statahte
agency considers necessary to determine whether the
facility (ils being operated in accordance with this sec-
tion; an
“(ii) may copy, or require the facility to submit
to the Secretary or the State agency, any of the mate-
rials, records, or information.

“D) QUALIFICATIONS OF INSPECTORS.—Qualified
individuals, as determined by the Secretary, shall conduct
all inspections. The Secretary may request that a State
agency acting on behalf of the Secretary designate a quali-
fied officer or employee to conduct the i ctions, or des-
ignate a qualified Federal officer or employee to conduct
inspections. The Secretary shall establish minimum quali-
fications and appropriate training for inspectors and
criteria for ification of ins rg in order to inspect
facilities for compliance with subsection (f).

E) FREQUENCY.—The Secre or State agency act-
ing on behalf of the Secretary shall conduct inspections
under this paragraph of each facility not less often than
ann /
“(F) RECORDS AND ANNUAL REPORTS.—The Secre

or a State agency acting on behalf of the Secretary whic

is responsible for inspecting mammography facilities shall

maintain records of annual inspections required under this
garagraph for a period as prescribed by the Secretary.

uch a State agency shall annually prepare and submit
to the Secretary a report concerning the inspections carried

out under this paragraph. Such reports shall include a

description of the facilities inspected and the results of

such inspections.

“(2) INSPECTION OF ACCREDITED FACILITIES.—The Secretary
shall inspect annually a sufficient number of the facilities
accredited by an accreditation body to provide the Secretary
with a reasonable estimate of the performance of such body.

“(3) INSPECTION OF FACILITIES INSPECTED BY STATE AGEN-
CIES.—The Secretary shall inspect annually facilities inspected
by State agencies acting on behalf of the Secretary to assure
a reasonable performance by such State agencies.

“(4) TIMING.—The Secretary, or State agency, may conduct
inspections under paragraphs (1), (2), and (3), during regular
business hours or at a mutually agreeable time and after
providing such notice as the Secretary may prescribe, except
that the Secretary may waive such requirements if the contin-
ued performance of mammography at such facility threatens
the public health.

“(5) LIMITED REINSPECTION.—Nothing in this section limits
the authority of the Secretary to conduct limited reinspections
of facilities found not to be in compliance with this section.
“(h) SANCTIONS.—

“(1) IN GENERAL.—In order to promote voluntary compli-
ance with this section, the Secretary may, in lieu of taking
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the actions authorized by subsection (i), impose one or more
of the following sanctions:

“(A) Di plans of correction which afford a facility

an o.ggorhmity to correct violations in a timely manner.

) Payment for the cost of onsite monitoring.
“(2) CIVIL MONEY PENALTIES.—The Secretary may assess
f1*.-ci:.ri1 money penalties in an amount not ' to exceed $10,000
p_

”eﬁ:(A)(bfnilure to obtain a certificate as required by sub-
n

“(B) each failure by a facility to substantially comply

i . ks facility fails to substantially

t(aﬁmpl{h with, the sta;dards &tfbhahed under (;;Ibsection

or the requirements described in subclauses (I) through

(III) of subsection (d)X1)(B)Xii), and

“C) each violation, or for each aiding and abetl:inﬁ
in a violation of], provision of, or regulation promulgate
under, this sscti::{y an owner, operator, or any employee
of a facility required to have a certificate.

“(3) PROCEDURES,—The Secre shall develop and imple-
ment procedures with respect to when and how each of the
sanctions is to be imposed under paragraphs (1) and (2). Such
P ures shall provide for notice to the owner or operator
of the facility and a reasonable opportunity for the owner
or oEarator to msPond to the pro sanctions and appro-
priate procedures for appealing de inations relating to the
1mposition of sanctions.

“(i) SUSPENSION AND REVOCATION.—
“(1) IN GENERAL.—The certificate of a facility issued under
subsection (c) may be suspended or revoked if the Secre
ds, after providing, except as provided in paragraph (2),
reasonable notice and an opportunity for a hearing to the
owner or operator of the facility, that the owner, operator,
or any employee of the facility—
) has been guilty of misrepresentation in obtaining
the certificate;

“(B) has failed to comply with the requirements of
subsection (dX1)XB)ii)III) or the standards established by
the Secretary under subsection (f);

“C) has failed to comply with reasonable requests
of the Secretary for any record, information, report, or
material that the Secre concludes is necessary to deter-
mine the continued eligibility of the facility for a certificate
or continued compliance with the established
under subsection (f);

“(D) has refused a reasonable request of the Secretary,
any Federal officer or employee lt-l‘ﬁ designated by the
Sacretagr, or any State officer or employee duly designated
by the State, for permission to ins the facility or the
operations and pertinent records of the facility in accord-
ance with subsection (g);

“(E) has violated or aided and abetted in the violation
of any provision of, or regulation promulgated under, this
section; or

“(F) has failed to comply with a sanction imposed under
subsection (h).

“(2) ACTION BEFORE A HEARING.—



106 STAT. 3556

Courts.

Upo
injunction or reatrammg order against continuation of the activity
or

PUBLIC LAW 102-539—OCT. 27, 1992

“(A) IN GENERAL.—The Secretary may suspend the cer-
Tl e
y p es the ng
dem; ph (1) and determines that—

“(i) the failure of a facility to comply with the
standards established by the Secretary under sub-
section (f) presents a serious risk to human health;
or

: :lgii) a facili i:;;(rnl;aa &::1 in an lf.t(:ii'i)on described

ins grap or paragrap ¥

“(B) G.—If the Secretary suspends a certificate
under snbparagraﬂl;m(_lA}, the Secretary shall provide an
opportunity for a gg to the owner or rator of the
facility not later than days from the effective date of
the sus ion. The suspension shall remain in effect until
the decision of the Secretary made after the hearing.

“(3) INELIGIBILITY TO OWN OR OPERATE FACILITIES AFTER
REVOCATION.—If the Secretary revokes the certificate of a facil-
i onthebasiaofanactdescribedinpam'ﬁrnphtl).no TSON
who owned or operated the facility at the time of the act
may, within 2 geam of the revocation of the certificate, own
or operate a facility that requires a certificate under this
section.

“G) INJUNCTIONS.—If the Secretary determines that—

“(1) continuation of activity related to the provision
of aphy by a faacl:?h!ty would constitute a serious risk
to human eaTth, e Secretary may bring suit in the district
court of the United States for the district in which the facility
is situated to enjoin continuation of the activity; and

“(2) a facility is operating without a certificate as required
by subsection (b{, the Secretary may bring suit in the district
court of the United States for the district in which the facility
is situated to enjoin the operation of the facility.

n a proper showing, the district court shall grant a temporary

inst operation of a facility, as the case may be, without

requiring the Secretary to t a bond, pending issuance of a
ﬁnalorderunderthiaaubaecﬁg‘::

“(k) JUDICIAL REVIEW.—

“(1). PETITION.—If the Secretary imposes a sanction on a
facility under subsection (h) or suspends or revokes the certifi-
cate of a facility under subsection (i), the owner or operator
of the facility may, not later than 60 days after the date
the action of the tary becomes final, file a petition with
the United States court of ap for the circuit in which
the facility is situated for judicial review of the action. As
soon as practicable after receipt of the petition, the clerk of
the court shall transmit a copy of the petition to the Secretary
or other officer designated by the Secretary. As soon as prac-
ticable after receipt of the copy, the Secretary shall in
the court the record on which the action of the Secretary
i(gode based, as provided in section 2112 of title 28, United States

“(2) ADDITIONAL EVIDENCE.—If the petitioner applies to
the court for leave to adduce additional evidence, and shows
to the satisfaction of the court that the additional evidence
is material and that there were reasonable grounds for the
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failure to adduce such evidence in the proceeding before the
Secretary, the court may order the additional evidence (and
evidence in rebuttal of the additional evidence) to be taken
before the Secretary, and to be adduced upon the hearing
in such manner and upon such terms and conditions as the
court may determine to be proper. The Secretary may modify
the findings of the Secretary as to the facts, or make new
findings, by reason of the additional evidence so taken, and
the Secretary shall file the modified or new findings, and the
recommendations of the Secretary, if any, for the modification
or setting aside of the original action of the Secretary with
the return of the additional evidence.

“(3) JUDGMENT OF COURT.—Upon the filing of the petition
referred to in paragraph (1), the court shall have jurisdiction
to affirm the action, or to set thle a&%onﬁaside infv:l}:glesér
in part, temporarily or permanently. The findings o! -
retary as tnpothe facts, l’:fe supported by substantial evidence,
shall be conclusive.

“(4) FINALITY OF JUDGMENT.—The judgment of the court
affirming or setting aside, in whole or in part, any action
of the Secreta.r{l be final, subject to review by the Supreme
Court of the United States upon certiorari or certification,
as provided in section 1254 of title 28, United States Code.
“) RMATION.—

“(1) IN GENERAL.—Not later than October 1, 1996, and
annually thereafter, the Secretary shall compile and make
available to phgaiciam and the general public information that
the Secretary determines is useful in evaluating the perform-
ance of facilities, including a list of facilities—

“(A) that have been convicted under Federal or State
l]:;ws relating to fraud and abuse, false billings, or
c 5

“(B) that have been subject to sanctions under sub-
section (h), together with a statement of the reasons for
the sanctions;

“(C) that have had certificates revoked or suspended
under subsection (i), together with a statement of the rea-
sons for the revocation or suspension;

“(D) against which the Secretary has taken action
under subsection (j), together with a statement of the rea-
sons for the action;

“(E) whose accreditation has been revoked, together
with a statement of the reasons of the revocation;

“F) against which a State has taken adverse action;

and

“G) that meets such other measures of performance
as the Secretary mut:}' develop.
“(2) DATE.—The information to be compiled under para-

E:ph (1) shall be information for the calendar year preceding
date the information is to be made available to public,

“(3) EXPLANATORY INFORMATION.—The information to be
compiled under paragraph (1) shall be accompanied by such
explanatory information as may be appropriate to assist in
the interpretation of the information compiled under such para-

h.
ﬁ? STATE LAwS.—Nothing in this section shall be construed
to limit the authority of any State to enact and enforce laws relating
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to the matters covered by this section that are at least as stringent
as this section or the regulations issued under this section.
“(n) NATIONAL ADVISORY COMMITTEE.—

“(1) ESTABLISHMENT.—In carrying out this section, the Sec-

Ee sﬂalgaleatablishanad}:rino uﬁi?mimtobekxgwpas

atio Mammography y urance visory
Committee (hereafter in L’iﬁs subsection referred to as the
‘Advisory Committee’).

“(2) CoMPOSITION.—The Advisory Committee shall be com-
posed of not fewer than 13, nor more than 19 individuals,
who are not officers or employees of the Federal Government.
The Secretary shall make appointments to the Advisory
Committee from among—

“(A) physicians,

“(B) practitioners, and

“(C) other health professionals,

whose clinical practice, research specialization, or professional
expertise include a significant focus on mammography. The
Secretary shall appoint at least 4 individuals from amo?g
national breast cancer or consumer health organizations wi
expertise in mammography and at least 2 practicing physicians
who provide mammography services.

‘]23) FuncTioNs AND DUTIES.—The Advisory Committee

“(A) advise the Secretary on appropriate quality stand-
ards and regulations for mammography facilit?es;

“(B) advise the Secretary on appropriate standards
and re tions for accreditation bodies;

“(C) advise the Secretary in the development of regula-
tions with respect to sanctions;

“D) assist in developinﬁ procedures for monitoring
compliance with standards under subsection (f);

E) make recommendations and assist in the establish-
ment of a mechanism to investigate consumer complaints;

“F) report on new develc:[:ementa concerning breast
imaging that should be considered in the oversight of
mammography facilities;

“(G) determine whether there exists a shortage of
mammography facilities in rural and health professional
shortage areas and determine the effects of personnel or
other requirements of subsection (f) on access to the serv-
ices of such facilities in such areas;

“H) determine whether there will exist a sufficient
number of medical plgaicists after October 1, 1999, to
?&s&% )cumplianoe with the requirements of subsection

“I) determine the costs and benefits of compliance
with the requirements of this section (including the require-
ments of regulations promulgated under this section); and

“(J) perform other activities that the Secretary may

uire.
N The Adviaury Commitin shall fops the Sndings mado under
subparagraphs an e an e Congress
no later than October 1, 1993.
“(4) MEETINGS.—The Advisory Committee shall meet not
less than quarterly for the first 3 years of the program and
thereafter, at least biannually.
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“(6) CHAIRPERSON.—The Secretary shall appoint a chair-
rson of the Advisory Committee.

%) CONSULTATIONS.—In carrying out this section, the Sec-
retary shall consult with appropriate Federal agencies within the
Department of Health and Human Services for the p s of
developing standards, regulations, evaluations, and p ures for
compliance and oversight.

“(p) BREAST CANCER SCREENING SURVEILLANCE RESEARCH
GRANTS.—

“(1) RESEARCH.—

“{A) GRANTS.—The Secretary shall award ts to
such entities as the Secre may determine to be appro-
priate to establish surveillance systems in selected

a‘?hic areas to Frovide data to evaluate the functioning
any effectiveness of breast cancer screening programs in
the United States, including assessments of participation
rates in screening mammography, diagnostic procedures,
incidence of breast cancer, mode of detection (mammog-
raphy screening or other methods), outcome and follow
up information, and such related epidemiologic anal
that may improve early cancer detection and contribute
to reduction in breast cancer mortality. Grants may be
awarded for further research on breast cancer surveillance
:zst.ems upon the Secretary’s review of the evaluation of

e program.

“(B) Use oF FUNDS.—Grants awarded under subpara-

graph (A) may be used—
“(i) to study—

“(I) methods to link mammogra&hy and clini-
cal breast examination records with population-
based cancer registry data;

“(II) methods to provide diagnostic outcome
data, or facilitate the communication of diagnostic
outcome data, to radiology facilities for purposes
of evaluating patterns of mammography
interpretation; and

III) mechanisms for limiting access and
maintaining confidentiality of all stored data; and
“(ii) to conduct pilot testing of the methods and

mechanisms described in subclauses (I), (II), and (III)

of clause (i) on a limited basis.
“(C) GRANT APPLICATION.—To be eljﬁ'i‘ble to receive
funds under this ph, an entity shall submit an

application to the Secretary at such time, in such manner,

and containing such information as the Secretary may

require.

“(D) REPORT.—A recipient of a grant under this para-
graph shall submit a report to the Secretary containing
the results of the study and testing conducted under clauses
(i) and (ii) of subparagmil; (B), along with recommenda-
tions for methods of establishing a breast cancer screening
surveillance system.

“2) ESTABLISHMENT.—The Secretary shall establish a
breast cancer screening surveillance system based on the rec-

?%?nhﬁons contained in the report described in paragraph



106 STAT. 3560

Regulations.

PUBLIC LAW 102-539—OCT. 27, 1992

“(3) STANDARDS AND PROCEDURES.—The Secretary shall
establish standards and procedures for the operation of the
breast cancer screamngesurvmllance system, including proce-
dures to maintain confidentiality of patient records.

“(4) INFORMATION.—The Secretary shall recruit facilities
to provide to the breast cancer screening surveillance system
relevant data that could help in the research of the causes,
characteristics, and prevalence of, and potential treatments
for, breast cancer and beni breast conditions, if the informa-
tion may be disclosed under section 552 of "title 5, United
States Code.

“(q) STATE PROGRAM.—

“(1) IN GENERAL.—The Secretary may, upon application,
aummﬁ(i?mh_ t, subject to 2), the certifi-

tocarryou _subject to paragra , the ce

roﬁ':nm uirements under augaectluns (b), (c),

(d) ( )( ), (1), and (}) (including the requirements under

at:mna promulga &ursuant to such subsections), and
) to mplement e standards established by the

Secretary under subsection (f),
git;l:e respect to mammography facilities operating within the

“(2) APPROVAL,— The Secretary may approve an application
under pa{(af)r h (1) if the Secre mct;ﬁydetermmea that—

e State has e laws and issued regulations
relating to mammography facilities which are the require-
ments of this section (including the requirements under
regulations promulgated pursuant to such subsections), and

“B) the State has provided satisfactory assurances
that the State—

“(i) has the legal authority and qualified personnel
necessary to enforce the requirements of and the regu-
lations promulgated pursuant to this section (includin,
the requirements under regulations promulga
pursuant to such subsections),

“(ii) will devote adequate funds to the administra-
tion and enforcement of such requirements, and

“(iii) will provide the Secretary with such informa-
tion and reports as the Secretary may require.

“(3) AUTHORITY OF SECRETARY.—In a State with an
PP B Pihe Secretary shall ¢ the Secretary’s fun

8 carry out the Secre s func-
tions under subsections (e) andnl-)y

“(B) the Secretary may take action under subsections
(h), (3), and(]) and

“C) the Secretary shall conduct oversight functions

under subsections (g)X2) and (gX3).
“(4) WITHDRAWAL OF APPROVAL.—

“(A) IN GENERAL.—The Secretary may, after providing
notice and opportunity for corrective action, withdraw the
approval of a State’s authority under paragraph (1) if the

Secretary determines that the State does not meet the
requirements of such paragraph. The Secretary shall
probrpnulgate iegdahom for the implementation of this
su

“B) EFFECT OF WITHDRAWAL.—If the Secretary with-
draws the approval of a State under subparagraph (A),
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the certificate of any facility accredited by the State shall
continue in effect until the expiration of a reasonable
period, as determined by the Secretary for such facility
to obtain certification by the Secretary.
“(r) FUNDING.—
“(1) FEES.—
“(A) IN Gmm..—The Seu-e shall, in accordance

mth this collect fees from persons
%echon (d)(l)(A) (other than persons who
are glwarnmental entities, as determined by the Secretary)

to cover the costs of mspectmns conducted under subsection
(gX1) by the Secretary or a State acting under a delegation
under subparagraph (A) of such subsection. Fees may be
assessed and collected under this paragraph only in such
manner as would result in an aggregate amount of fees
collected during any fiscal year which equals the te
amount of costs for such ﬁscal for inspections faczh-
ties of such persons under subaactlon (gX1). A person’s
liability for fees shall be reasonably based on the proportion
ofthe Bechunoostswhmhmlatotomchpemn
“(B) DEPOSIT AND APPROPRIATIONS.—
“(i) DEPOSIT AND AVAILABILITY.—Fees collected
under subpmgratﬁg (A) shall be depfg;:%d; a an oﬁ‘set;
appropriations partmen
th and Human Services as provided in appro-
pnatmnActsandahnllremmav ble without acal
year limitation.
“(ii) APPROPRIATIONS.—Fees collected under
mba:ngmph (A) shall be collected and available only
to extent provided in advance in appropriation

Acts.
“(2) AUTHORIZATION OF APPROPRIATIONS.—There are
authonzed to be app:ro‘rmted to carry out this section—

“A) to aw research grants under subsection (q)

such sums as be necessary for each of the fiscal
1993thro 997; and

“(B) for the tocarryoutothoractwmea which

mnotaup rtedbyfseaauthonzed collected under
w;&h suchlumsasmaybeneeessaryl‘orﬁscal

SEC. 8. STUDY. 420'29026313

(a) STUDY.—The Comptroller General of the United States shall
conduct a of the certification program authorized by the
amendm(oi:)tlf bylectwn2todeteru|i1teu:lo— G e

res in mpmemen
Kaans accessibility of mammography services, and
pmgramhaaredueedthn&equmcyofpoor%uhty
mammopaphy and improved the early detection of
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(b) REPORTS.—Not later than 3 years from the date of the
enactment of this Act, the Comptroller General shall submit to
the Committee on Labor and Human Resources of the Senate and
the Committee on Energy and Commerce of the House of Represent-
atives an interim report of the results of the study under subsection
(a). Not later than 5 years from such date the Comptroller General
shall submit a final report on such study to such Committees.

Approved October 27, 1992.
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