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Title 42—Public Health 
CHAPTER I—PUBLIC HEALTH SERVICE, 

DEPARTMENT OF HEALTH, EDUCA¬ 
TION, AND WELFARE 

SUBCHAPTER I—MEDICAL CARE QUALITY AND 
COST CONTROL 

PART 101—PROFESSIONAL 
STANDARDS REVIEW 

Interim Hearings and Appeals of Profes¬ 
sional Standard Review Organization 
Determinations 

On February 20, 1976, Interim regula¬ 
tions were adopted and published in the 
Federal Register (41 FR 7878), to pro¬ 
vide for hearings and appeals of Profes¬ 
sional Standards Review Organizations 
(PSROs) as required imder section 
1159(b) of the Social Security Act (42 
UJS.C. 1320-8). While the regulations 
became effective immediately on publica¬ 
tion, it was anticipated that appropriate 
revisions might be suggested by the 
public and interested persons were in¬ 
vited to submit written comments, sug¬ 
gestions or objections, not later than 
March 22,1976, concerning these interim 
regulations. All comments received with 
respect to the interim regulations were 
given consideration. 

1. A number of comments objected to 
the requirement, in § 101.1402(a), that 
the Statewide Council automatical^ re¬ 
view every adverse PSRO reconsidera¬ 
tion. This comment was adopted and the 
r^rulatlon now requires a dissatisfied 
party to file a request for Statewide 
Council Review. It is not reasonable to 
require the Statewide Council to auto¬ 
matically review cases where no party 
has expressed an interest in obtaining 
such review. Moreover, a heavy workload 
and great expense for the Statewide 
Coimcil would result f nun automatic re¬ 
view of every adverse PSRO reconsidera¬ 
tion. On the other hand, the burden 
upon a party of filing a request for a 
Statewide Coimcil review is minimal. 
Section 101.1402(a) has been amended 
accordingly. 

2. Cmnments were received which re¬ 
quested that providers and practitioners 
be afforded hearings by the Secretary 
under section 1159(b) of the Social Se¬ 
curity Act on adverse PSRO determina¬ 
tions. Section 101.1402(b) makes such 
hearings available ta beneficiaries or re¬ 
cipients only. This language substantially 
parallels the language in section 1159(b) 
of the Act. Hence, the statute makes no 
express provisions for providers and 
practitioners to obtain Secretarial hear¬ 
ings. At the same time, section 1159(a) 
expressly affords rights to reconsidera¬ 
tion of PSRO determinations to providers 
and practitioners. The limitation of the 
rights of such parties to reconsideration 
under section 1159(a) indicates a delib¬ 
erate legislative design to omit provider 
and practitioner appeals under section 
1159(b). Finally, under section 1159(c) 
of the Act, hearings in the PSRO pro¬ 
gram “shall be in lieu of any review, 
hearing, or appeal imder this Act with 
respect to the same issue.” Therefore, 
providers and practitioners are entitled 
neither to hearings under section 1159 
of the Social Security Act, nor to hear¬ 

ings “on the same issue” (l.e., medical 
necessity, quality, and ^)propriateness of 
health care) under TlUe XVm or xa 
of the Act. However, on other Issues, such 
as coverage and reasonable charges, pro¬ 
viders and practitioners continue to re¬ 
tain rights to Departmental hearings 
provided under law. Section 101.1402(b) 
has not been changed, therefore, to pro¬ 
vide appeals to such parties. 

3. (Comments were received question¬ 
ing whether there is an appropriate 
method utilized by the Secretary for se¬ 
lecting impartial medical advisors to the 
Administrative Law Judges, as required 
under § 101.1404(b), which assures that 
the advisors are “impartial.” It was sug¬ 
gested that advisors be chosen from a 
permanent panel created by State and 
local medical societies and that particu¬ 
lar doctors be Identified by the societies 
to be consulted in particular cases. It 
is not clear how this proposed system 
would Insure impartiality. In cozitrast, 
under the regulations adopted, the sys¬ 
tem to be used Is expected to operate to 
reasonably assure the objective- of 
obtainmg impartial advice. Under 
§ 101.1404(b)(3), a professional advisor 
cannbt be consulted if he was directly 
involved m rwoviding services, he or his 
family have a financial interest in the 
institution in which care is provided, he 
participated in the PSRO or Statewide 
Oouncii decisions, he has staff privileges 
at the institution where services are pro¬ 
vided, or he is on the governing board 
of the PSRO or Statewide Council. The 
enumerated cases were considered to in¬ 
dicate the various factors which would 
prejudice an advisor to an Improper de¬ 
gree. However, m order to Insure that 
other cases of bias may be considered, 
the r^rulations have b^n amended to 
provide that where a reasonable showing 
is made to the Administrative Law Judge 
that an advisor may be biased in a case, 
the advisor’s <g>inlcm will not be utilized 
and the .Administrative Law Judge must 
obtain the advice of another professional 
advisor. Moreover, the selection process 
described In Comment 4 assures inpiut 
frcKn local medical societies and is ex¬ 
pected to further Insure impartiality. 

4. It was suggested that language be 
added to the regulation to assure that 
the medical advisor is recognized as a 
peer of the professional whose services 
are being reviewed. Since the regulation 
calls for “appropriate professional con¬ 
sultation” (emphasis added), the lan¬ 
guage is considered sufficient. In fact, 
the system which is used by the Bureau 
of Hearings and Appeals to assure the 
competence and qualifications of ad¬ 
visors will also assure that appropriate 
peers are utilized to review the work of 
other physicians. The Bureau has entered 
into contracts with phsrsicians through¬ 
out the country to provide appropriate 
medical consultation for Administrative 
Law Judges cixiducting hearings under 
various titles of the Social Security Act, 
Including Title XI. These physicians are 
recommended by medical societies and 
other physicians. Before the physicians 
are selected, their background and cre¬ 
dentials are closely scrutinized in such 
publications as the American Medical 

-Association’s Directorate of Doctors and 
in other medical literature relating to 
specialists prepared by the specialty 
boards and the American Medical Asso¬ 
ciation. An advisor must be a member, 
in good standing, of his local medical 
society. After the physicians credai- 
tials are verified. Interviews are held with 
members of the staff at the hospital at 
which he practices. Most of the advisors 
are board certified and they represent 
every medical qjecfialt^ and geographic 
locale. The brood exp^ise and the het- 
erog^ous nature of this panel of medi¬ 
cal advisors will enable the Administra¬ 
tive Law Judge to obtain a consultant 
in a hearing Involving a PSRO determi¬ 
nation who has the appropriate quali¬ 
fications to be conaidered a peer of the 
physician who provided the services in 
question. At the same time, it is the 
general practice to utilize an advisor 
residing and practicing in the same area 
as the practitioner who rendered the 
services, assuring that, to that extent, 
a geographic peer vdll be consulting in 
the case. However, since advisors who 
have precisely the same qualifications as 
the professional under review, or who 
reside in the same locality as the profes¬ 
sional Involved, are not always available 
to cimsult. It was not considered appro¬ 
priate to require specific peer qualifica¬ 
tions under the regulations. 

5. A suggestion was received that the 
medical advisors be subject to oral cross 
examination at the hearings or sub¬ 
jected to questions through a deposition 
form of proceeding prior to the hearing. 
Past experience in Title XVIH hearings 
and the procedures adopted for use in 
Title XI hearings. Indicates that cross 
examination prDtaoffions or similar pro¬ 
tections, win be provWed. In the major¬ 
ity of Title XVm cases, the medical 
advisor has, in fact, appeared and testi¬ 
fied before the Administrative Law Judge 
at the healing. At such-thne, the advisor 
may be examined by the claimant and/or 
his representative (20 CFR 404.939). 
Where an advisor’s opinion is obtained 
in writing, the claimant wlU be afforded 
an cH^rtunlty to examine the opinion 
and r^ut it through additional evidence, 
oral testimony or a written statement 
(20 CTR 404.927). 

6. CTomment was received questioning 
vhether PSRO medical necessity deci¬ 
sions must be accepted by a Medicaid 
State agency. Under sections 1154(b), 
1155(a) and 1158 of the Social Security 
Act, PSROs, whether conditionally or 
unconditionally designated, will have 
final authmlty for purposes of payment 
under the -Act on Issues of medical neces¬ 
sity, quality, and appropriateness of 
health care services. Medicaid State 
agencies have been notified of this by 
the D^Nutment, and regulations are 
under develoixnent within the Depart¬ 
ment to implement these provisions. 
However, even in the absence of regula¬ 
tions, sectkm 1164 of the Act provides 
that the provisions of Title XI, Part B 
of the Act shall apply aut<»natically to 
Medicaid State plans. 

7. (Comment was received that rules 
regarding confidotiality of aK)eals data 
should be made a specific recrement 
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of these regulations. Data acquired or 
generated by a PSRO in the exercise of 
its functions is currently prohibited from 
public disclosure by section 1166 of the 
Act except where disclosure is necessary 
to carry out the purposes of Title XE or 
where disclosure is otherwise authorized 
by regulations. Regulations to further 
implement this provision relatin^to o(m- 
fidentiality of PSRO data are currently 
under development within the Depart¬ 
ment. However, disclosure of PSRO data 
and information which is necessarj- to 
cari-y out PSRO reconsiderations and 
Secretarial hearings is clearly author¬ 
ized under section 1166(a) (1) of the Act, 
without the necessity for regulations. 

8. Comment was received recommend¬ 
ing that simplified administrative pro- 
cediues should be included in the final 
regulations. Although the requirements 
for conduct of the hearing Itself are 
lengthy and specified in some detail, this 
is in oMer to ensure that full due process 
is accorded the appellant. However, the 
procedures for requesting a hearing are 
very simple and should pose no burden 
or obstacle to the claimant. 

9. It was proposed that a controversy 
involving a claim of $100 would more 
appropriately be handled at the local 
level rather than by the Statewide PSRO 
Council, and that the required amount 
in controversy for Statewide Council re¬ 
view should be $1000. The right of pro¬ 
viders, practitioners, and beneficiaries 
and recipients to a review by a State¬ 
wide Coimcil from an adverse PSRO re¬ 
consideration, where a Statewide Coim- 
cil exists and the claim is at least $100, 
is statutorily mandated by section 1159 
(b) of the Act and may not be waived 
or modified by regulation. 

10. Comments recommended that the 
interim regulations should have been 
published as proposed rulemaking allow¬ 
ing prior public comment rather than as 
final rules effective upon pubhcatlon. As 
explained In the preamble to the interim 
regulations, since conditional PSROs are 
currently making determinations wliich 
are conclusive for purposes of payment 
under the Social Secmity Act, and since 
rights to reconsideration, hearing and 
appeal tmder section 1159 are statutorily 
required, the Department believes that 
good cause existed in accord with the 
Administrative Procedure Act (5 U.S.C. 
553) to make these interim regulations 
effective up<m publication. However, pub¬ 
lic (xxnment cm the interim regulations 
was invited and considered and revisions 
set out in this Notice are the result of 
such public input. Moreover, regulaticms 
in proposed form setting out more de¬ 
tailed procedures for PSRO reconsidera¬ 
tions, hearings and appeals will be pub¬ 
lished in proposed form in the future, 
providing additional opportunity for 
public ccmun^t. 

11. Comment was received suggesting 
that Uie regulaticms should require the 
hearing body to conduct and decide the 
hearing within a specified limited time 
from the date oi the request Since the 
Ume needed to conduct the hearing wUl 
▼ary d^;>endlng in part upcm the type 
and extent of evidence the claimant 
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wishes to present at the hearing, this 
would not be an appropriate rule and 
could be disadvantageous to claimants. 
Administrative efforts to increase the 
number of hearing officials and other 
actions are expected to reduce unneces¬ 
sary delays in the hearing process. 
Hence, no change in the regulation has 
been made. 

12. It was proposed that language 
regarding continuance of the States’ au¬ 
thority to ccmduct hearings on issues of 
scope of Medicaid benefits and eligibility 
should be incorporated not only in the 
Preamble but also in the body of the 
regulations. The language of § 101.1401 of 
the r^rvilations, which provides that- 
these regulations are applicable only to 
hearings provided by the Secretary with 
regard to determinations made by a 
PSRO vmder section 1155ta) of the Act, 
clearly delineates the PSRO’s authority 
since section 1155(a) relates only to 
PSRO determinations of medical neces¬ 
sity, quality, and appropriateness of 
health care services. H«ice, such addi¬ 
tional language regarding coverage 
determinations and hearings would be 
redimdant. 

13. Comment was received that there 
should be two levels of appeal from a 
PSRO adverse initial determination prior 
to Statewide Council review; i.e., a recon- 
sideraticm by a hospital delegated review 
fimctions under section 1155(e) of the 
Act, and another reconsideration by the 
PSRO. Section 1159(a) of the Act clearly 
provides for only one reconsideration of 
an adverse claims decision. To require 
another reconsideration, where the 
statute already requires numerous levels 
of review. Including Statewide Council 
review, a hearing by the Department, and 
judicial review woiild be administratively 
burdensome, time-consuming and con¬ 
fusing to beneficiaries and recipients. 

Accordingly, 42 CFR Part 101, Subpart 
N is revised as set forth below. 

Effective Date. This regulation shaU 
become effective January 25. 1977. 

Note.—^The Department of Health, Educa¬ 
tion, and Welfare has determined that this 
document does not contain a major pro¬ 
posal requiring preparation of an Inflation 
Impact Statement under Executive Order 
11821 and OMB Circular A-107. 

Dated: December 15, 1976. 

Theodore Cooper, 
Assistant Secretary for Health. 

Approved; January 18,1977. 

Marjorie Lynch, 
Acting Secretary. 

Subpart N—Hearings and Appeals of Professional 
Standards Review Organization Determinations 
Itrterim Regulations 

101.1401 Applicability of section 1159(b) 
bearing procedures. 

101.1402 Right to reconsideration, review 
and hearing. 

101.1403 Utilization of procedures under 
Title XVm, Part A of the Social 
Security Act. 

101.1404 Professional consultation. 
.^01.1406 Determining amount in contro¬ 

versy in case of proposed services. 
101.1406 Right to judicial review. 
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Authority: Sec. 1159, Social Security Act; 
sec. 249F. Pub. L. 92-603; 86 Stat. 1429-14^5 
(42 U.S.C. 1320C-8): sec. 1102 of Social Se¬ 
curity Act, 49 Stat. 647 as amended (42 
U.S.C. 1302). 

§ 101.1401 Applicability. 

The regulations of this subpart are 
applicable to hearings provided by the 
Secretary pursuant to section 1159(b) of 
the Social Security Act (hereinafter “the 
Act”) with regard to determinations un¬ 
der section 1155(a) of the Act by a PSRO, 
including a conditional PSRO, which has 
assumed full review responsibility in 
specified health care institutions. 
§ 101.1402 Right to rccon^iidoralitkii. re¬ 

view and hearing. 

(a) Any beneficiary or recipient who is 
entitled to benefits under the Act (other 
than Title V), or a provider or practi¬ 
tioner who is dissatisfied with a deter¬ 
mination, with respect to a claim, made 
by a Professional Standards Review Or¬ 
ganization in carrying out its responsibil¬ 
ities for the review (ff professional activ¬ 
ities in accordance with paragraphs (1) 
and (2) of section 1155(a) of the Act 
shsdl, after being notified of such deter¬ 
mination, be entitled to a reconsidera¬ 
tion thereof by the Professional Stand¬ 
ards Review Organization, and, where 
the Professional Standards Review Or¬ 
ganization reaffirms such determination 
in a State which has established a State¬ 
wide Professional Standards Review' 
Council, and where the matter in con¬ 
troversy is $100 or more, such determi¬ 
nation shall, upon the written request 
of the dissatisfied party, be reviewed by 
professional m^bers of such CoimcU 
and. if the Council so determines, re¬ 
vised. 

(b) Where the determination of a 
Statewide Professional Standards Review 
(!7ouncil Is adverse to the beneficiary or 
recipient (or where there is no such 
Coimcil in a State and where the matter 
in controversy is $100 or more), such 
beneficiary or recipient shall be entitled 
to a hearing thereon by the Secretary 
to the same extent as provided in section 
205(b) of the Act. 

(c) Any review or appeal provided un¬ 
der this section shall be in lieu of any 
review, hearing or appeal under the Act 
with respect to the same issue. 

§ 101.1403 Utiliauition of Title XVIll. 

Part .4, hearing proeedurefi. 

The procedures specified in § 405.722 
(time and place of filing request for 
hearing), §§ 405.740 through 405.747 (de¬ 
termining amount in controversy*. 
§§404.919 through 404.952 and 404.954 
through 404.956 (procedures for conduct 
of hearings and Appeals Council review •; 
§§405.750, 404.958, 404.961 through 
404.963, and 404.966 (reopening initial or 
reconsidered determinations and hear¬ 
ings or Appeals Council decisions); and 
§§ 404.971 through 404.973 (representa¬ 
tion of parties) of Title 20 Code of Fed¬ 
eral Regulations, except to the extent 
inconsistent with specific provisions of 
this Subpart N, shall govern hearings 
under section 1159(b) of the Act. 
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§ 101.1404 Profess'lonal eoii!»uUation. 

(a) Any decision made by an Admin¬ 
istrative Law Judge with regard to a 
PSRO determination shall be made only 
after receiving and considering appro¬ 
priate professional consultation on the 
matter. 

(b) Professional consultation shall be 
obtained by the Administrative Law 
Judge, in the form of eithertestlmony or 
written opinion, from an Impsurtial med¬ 
ical advisor sel^ted by the Social Secu¬ 
rity Administration in each matter which 
he is to decide imder section 1159(b). 
Such consultation shall be part of the 
record, and shall be considered by the 
Administrative Law Judge along with 
other evidence of record in deciding the 
issues before him. 

(1) Each party shall have the right to 
examine all evidence of record, including 
that obtained from the medical advisor, 
and to present rebuttal evidence. Such 
rebuttal evidence shall be made part of 
the record for consideration. 

(2) Such consultation shall be ren¬ 
dered by a licensed doctor of medicine 
or osteopathy whenever the health care 
services or Items In question were pro¬ 
vided or proposed to be provided by an¬ 
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other licensed doctor of medicine or 
osteopathy. 

(3) No professional advise shall be 
utilized to provide such consultation If: 
(1) he was directly or Indirectly Involved 
in providing the services which are the 
subject of the hearing; (11) he or any 
member of his family has, directly or 
indirectly, any financial Interest in the 
institution in which such services were 
provided or were proposed to be pro¬ 
vided; (ili) he imrticlpated in the PSRO 
initial or reconsidered determinations or 
the Statewide Coimcll determination 
which is the subject of the hearing; (iv) 
he has staff privileges In the institution 
in which such services were provided or 
proposed to be provided; (v) he is a 
member of the governing body of the 
PSRO or a member of the Statewide 
Council which rendered a determination 
in the matter; or (vl) a reasonable show¬ 
ing is made to the Administrative Law 
Judge that an advisor may be~blased 
with regard to the case under review. 
Where a professional advisor is rejected, 
the Administrative Law Judge shall ob¬ 
tain appropriate professional consulta¬ 
tion from another professional advisor 
who meets the requirements of this Sub¬ 
part. 

§ 101.1405 Determining amount in con¬ 

troversy in case of proposed services. 

Where services or Items propo^ to 
be provided have been disapproved by 
the PSRO, the amount in controversy 
shall be determined upon the basis of 
reastmable estimates of ..the amounts 
which would be charged the individual 
If such services or items were provided, 
and shall be computed in accordance 
with the priclples set forth hi section 
405.740 of 20 CFR. 

§ 101.1406 Right to judicial review. 

To the extent authorized by. section 
1159(b) of the Act, a party to a decision 
of the Appeals Council (see section 404.- 
960 of 20 CFR), or the de^sion of an Ad¬ 
ministrative Law Judge where the re¬ 
quest for review by the Appeals Council 
was denied, may obtain a coiut review 
where the amoimt in controversy after 
Appeals Council review is $1,000 or more, 
by filing a civil action In a district court 
of the United States In accordance with 
the provisions oi section 205(g) of the 
Act (see s 422.210 of 20 CFR for filing 
procedure). 

[FB Doc.77-a228 Filed l-34-77;8:46 am] 
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