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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Public>lealth Service 

[ 42 CFR Part 101 ] 

CONDITIONAL PROFESSIONAL 
STANDARDS REVIEW ORGANIZATIONS 

Assumption of Review Responsibility 

Notice is hereby given that the As¬ 
sistant Secretary for Health of the De¬ 
partment of Health, Education, and 
Welfare, with the approval of the Sec¬ 
retary of Health, Education, and Wel¬ 
fare, proposes to add a new Subpart D 
to Part 101 of Title 42, Code of Federal 
Regulations. 

Sections 1152(a) and 1154 of the Social 
Security Act authorize the Secretary to 
designate qualified organizations as Pro¬ 
fessional Standards Review Organiza¬ 
tions (PSROs) for a conditional period 
not to exceed two years. Section 1154(b) 
of the Act authorizes the Secretary to 
require a conditional PSRO to perform 
such duties and functions during the 
conditional period of that PSRO, as he 
determines the organization is capable 
of performing. The purpose of the pro¬ 
posed Subpart D is to implement section 
1154(b) of the Act by requiring all con¬ 
ditional PSROs to assume review re¬ 
sponsibility on a gradually increasing 
basis during the conditional period. 
Such review responsibility will include 
the authority to make review deter¬ 
minations which, with respect to the 
provision of health care services subject 
to PSRO review, will be conditions for 
the payment or denial of claims under 
Medicare and Medicaid, as specified in 
new Subpart E of Part 101. However, 
pursuant to section 1158(a) of the Act, 
PSRO determinations will be advisory 
for the purposes of payment for Title V 
Maternal and Child Health and Crip¬ 
pled Children’s programs) funds. 

Conditional PSROs will assiune review 
responsibility only with regard to the 
issues ot radical necessity, quality and 
level of care which are specified in 
clauses (A), (B) and (C) of section 
1155(a) (1) of the Act and only in those 
health care institutions where they have 
assumed review responsibility in accord 
with a timetable for phasing-in review 
responsibility which will be approved by 
the Secretary. These regulations will ap¬ 
ply to assumption of PSRO review in all 
such health care institutions. Each 
PSRO’s formal plan and the comments 
of Medicare and Medicaid fiscal agents, 
as well as other relevant factors concern¬ 
ing the F*SRO, will be evaluated by the 
Secretary to determine if the PSRO is 
capable of performing these fimctlons 
prior to approving its assumption of such 
responsibilities. 

The Secretary’s decision to have ccai- 
ditional PSROs assume review respon¬ 
sibility is consistent with section 1154(b) 
of the Act and witJi the legislative his¬ 
tory of the PSRO statute which states: 
Medicare and Medicaid claims paying agen¬ 
cies would be expected to abide by final 
decisions of the PSRO during this trial 
period. Placing reliance on the PSRO deci¬ 

sion during the trial period is necessary to 
permit accurate appraisal of the effectiveness 
with which the conditionally approved 
PSRO could be expected to exercise the re¬ 
view function in the absence of concurrent 
review by others (Sen. Rpt. 92-1230, 92 Cong., 
2d Sess., p. 261 (1972)) 

Sections 101.402 and 101.406 of the 
proposed Subpart D provide for a deter¬ 
mination of capability by the Secretary 
at the time of conditional designation, 
approval of the PSRO’s phase-in time¬ 
table, and certain notification require¬ 
ments designed to inform health care in¬ 
stitutions, appropriate administrative 
agencies and the public of the schedule 
for assumption of review responsibility by 
PSROs. The PSRO is to develop adminis¬ 
trative procedures under section 101.405 
necessary for coordinating PSRO activi¬ 
ties with those of Medicaid and Title V 
State agencies. Medicare fiscal agents 
and health care institutions. Such ad¬ 
ministrative procedures may be incorpo¬ 
rated in memoranda of understanding or 
agreements, at the option of the fiscal 
agents and Institutions, within the time 
period specified in § 101.405. However, in 
the case of review functions which are 
to be delegated to health care institutions 
pursuant to section 1155(e) of the Social 
Security Act, the institution Is required 
to enter into an agreement with the 
PSRO regarding the delegated review 
functions and procedures before the in¬ 
stitution may begdn review under the au¬ 
thority of the PSRO. If no agreement is 
reached in this case, the PSRO is re¬ 
quired to begin review in accordance with 
applicable regulations of this Part. Regu¬ 
lations which set forth in detail the dele¬ 
gation of review process will be issued in 
proposed form in the near future. 

The proposed regulations also provide 
for monitoring of PSRO activities 
(§ 101.409), and for reevaluation of the 
PSRO’s capability to exercise review re¬ 
sponsibility (5101.410). Medicare inter¬ 
mediaries will be routinely assisting the 
Secretary, at the request of the Secre¬ 
tary, by monitoring PSRO review and 
through the performance of other related 
functions. However, because of the strong 
financial interest which the States have 
in assuring that an effective review sys¬ 
tem exists because of the expenditure of 
State funds imder Title XIX of the So¬ 
cial Security Act, provision is made under 
§ 101.409 for a temporary suspension of 
PSRO authority by the Secretary, pend¬ 
ing a full reevaluation of PSRO capa¬ 
bility, where the State provides reason¬ 
able documentation that PSRO deter¬ 
minations, and not other factors, have 
had a detrimental impact either on State 
Medicaid expenditures or on the quality 
of care received by Medicaid patients. If 
such a temporary suspension of PSRO 
authority is in effect, the PSRO’s deter¬ 
minations will be only advisory to Medic¬ 
aid State agencies and Medicare fiscal 
agents for purp>oses of claims payment. 
However, in order to prevent the need for 
reestablishing utilization review com¬ 
mittees, which would be an unnecessary 
and costly duplication of review during 
a period of only temporary suspension of 
PSRO authority, the provisions of Title 

XIX and Title XVIH relating to utiliza¬ 
tion review and control, physician certifi¬ 
cations, and State agency surveys and 
certifications, will be deemed to be satis¬ 
fied by such advisory review by the PSRO 
during the period of suspension. 

Interested persons are invited to sub¬ 
mit written comments, suggestions or ob¬ 
jections concerning Subpart D to the 
Director, Bureau of Quality Assurance, 
Health Services Administration, Room 
16A-55, 5600 Fishers Lane, Rockville, 
Maryland 20852, on or before March 25, 
1977. All comments received in timely 
response to this Notice will be considered 
and will be available for public inspec¬ 
tion in the above-named office during 
reguar business hours. 

It is proposed to make Subpart D ef¬ 
fective upon republication in the Federal 
Register. 

The Department of Health, Education, 
and Welfare has determined that this 
document does not contain a major pro¬ 
posal requiring prei>aration of an In¬ 
flation Impact Statement imder Execu¬ 
tive Order 11821 and OMB Circular 
A-107. 

Dated: November 18,1976. 

Theodore Cooper, 
Assistant Secretary for Health. 

Approved: January 11, 1977. 

Marjorie Lynch, 
Acting Secretary. 

Subpart D—Assumption of Review Responsibility 
by Conditional PSROs 

See. 
101.401 Definitions. 
101.402 Evaluation of capability. 
101.403 Notification of determination of ca¬ 

pability. 
101.404 Assumption of review responsibility 

according to timetable. 
101.406 BstabUsbment of administrative 

procedures. 
101.406 Notification prior to assumption of 

review responsibiUty. 
101.407 Revision of phase-in timetable. 
101.408 Public Inspection of timetable. 
101.409 Monitoring. 
101.410 Reevaluation of capability. 

Authoritt: Secs. 1152(a). 1154(b). 1155(a) 
(1), (2). 1164, 1165, Social Security Act. 86 
Stat. 1430, 1432, 1433, 1442, 1443, (42 UA.C. 
1430o-l(a), 3(b), 4(a)(1), (2), 13. and 14); 
aec. 1102 of the Social Security Act, 49 Stat. 
647 as amended (42 U.S.C. 1302) 

Subpart D—Assumption of Review 
Responsibility by Conditional PSROs 

§ 101.401 Definitions. 

As used In this subpart: (a) “Act” 
means the Social Swurity Act, as 
amended (42 UJ3.C. Chapter 7). 

(b) “Conditional PSRO’’ means a Pro¬ 
fessional Standards Review Organization 
designated on a conditional basis pursu¬ 
ant to sections 1152(a) and 1154 of the 
Act. 

(c) “Formal plan’’ means the plan sub¬ 
mitted to the Secretary prior to designa- 
tioa of a conditional PSRO, detailing the 
tasks necessary for the orderly assump¬ 
tion and Implementation of the respon¬ 
sibilities of such conditional PSRO, in¬ 
cluding a i^ase-ln timetable. 

(d) “Review responsibility’’ means (1) 
the responsibility of a PSRO to perform 
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duties and functions prescribed imder 
Title Part B of the Act and the regu¬ 
lations of this part in accord with the 
phase-in timetable approved by the Sec¬ 
retary and (2) the authority of a PSRO 
to make determinations in specified 
health care institutions under sections 
1155(a) (1) and (2) of the Act which, 
with respect to issues arising under sec¬ 
tions 1155(a) (1) and (2) of the Act, are 
conclusive xmder the Act, pursuant to 
section 1158 of the Act and Subpart E 
of this Part. 

(e) “Health care institution’’ means 
an organization involved in the delivery 
of health care services or items for which 
reimbursement may be made in whole 
or in part under the Act. 

(f) “Medicaid State agency’’ means aii 
agency which is established or designat¬ 
ed under section 1902(a)(5) of the Act 
to administer a State plan to provide 
medical assistance under Title XIX of 
the Act. 

(g) “Medicare fiscal agents” means in¬ 
termediaries which are parties to agree¬ 
ments entered into by the Secretary pur¬ 
suant to section 1816 of the Act and car¬ 
riers which are parties to contracts en¬ 
tered into by the Secretary pursuant to 
section 1842 of the Act. 

(h) “Phase-in timetable” means a 
schedule, contained in the PSRO’s for¬ 
mal plan and updated as necessary, 
specifying the estimated times when a 
conditional PSRO will assume review 
responsibilities in particular health care 
Institutions, whether such review is to 
be performed by the conditional PSRO 
or by a health care institution under 
delegation from the PSRO pursuant to 
section 1155(e) of the Act. 

(i) “Secretary” means the Secretary 
of Health, Education, and Welfare and 
any other officer or employee of the De¬ 
partment of Health, Education, and 
Welfare to whom the authority involved 
has been delegated. 

(j) “State smwey agency” means an 
agency performing provider surveys un¬ 
der section 1864(a) of the Act. 

(k) “Title V State agency” means an 
agency which is established or designat¬ 
ed pursuant to section 505(a) (2) of the 
Act to administer the State plan under 
Title V of the Act. 
§ 101.402 Evaluation of capability. 

At that time that the Secretary reviews 
each formal plan to determine whether 
to designate an organization as a condi¬ 
tional PSRO, the Secretary will evaluate 
the capability of such organization to 
exercise review responsibility. Such eval¬ 
uation will be based upon the following 
criteria: 

(a) The formal plan submitted by the 
organization to the Secretary; 

(b) Comments and recommendations 
submitted by the appropriate Medicaid 
and Title V State agencies and Medicare 
fiscal agents pursuant to the request of 
the Secretary which will be made at the 
time he receives a formal plan for con¬ 
ditional designation; and 

(c) Other relevant factors, as deter¬ 
mined by the Secretary. 

§ 101.403 Notification of designation 
and capability. 

Notification to an organization of the 
determination of the Secretary as to 
whether it is designated as a conditional 
PSRO will be made in writing and will 
include notification of the Seeretary’s 
determination of its capability to exer¬ 
cise review responsibility pursuant to its 
approved formal plan. 

§ 101.404 Assumption of review res|H>n- 

sibility according to timetable. 

A conditional PSRO which has been 
found by the Secretary to be capable of 
exercising review responsibility and has 
been so notified pursuant to $ 101.403, 
.shall assume review responsibility in par¬ 
ticular health care Institutions in ac¬ 
cordance with such notification (whether 
review is to be performed by the PSRO 
or under delegation from the PSRO by 
a review committee pursuant to section 
1155(e)), in accordance with its approved 
phase-in timetable and the requirements 
of this subimrt. 

§ 10l.40.’> Establi»liiiicnl of adniiiii>.lra> 

tive procedure!*. 

<a) Procedures for State Medicaid and 
Title V State agencies and Medicare fis¬ 
cal agents—(1) Development. Each con¬ 
ditional PSRO, at least 90 days prior to 
the earliest date in the conditional 
PSRO’s phase-in timetable for assump¬ 
tion of review fimctions in any health 
care institution, shall (i) develop pro¬ 
posed administrative procedures for cor¬ 
relation of PSRO activities with those of 
Medicaid and Title V State ag^cies and 
Medicare fiscal agents, and (ii) provide 
copies of such administrative procedures 
to the Secretary for review and comment 
and to the appropriate Medicaid and 
Title V State agencies. Medicare fiscal 
agents and State survey agency for re¬ 
view and comment. 

(2) Content. The administrative pro¬ 
cedures developed by a PSRO under 
paragraph (a)(1) of this section shall 
Include: 

(i) Procedures for Informing such 
agencies and agents of PSRO approval 
or disapproval of health care services 
and itons; 

(ii) Other matters, consistent with 
Title XI, Part B of the Act, which the 
PSRO deems necessary for correlation 
of PSRO activities with those of such 
agencies and agents. 

(3) Procedures for comment and 
Memoranda of Understanding, (i) A 
Medicaid or Title V State agency or 
Medicare fiscal agent may comment upon 
the administrative procedures developed 
by a conditional PSRO under paragraph 
(a)(1) of this section within 30 das^ 
after receipt of such procedures. The 
PSRO shall consider any such timely 
comments and make such modifications 
to its administrative procedures as the 
conditional PSRO deems apprc^riate and 
shall forward a copy of such revised 
procedures to the appropriate State 
agencies and fiscal agmts. 

(ii) If a Medicaid or Title V State 
agency or Medicare fiscal agent wishes 
to Incorporate the PSRO’s administra¬ 

tive procedures into the form of a written 
memorandum of imderstanding with the 
conditional PSRO, the agency or agent 
shall so notify the PSRO. In such case, 
the PSRO and the agency or agent shall 
negotiate in good faith In an effort to 
reach written agreement on the PSRO’s 
administrative procedures. 

(4) Approval of Secretary. Each con¬ 
ditional PSRO. at least 30 days prior to 
the date in its phase-in timetable for 
its first assumption of review functions 
shall submit copies of its administrative 
procedures (modified as appropriate) or 
a written memorandum of understand¬ 
ing to the Secretary for approval. The 
appropriate Medicaid and Title V State 
agencies and Medicare fiscal agents may 
submit comments on the administrative 
procedures to the Secretary for his con¬ 
sideration, not less than 10 days prior 
to the date scheduled for the first as¬ 
sumption of review functions. If the 
Secretary does not disapprove the ad¬ 
ministrative procedures or the memo¬ 
randum of irnderstandmg prior to the 
date in such phase-in timetable for the 
first assumption of review functions, 
then the PSRO shall utihae such admin¬ 
istrative procedures or memoiandiun of 
understanding. If the Secretary disap- 
pi-oves the administrative procedure or 
the memorandiun of imderstanding ei¬ 
ther prior to or after such date, the 
Secretary shall so notify the PSRO, and 
the appropriate Medicaid and Title V 
State agencies and Medicare fiscal 
agents, stating the reasons therefor, and 
will require the conditional PSRO to 
revise its administrative procedures or 
modify its phase-M timetable or both in 
accordance with a timetable specified by 
the Secretary. 

(5) Modification. The administrative 
procedures developed under paragraphs 
(a)(1) through (a)(4) of this section 
may be modified, v/ith ttie approval of 
the Secretary, eitiier: U) By a revised 
memorandum of nnderstcmdlng between 
the conditional PSRO and the appropri¬ 
ate Medicaid or Title V State .agencies 
or Medicare fiscal agents; or (ii) by the 
conditional PSRO after providing such 
agencies or agents the opportunity for 
comment. 

(6) Previously approved procedures. 
Paragraphs (a)(1) through (a)(4) of 
this section shall not apply in the event 
that, prior to the adoption of this reg¬ 
ulation, a conditional PSRO «i) has al¬ 
ready assumed review responsibility in 
accordance with a phase-in timetable 
approved by the Secretary in a health 
care Institution and (ii) is utilizing ad¬ 
ministrative procedures (including 
memoranda of understanding) between 
the conditional PSRO and the appropri¬ 
ate Medicaid and Title V State agencies 
and Medicare fiscal agents which have 
been approved by the Secretary. How¬ 
ever, such previously adopted procedures 
may be revised by the PSIO at ao^r time 
in accord with paragraphs (a) (1) 
through (a) (5) of this section. 

(7) Current procedures available. A 
copy of each set of current administra¬ 
tive procedures (including memoranda 
of imderstanding) utilized by the condi¬ 
tional PSRO imder this section shall be 
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maintained by the conditional PSRO on 
file and be available for public inspection 
in its principal business ofBce. 

(b) Procedures for health care insti¬ 
tutions.—(1) Development of procedures 
and other requirements prior to initia¬ 
tion of PSRO review. Prior to the initia¬ 
tion of review in any health care institu¬ 
tion, each PSRO shall, in accordance 
with applicable regulations of this part: 

(1) Notify such institution in a timely 
manner of the procedures and require¬ 
ments for delegation of review functions 
pursuant to section 1155(e) of the Act 
and the factors and process which the 
PSRO will utilize for evaluating the ca¬ 
pability of the institutional review com¬ 
mittee to perform review functions. An 
example of the notification letter, includ¬ 
ing the written evaluation factors, shall 
be submitted to the Secretary for his 
approval prior to use; 

(li) Evaluate the capability of a health 
care Institution which seeks to obtain a 
delegation of PSRO review functions; 
and 

(iii) Develop models of procedures for 
the coordination of PSR<5 and institu¬ 
tional administrative and review activi¬ 
ties in (A) institutions to which all re¬ 
view functions have been delegated, (B) 
institutions in which review activities 
are apportioned between the PSRO and 
the institutions, and (C) Institutions in 
which the PSRO performs all the review 
functions. Copies of the models of pro¬ 
cedures shall be submitted to the Secre¬ 
tary for his approval at least 90 days 
prior to the earliest date in the PSRO’s 
phase-in timetable for the first assump¬ 
tion of review functions. Elach PSRO 
shall provide copies of its approved ad¬ 
ministrative and review procedures to all 
area health care institutions at least 60 
days prior to the earliest date when the 
PSRO is to assume review activities in 
any Institution under the approved 
phase-in timetable. 

(2) Consultation with nondelegated 
institutions. At least 45 days before the 
conditional PSRO assiunes review re¬ 
sponsibility in any institution to which 
it does not propose to delegate any of its 
review fimctions, the conditional PSRO 
shall provide such institution an oppor¬ 
tunity for consultation regarding the ap¬ 
proved administrative and review proce- 
dines. After consideration of any com¬ 
ments made during consultation, the 
PSRO shall make such modifications in 
the administrative and review procedures 
as the PSRO deems appropriate fra: that 
institution, and may incorporate such 
procedures in a written agreement with 
the institution. However, such modifica¬ 
tions or agreements shall not be incon¬ 
sistent with the model approved by the 
Secretary pursuant to paragraph (b) (1) 
of this section and shall Include provi¬ 
sions for administrative resolution of 
disputes and such other provisions as are 
required in the applicable regulations of 
this part. 

(3) Agreements with delegated insti¬ 
tutions. Where a conditional PSRO pro¬ 
poses to delegate all or part of its review 
fimctions to a health care institution, the 
PSRO and the Institution, prior to such 

delegation, shall enter into an agreement 
incorporating procedures for cowdlna- 
tion of conditlraial PSRO and institu¬ 
tional administrative and review activi¬ 
ties which are not inconsistent with the 
procedures in the model approved by the 
Secretary. Such agreement shall Include 
provisions for administrative resolution 
of disputes and such other provisions as 
are required in the applicable regulations 
of this Part. Where such agreement can¬ 
not be accomplished, the PSRO shall 
initiate review in the institution by the 
date for the assumption of review func¬ 
tions in the instltutiwa by the PSRO. 

(4) Modification. The administrative 
procedures developed under paragraphs 
(b)(1) through (b)(3) of ^is section 
may be modified, with the approval of 
the Secretary, either by a revised agree¬ 
ment between the conditional PSRO and 
the institution, or by the PSRO after 
providing the institution with an oppor¬ 
tunity for comment. 

(5) Previously approved procedures. 
Paragraphs (b) (1) through (b) (4) of 
this section shall not apply to adminis¬ 
trative and review procedures (including 
agreements) utilized by conditional 
PSROs in health care institutions which 
were approved by the Secretary prior to 
the effective date of this subpart. How¬ 
ever, such previously adopted procedures 
may be revised by the PSRO at any 
time in accord wito subparagraphs (b) 
(1) through (b) (4) of this section. 

§ 101.406 Notification prior to assump¬ 
tion of review responsibility. 

(a) Notice to health care institutions 
and public of designation and timetable. 
Each conditional PSRO which has been 
approved under § 101.403 shall, within 30 
days of such notification, provide a copy 
of its approved phase-in timetable to 
each health care Institution listed in its 
phase-in timetable and publish a notice 
in at least one local newspaper of gen¬ 
eral circulation in the PSRO area in¬ 
dicating (1) that the conditional PSRO 
has been found capable by the Secretary 
to exercise review responsibility, as de¬ 
fined in this subpart, in designated 
health care institutions in the PSRO 
area, (2) that the conditional PSRO will 
assume review responsibility according 
to a phase-in timetable approved by the 
Secretary, which is available for public 
Inspection in the principal business office 
of the conditional PSRO. and (3) that 
the conditional PSRO will publish the 
exact dates upon which it will assume 
review responsibility in particular insti¬ 
tutions pursuant to paragraph (c) of 
this section. 

(b) Fiscal and survey agency notices. 
The Secretary will notify the appropri¬ 
ate Medicaid, State survey and Title V 
State agencies, and the Medicare fiscal 
agents of (1) the PSRO's approved 
phase-in timetable at the time of deslg- 
natlcm of such PSRO and (2) any revi¬ 
sion in the approved timetable at the 
time the PSRO notifies the Secretary 
of such revisions in accordance with 
§ 101.407. 

(c) Notices of exact date of assump¬ 
tion of resonsibility. At least 30 days prior 

to assumption of review responsibility in 
any health care institution, whether such 
review Is to be performed by the PSRO or 
by an institutional review committee, 
each conditional PSRO shall (1) publish 
a notice in at least one local newspaper 
of general circulation in the PSRO area 
of the date on which the conditional 
PSRO will assume review responsibility 
and (2) notify the health care institu¬ 
tion and the Secretary of such date. The 
Secretary will in turn notify the appro¬ 
priate Medicaid and Title V State agen¬ 
cies and Medicare fiscal agents when it 
receives notification from each PSRO 
pursuant to this paragraph. 

(d) Notice required for previously des¬ 
ignated PSROs. Conditional PSROs des¬ 
ignated prior to the effective date of this 
subpart shall, to the extent they have not 
already complied with the requirements 
of paragraph (a) of this section, within 
30 days after the effective date of this 
Subpart, notify health care institutions 
and the public in accordance with para¬ 
graph (a)(1) of this section that they 
have been found capable by the l^re- 
tary. Such notices shall also state that 
the conditional PSRO has assumed re¬ 
view responsibility in accordance with a 
phase-in timetable approved by the Sec¬ 
retary. which is available for public in¬ 
spection in the principal business office 
of the PSRO. 

(e) Notice of delay in assumption of 
responsibility. (1) If a conditional PSRO 
does not assure review responsibility 
in accord with the notice given in para¬ 
graph (c) of this section, it shall, prior 
to the date prescribed therein, notify the 
health care institution involved, the ap¬ 
propriate Medicaid and Title V State 
agencies and Medicare fiscal agents and 
the Secretary that it is unable to assume 
responsibility at such time and state the 
reasons for its inability to do so. The pro¬ 
visions of Titles XViU and XIX of the 
Act specified in Subpart F of this part 
shall continue to be appllcaUe with re¬ 
spect to such institution until such time 
as the PSRO assumes review responsi¬ 
bility in the institution. 

(2) Where the Secretary has been no¬ 
tified pursuant to paragraph (e) (1) of 
this section, he will take such action as 
he derans necessary, which may include, 
but is not limited to, revision of the 
phase-in timetable pursuant to § 101.407, 
monitoring arrangements imder § 101.- 
409, or, reevaluation of the capability of 
the PSRO under S 101.410. 

§ 101.407 Revision of phase-in time¬ 
table. 

(a) Where a conditional PSRO an¬ 
ticipates a delay of more than 90 days 
in meeting the estimated date for the 
assumption of review responsibility in 
any health care Institution, the condi¬ 
tional PSRO shall, prior to such esti¬ 
mated date, notify the Secretary of such 
anticipated delay and request a revision 
in the approved phase-in timetable for 
such conditional PSRO. 

(b) TTie Secretary may, at any time 
after designation, revise the approved 
phase-in timetable of any conditional 
PSRO, in accordance with a request 
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under p>arai7&ph (a) of this sectic^i or 
on the basis of his reevnluation of the 
capat^lty of the conditk>nal PSRO In 
accordance with § 101.410. 

§ 101.408 Public inspcriion of timc- 
Uiblc. 

Eiach conditional PSRO shall main¬ 
tain its current approved phase-in time¬ 
table on file for pmbllc inspection at the 
principal business office of the ctmdl- 
tional PSRO during regular business 
hom-s. 

§ 101.409 Monitoring. 

(a) The Secretary may arrange to 
have Medicare fiscal agents or Medicaid 
or Title V State agencies assist him in 
monitoring the activities of a conditional 
PSRO. Where such arrangemoits are 
made, the conditional PSRO shall take 
all necessary and ^^ropriate actions to 
facilitate such monitoring activities. 

(b) Where a Medicare fiscal agent or 
a Medicaid or Title V State agency finds. 
In the course of monitoring a conditional 
PSRO, that problems appear to exist in 
the effectiveness of conditional PSRO re¬ 
view, the fiscal agent or agency shall so 
notify the conditional PSRO and meet 
with the conditional PSRO to discuss 
methods for improving the effectiveness 
of conditional PSRO review. The Medi¬ 
care fiscal agent or Medicaid or Title V 
State agency shall promptly notify the 
Secretary of any serious problems re¬ 
garding the effectlv«iess of conditional 
PSRO review, and shall further notify 
the Secretary of the results of its meeting 
with the conditional PSRO to resolve 
such problems. The Secretary will con¬ 
sider such information in evaluating the 
need for a reevaluation of the condi¬ 
tional PSRO’s capability pursuant to 
§ 101.410, or other ap>propriate action. 

(c) Where, pursuant to p)aragraph (b) 
of this section, a Medicaid State agency 
and conditional PSRO have not been 
successful In resolving any problems re¬ 
garding the appropriateness of PSRO 
review, the State may file a written com¬ 
plaint with the Secretskry requesting 
either corrective action by the Sectary 
or, where the State believes the problems 
have a serious impact up>on the admin¬ 
istration of the State Medicaid program, 
a t«np>orary susi;>ension of the cmidi- 
tional PSRO’s authority to make deter¬ 
minations which are conclusive for pur- 
p>oses of payment under the Act. Pending 
a reevaluation of the conditional PSRO’s 
capability pursuant to § 101.410, the Sec¬ 
retary will tempKMrarily suspend such 
PSRO authority In full or in part as he 
deems appropriate when the Secretary 
determines that the State has provided 
reasonable documentatirai that the 
PSRO’s review determinations, and not 
other factors, have caused either of the 
following: 

(1) A detrimental impact cm State 
Medicaid expenditures; or 

(2) A detrimental impact on the qual¬ 
ity of care received by Medicaid patients. 
Where a conditional PSRO’s authority is 
temporarily suspended by the Secretary, 
the PSRO shall continue its review ac- 
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tlvltles. During such i)erlod of 8usi)en- 
sion, the PSRO’s determlnatlcms shall 
not be conclusive for purpjoses of pay¬ 
ment imder the Act but shall be only 
advisory to Medicaid State agencies and 
Medicare fiscal agents, and the provi¬ 
sions of Titles XVUI and XIX of the 
Act, relating to utilizati<m review and 
ccmtrol, physician certifications, and 
State agency surveys and certifications, 
shall be deemed to be satisfied. 

§ 101.410 Reevaluation of capability. 

(a) Reevaluation factors. The Secre¬ 
tary may at any time, pursuant to sec¬ 
tion 1154(b) of the Act, reevaluate the 
capability of a conditional PSRO to exer- 
ci^ review responsibility. Such reevalua¬ 
tion will be based upon: 

(1) The progress of the PSRO in tar¬ 
rying out its formal plan; 

(2) Any ccmunents or recommenda¬ 
tions submitted by Medicaid or Title V 
State agencies or Medicare fiscal agents; 
and 

(3) Other relevant factors as deter¬ 
mined by the Secretary. 

(b) Notice of tentative determination 
and intended action. If, after such re- 
evaluation, the Secretary has reason to 
believe that the conditional PSRO Is not 
p>erforming in a satisfactory manner the 
duties and functions which it was foimd 
capable of parformlng, then the Secre¬ 
tary shall notify the conditional PSRO 
of the groimds for such belief and of the 
action which the Secretary pnropxoes to 
take regarding the conditional PSRO. 
Such action may Include: 

(1) Placing restrictions upon the exer¬ 
cise of review responsibility gr the iper- 
formance of certain duties and func- 
ti(His by the conditional PSRO, including 
revision of the conditional PSRO’s 
phase-in timetable; 

(2) Requiring the conditional PSRO 
to take corrective action, including the 
acceptance of technical assistance to im¬ 
prove its pierformance; 

(3) Suspending the authority of the 
PSRO to make c(»iclusive determinaticms 
pnirsuant to Subpart E of this port for 
a p)erlod of time. During such period of 
suspension, the PSRO shall continue its 
review activities, the PSRO’s determlna- 
ticms shall not be ctmcluslve for purpeses 
of payament under the Act but shall be 
(mly advisory to Medicaid State agencies 
and Medicare fiscal agents, and the pro¬ 
visions of Titles XVm and XIX of the 
Act. relating to utilization review and 
ccmtrol, physician certifications and 
State agency surveys and certifications, 
shall be deemed to be satisfied. 

(4) Terminating the agreement with 
the conditional PRSO upx)n 90 days 
notice to the PSRO, pursuant to section 
1154(c) of the Act; 

(5) Such other action as the Secretary 
may deem appn^riate. 

(c) Notice to fiscal agencies. The Sec¬ 
retary will, as soon as practicable, notify 
the appropriate Medicaid and Title V 
State agencies and Medicare fiscal 
agents, and affected health care institu¬ 
tions, of his belief tmder paragraph (b) 
of this section and any acticm he intends 
to take pursuant thereto, and s(dicit 

4259 

their cfxnments on the actkm he pro¬ 
poses to take. 

(d) Informal meeting and decision. 
Ihe notice to the conditional PRSO 
under paragraph (b) of this section shall 
offer the conditicmal PSRO an opjpxMtu- 
nity to submit written material and to 
meet informally with an official desig¬ 
nated by the Secretary to show cause 
why the action propx>sed by the Secretary 
should not be taken. If the condltkmal 
PSRO does not submit written material 
or request an informal meeting within 14 
days after recelp>t of the Secretary’s 
notice, the Secreteur’s taitatlve decision 
shall bectmie final and he will so notify 
the PSRO, Medicaid and Title V agen¬ 
cies. and Medicare fiscal agent(s), and 
state the basis for his declskoi. If the 
conditional PSRO sulxnlts written mate¬ 
rial within 14 days, the Secretary will 
consider this material priw to making a 
final decision. If the conditkmal PSRO 
requests an infcumal meeting within 14 
da3^ after receipit of the Secretary’s 
notice, such a meeting will be scheduled 
as soon as practicable. After such meet¬ 
ing, the official designated by the Sec¬ 
retary will render prcmiptly a recom- 
maided decision to the Secretary. The 
Secretary will ad<^t, revise or set aside 
the reoomm«ided decision and will notify 
the PSRO, appropriate Medicaid and 
Title V agencies and Medicare fiscal 
agent(s) of such deciskm and the basis 
for such decision. 

[FR Doc.77-1948 Plied l-21-77;8:45 am] 

[ 42 CFR Part 101 ] * 
professional standards review 

ORGANIZATIONS 
Conclusive Effect of Determinations on 

Claims Payment 

Notice is hereby given that the As¬ 
sistant Secretary for Health of the De¬ 
partment of Health, Educatton, and 
Welfare, with the i^roval of the Sec¬ 
retary of Health. Education, and Wel¬ 
fare. propxises to add a new Subport E 
to Part 101 of Title 42, Code of Federal 
Regulations. 

The propxoed Sul^iart E would require 
Medicare fiscal agents and State Medi¬ 
caid agencies, within their respoctive 
areas of respxmsibility, to accept as con¬ 
clusive in institutions in which the PSRO 
has assumed review responsibility, dis¬ 
approvals by a PSRO of health services 
as being medically unnecessary, of in¬ 
adequate quality or provided at an in¬ 
appropriate level of care. Those PSRO 
determinations, in accordance with sec¬ 
tions 1155 and 1158 of the Social Secu¬ 
rity Act (42 UAC. 1320C-4 and 7) wlU. 
exc^t as provided in section 1159 (42 
U.S.C. 1320C-8). constitute the conclu¬ 
sive determination on those medical is¬ 
sues in connection with items or serv¬ 
ices for which payment of Federal funds 
may be made imder the Act. 

As a corollary, the claims for payment 
must be accompanied or 8upKx>rted by 
evidence of PSRO review and ap>provaL 
routine certification, or other appro¬ 
priate actions by the PSRO indicating 
that the services have not been diaai)- 
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proved and the payment agencies win 
accept the PSRO determinations on those 
medical issues. However, PSROs will not 
review services where the Secretary has 
made a determination imder section 
1862(d) of the Act to exclude services 
rendered by a provider or health care 
practitioner from coverage xmder Title 
XVm of the Act or to terminate a pro¬ 
vider’s agreement. 

The State Medicaid agencies are also 
boimd by PSRO decisions under section 
1164 of the Act, which makes the provi¬ 
sions of Title XI, Part B, directly appli¬ 
cable to the State Medicaid plans. 

Sul^mrt E thus represents a change in 
the general status of utilization review 
decisions under the Social Security Act, 
since unlike the findings of utilization 
review committees under both the pres¬ 
ent utilization review regulations of 
Titles XVm and XIX (20 CFR 405.1035; 
45 CFR 250.20) and the proposed utiliza- 
tkm review regulations (41 FR 13452, 
13457, March 30, 1976), the findings of 
the PSROs will alwajrs be conclusive upon 
Afedlcare fiscal agents and Medicaid 
State agencies. 

Separate regulations implementing the 
provisions of section 1158(a) of the Act, 
which authorizes payment of Federal 
fun^ for services which have been dis¬ 
approved by a PSRO when the Secretary 
has determined that the claimant is 
without fault, are imder development and 
will be published for public comment in 
the Federal Register. 

Interested persons are invited to sub¬ 
mit written comBsents, suggestions or ob¬ 
jections'oonceming Subpart E to the Di¬ 
rector, Bureau of Quality Assurance, 
Health Services Administration, Room 
16-A-S5, 5600 Fishers Lane, Rockville, 
Maryland 20852, on or befOTe March 25, 
1877. All cooMients received in timely 
response to this Notice will be considered 
and will be available for public Inspee- 
tton in the above-named office during 
regular business hours. 

Zt is pr(H>osed to make Subpart E ef¬ 
fective upon republication in the Federal 
Register. 

The Department of Health, Education, 
and Welfare has determined that this 
document does not contain a major pro¬ 
posal requiring preparation ot an Infia- 
tion Impact Statement imder Executive 
Order 11821 and OMB Circular A-107. 

Dated; November 18,1976. 

Theodore Cooper, 
Assistant Secretary for Health. 

Approved: January 11,1977. 

Marjorie Lynch, 
Acting Secretary. 

Subpart E—Condusiva Effect of PSRO 
Deerminationt on Claims Payment 

Sec. 
101.501 Definitions. 
101.602 PSRO action as condition of pay¬ 

ment of claims. 
101.603 Effect of PSRO disapproval of serv¬ 

ices. 
101.504 Effect of affirmative PSRO determi¬ 

nations. 
101.505 Coverage determinations. 

Authoritt: Sec. 1154(b), 1155(a)(1), 1158, 
1164, Social Security Act, 86 Stat. 1432, 1433, 
1437, 1442; (42 U.S.C. 1320c 3(b), 4, 7, 13); 

sec. 1102, Social Security Act, 40 Stat. 647, as 
amended (42 UA.C. 1302) 

Sobpart E—Conclusive Effect of PSRO 
Determinations on Claims Payment 

§ 101.501 Definitions. 

As used in this subpart; 
(a) “Act” means the Social Security 

Act, as amended (42 U.S.C. Chapter 7). 
<b) “Review responsibility” means (1) 

the responsibility of a PSRO to perform 
duties and functions prescribed under 
Title XI, Part B of the Act and the reg¬ 
ulations of this part in accord with the 
phase-in timetable approved by the Sec¬ 
retary; and (2) the authority of a PSRO 
to make determinations in specified 
health care institutions under sections 
1155(a) (1) and (2) of the Act which, 
with respect to issues arising under sec- 
tiohs 1155(a) (1) and (2) of the Act, are 
conclusive under the Act, pursuant to 
section 1158 of the Act and ^is subpart. 

(c) “Medicare fiscal agents” means in¬ 
termediaries which are parties to agi’ee- 
ments entered into by the Secretary pur¬ 
suant to section 1816 of the Act and car¬ 
riers which are parties to contracts en¬ 
tered into by the Secretary pursuant to 
section 1842 of the Act. 

(d) “Medicaid State Agency” means an 
agency which is established or desig¬ 
nated under section 1902(a)(5) of the 
Act to administer a State plan to pro¬ 
vide medical asistance under Title XIX 
of the Act. 

(e) “PSRO” means a Professional 
Standards Review Organization which is 
conditionally or unconditionally desig¬ 
nated. 

(f) “Title V State agency” means an 
agency which is established or desig¬ 
nated pursuant to section 505(a) (2) of 
the Act to administer the State plan un¬ 
der Titie V of the Act. 

§ 101.502 PSRO avtioii as condition of 
payment. 

No Federal funds appropriated under 
Title XVIII or XIX of the Act ^all be 
used (directly or indireotly) for the pay- 
m^t of any claim for services or items 
provided in a health care institution 
where a PSRO is exercising review re¬ 
sponsibility for such Institution unless 
(a) the claim for pa3unent is accompa¬ 
nied or supported by evidence of PSRO 
review and approval, routine certifica¬ 
tion, or other appropriate action indicat¬ 
ing that the services or items have not 
been disapproved; or (b) such services or 
items have been approved pursuant to 
section 1159 and the applicable regula- 
ticms of this part. 

§ 101.503 of PSRO diHappruval 
of services. 

(a) Except as provided in section 1159 
of the Act and the applicable regulations 
of this part, no Federal funds appropri- 
ated under Title XVlIl or xrx of the 
Act for the provision of health care serv¬ 
ices or items shall be used (directly or 
indirectly) for the payment, under such 
titles or any program established pur¬ 
suant thereto, of any claim for the pro¬ 
vision of health care services or items 
(unless the Secretary, pursuant to appli¬ 
cable regulations of this part, determines 
that the claimant is without fault), if: 

(1) The provision of such services or 
items is subject to review by a PSRO 
under Title XI, Part B of the Act; 

(2) The PSRO has disapproved of the 
services or items giving rise to such 
claim; and 

(3) The PSRO has notified the practi¬ 
tioner or provider who provided, or pro¬ 
posed to provide, such services or items, 
and the individual who received, or was 
proposed to receive, such services or 
items, of its disapproval of the provision 
of such services or items. 

(b) Wherever any PSRO disapproves 
of any health care services or items, the 
PSRO shall, after giving the notifications 
required under paragraph (a) of this 
section, promptly notify the Medicaid or 
Title V State agency or Medicare fiscal 
agent having responsibility for acting 
upon claims for payment for or on ac¬ 
count of such service or items in accord¬ 
ance with the r^ulations of this Part. 
§ 101.504 Effwl of affirmative PSRO 

determinations. 

Where a PSRO is exercising review 
responsibility, no Medicare fiscal agent 
or Medicaid State agency shall deny the 
payment of Federal funds for a claim for 
the provision of health care services or 
items under Title XVm or XEX of the 
Act which are subject to such review, on 
the grounds that such services were not 
medically necessary, or were not of a 
quality which meets professlonaUy recog¬ 
nized standards of health care, or were 
provided inappropriately on an inpatient 
basis, or could have been provided more 
economically in an Inpatient health care 
facility of a different type, unless such 
services or items have b^n disapproved 
by the PSRO or disapproved under sec¬ 
tion 1159 of the Act. 

§ 101.505 Coverage determinations. 

Nothing in this subpart shall be con¬ 
strued as precluding the Secretary, a 
Medicare fiscal agent, or a Medicaid 
State agency, in the proper exercise of 
its duties and functions, from reviewing 
claims for benefits under Titles XVlil 
and XIX of the Act, or from determining 
whether they meet the coverage require¬ 
ments of such Titles XVm and KIX, in 
accordance with the implementing regu¬ 
lations of Titles XVlil and XIX and the 
applicable regulations of this Part pro¬ 
viding for the correlation of these func¬ 
tions with those functions of the PSRO 
under Title XI, Part B of the Act. 

[FR Doc.77-1949 Filed l-21-77;8:45 am] 

[ 42 CFR Part 101 ] 

PROFESSIONAL STANDARDS REVIEW 
ORGANIZATIONS 

Correlation of Functions Under Title XI, 
Part B of the Social Security Act With 
Other Provisions of the Act 

Notice is given that the Assistant 
Secretary for Health of the Department 
of Health, Educatten, and Welfare, with 
the approval of the l^retary of Health, 
Education, and Welfare, proposes to add 
a new Subpart F, entitled “Correlation of 
Functions Under Title XI, Part B of the 
Social Security Act with Other Provisions 
of the Act.” 
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The purpose of the present proposal Is 
to correlate, under section 1165 of the 
Social Security Act (the Act), the vari¬ 
ous activities of professional Standards 
Review Organizations (PSROs) with 
those of the Medicare, Medicaid and Title 
V agencies and other organizations hav¬ 
ing review-related functions. In some 
cases this correlation will require that 
the PSRO’s activities replace those of 
other agencies. For example, since sec¬ 
tion 1155(a) (1) of the Act provides that 
each PSRO will assume excl;isive “re¬ 
sponsibility” in its area for the review of 
the medical necessity, quality and appro¬ 
priate level of care of health services and 
items which may be paid for imder the 
Act “notwithstanding any other provi¬ 
sions of law,” the PSRO’s review activi¬ 
ties will replace the present utilization 
review actirities of Title XVni and XIX 
agencies in those institutions for which 
a PSRO has assumed responsibility. 

On the other hand, in accord with 
section 1158 of the Act, PSRO activities 
will replace the present claims payment 
fimctions of Medicare and Medicaid 
agencies only insofar as a PSRO’s deter¬ 
minations of medical necessity, quality 
and level of care will be conclusive with 
regard to these issues. Pertinent cover¬ 
age regulations and guidelines, such as 
relate to the niunber of hospital days 
covered or the reasonableness of charges, 
will continue to apply to payment deter¬ 
minations, and claims pa3nnent agencies 
will not be precluded from rendering 
coverage and reimbursement determina¬ 
tions with regard to issues which are not 
the subject of the PSRO determinations. 

Similarly, physician certifications re¬ 
quired un(ier Title XI wiU be performed 
in lieu of similar requirements imder 
TiUes Xvni and XTX of the Act, but 
pertinent coverage regulations and 
guidelines authorized under those pro¬ 
visions of the Act will continue to apply 
to payment determinations. 

Regulations are under development re¬ 
garding the relationship of PSRO review 
and physician certifications to physician 
certificatlcms made pursuant to section 
1814(h) of the Act (relating to “presumed 
coverage” of a Medicare beneficiary in a 
skilled nursing facility). In the Interim, 
Subpart F clarifies that, as is the case 
with an adverse finding by a skilled 
nursing facility’s utilization review com¬ 
mittee when the care is not subject to 
PRSO review, the beneficiary is not eli¬ 
gible for a period of “presum^ coverage” 
in a skilled nursing facility when a PSRO 
determines that the skill^ nursing care 
to which the physician certifies is not 
medically necessary. 

Survey and monitoring responsibilities 
of State survey agencies and claims pay¬ 
ment agencies, to assure that utilization 
review functions are being conducted in 
health care institutions in accordance 
with section 1861 (k) of the Act will no 
longer be applicable imder the law where 
PSROs are exercising review responsibil¬ 
ities in such institutions. 

Finally, sln<5e section 1159(c) of the 
Act provides for an exclusive hearing 
procedure on PSRO issues, other hear¬ 
ing iM'ocedures provided under the Act 
on the Issues of medical necessity, quality 
and appropriate level of care will be 
superseded by the procedures of sectiiwi 
1159 of the Act. 

It should be noted that, since section 
1158 of the Act makes clear that PSRO 
determinations are to be advisory for 
purposes of services provided under Title 
V of the Act, none of the provisions of 
Title V will be superseded in health care 
institutions where PSROs perform 
review and both the PSRO and Title V 
review systems may operate simulta¬ 
neously. 

It should also be noted that the cor¬ 
relation of PSRO activities with activ¬ 
ities of other agencies with respect to 
particular institutions will only take 
place at the time PSROs assume review 
responsibility with regard to those in¬ 
stitutions. With respect to institutions 
where PSROs have not yet begun to 
function, the Medicare and Medicaid 
claims payment agencies will continue to 
exercise all those functions required of 
them under the Act. 

Interested persons are invited to sub¬ 
mit written comments, suggestions or 
objections concerning Subpart F to the 
Director, Bureau of Quality Assurance, 
Health Services Administration, Room 
16A55, 5600 Fishers Lane, Rockville, 
Maryland 20852, on or before March 25, 
1977. All comments received in timely 
response will be considered and will be 
available for public inspection in the 
above-named ofiSce during regular busi¬ 
ness hours. 

It is proposed to make Subpart F ef-. 
fective upon republication in the Federal 
Register. 

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

Dated: November 18,1976. 

Theodore Cooper, 
Assistant Secretary for Health. 

Approved: January 11,1977. 

Marjorie Lynch, 
Acting Secretary. 

Subpart F—Corralatlon of Functions Under Title 
Xl, Part B of the Social Security Act With Other 
Provisions of the Act 

Sec. 
101.601 Definitions. 
101.602 AppllcabUlty. 
101.603 CTorrelatlon of Title XI functions 

with Title XVm functions. 
101.604 Ck>rrelatlon of Title XI functions 

with Title XIX functions. 
101.605 Continuation of functions not as¬ 

sumed by PSROs. 

Authoritt: Sections 1154(b), 1155(a)(1), 
1158, 1164 and 1165 of the Social Security 
Act, 86 Stat. 1432, 1433, 1437, 1442, and 1448, 
(42 UJS.C. 1320c-3(b), 4, 7, 13, 14); Section 

1102 the Social Security Act, 49 Stat. 647, 
as amended (42 UA.C. 1809). 

Subpart F—Correlation of Functions Under 
Title XI, Part B of the Social Security Act 
With O^er Provisions of tf.e Act 

§ 101.601 Definitions. 

As used in this subpart; 
(a) “Act” means the Soelal Security 

Act, as amended (42 U.S.C. Chapter 7). 
(b) "PSRO” means a Professiimal 

Standards Review Organization which 
is conditionally or unccmditionaUy des¬ 
ignated. 

(c) “Review responsibility” means (1) 
the responsibility of a PSRO to perform 
duties and functions prescribed under 
Title XI. Part B of the Act and the regu¬ 
lations of this Part in accord with the 
phase-in timetable approved by the Sec¬ 
retary and (2) the authority of a PSRO 
to make determinations in specified 
health care Institutions under sections 
1155(a) (1) and (2) (A the Act which, 
with respect to issues arising under sec¬ 
tions 1155(a) (1) and (2) of the Act, 
are cimcluslve under the Act, pursuant 
to section 1158 of the Act and Subpart 
E of this Part. 

(d) “Health care institution” means 
an organization Involved In the delivery 
of health care services or items for which 
reimbursement may be made in whole 
or in part under the Act. 

§ 101.602 Applicability. 

The provisions of this Subpart shall 
be applicable only to health care services 
and items provided by or in those health 
care institutions in which a PSRO.has 
assumed review responsibility in ac¬ 
cordance with the applicable provisions 
of this Part. 
§ 101.603 Correlation of Title XI func¬ 

tions with Title XVIII functions. 

(a) Utilization review activities. The 
review activities of PSROs under section 
1155(a) of the Act shall be in lieu of the 
utilization review and evaluation activi¬ 
ties required of health care institutions 
under sections 1861(e)(6), 1861(j)(8), 
1861(j)(12), 1861(k) and 1865 of the 
Act. 

(b) Certifications. (1) 'The certifica¬ 
tions made by attending physicians 
under section 1156(d) of the Act with 
regard to the issue of medical necessity 
of health care services, shall be in lieu 
of the physician certifications required 
under sections 1814(a)(2) (A), (B), (C), 
and (E), 1814(a) (3), and 1835(a)(2)(B) 
of the Act. However, pertinent coverage 
regulations and guidelines authorized 
and established pursuant to the provi¬ 
sions of title XVIII of the Act cited above 
shall continue to apply to payment de¬ 
terminations. 

(2) A Medicare beneficiary is not eli¬ 
gible for a period of presumed coverage 
under section 1814(h) of the Act when 
a PSRO determines that the care speci¬ 
fied in section 1814(a) (2) (C) of the Act 
Is not medically necessary or appropri¬ 
ate. 
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(c) Payment determinations by Medi¬ 
care intermediaries and carriers. Deter¬ 
minations of PSROs under section 1155 
<a) of the Act with regard to the medical 
necessity, quality and appropriate level 
of care of health care services, shall be 
conclusive with regard to these Issues on 
decisions of Medicare intermediaries and 
carriers under sections 1814(a)(4), 1814 
(a)(5). 1814(a)(6). 1862(a)(1) and 1862 
(a)(9) of the Act. However, pertinent 
coverage regulations and guidelines au¬ 
thorized and established pursuant to the 
provisions of title XVLU of the Act cited 
above shall continue to apply to payment 
determinations, and claims payment 
agencies shall not be precluded from 
rendering coverage and reimbiusement 
determinations with regard to issues 
which are not the subject of such PSRO 
determinations. 

(d) Survey, compliance and assistance 
activities. The activities of PSROs in 
performing review directly in health 
eare institutions under section 1155(a) of 
the Act and the monitoring activities of 
PSROs in assuring compliance with re¬ 
quirements of Title XI, Part B of the Act 
in health care institutions which are del¬ 
egated review responsibilities under sec¬ 
tion 1155(e)(1) of the Act shall be in 
lieu of the survey, compliance and as¬ 
sistance activities required of State sur¬ 
vey agencies \mder section 1864(a) with 
respect to sections 1861(e)(6), 1861(j) 
(8). 1861 (J) (12). and 1861(k) of the Act. 
and intermediaries and carriers imder 
sections 1816(b)(1)(B). and 1842(a)(2) 
(A) and (B) of the Act. The Secretary 
will notify appropriate State survey 

agencies, intermediaries, and carriers of 
all health care institutions for which a 
PSRO has asstuned review responsfoility. 

(e) Review and appeals activities. 
Pursuant to section 1159(c) of the Act, 
any reviews or appeals of PSRO deter¬ 
minations provided under section 1159 
(a) and (b) of the Act shall be in lieu 
of appeals provided under sections 1842 
(b) (3) (C) and 1869(b) of the Act with 
respect to the issues of medical neces¬ 
sity, quality and level of care of health 
care services as determined by such 
PSRO. 
§ 101.604 Correlation of Title XI fune- 

tion8 Mitli Title XIX funetions. 

(a) Review activities. The review ac¬ 
tivities of PSROs under section 1155(a) 
of the Act shall be in lieu of the medical, 
utilization and independent professional 
review activities required under sections 
1902(a)(26), 1902(a)(30), 1902(a)(31). 
1903(g) (1) and 1903(i) (4) of the Act. 

(b) Certifications. Certifications made 
by attending physicians under section 
1156(d) of the Act shall be in lieu of 
physician certifications required under 
section 1903(g)(1)(A) of the Act. 

(c) Payment determinations. Deter¬ 
minations of PSROs under section 1155 
(a) of the Act. with regard to the medical 
necessity, quality and appropriate level 
of care of health care services, shall be 
conclusive with regard to these issues on 
decisions of State Medicaid agencies 
imder section 1903(g) and 1903(1) (4) of 
the Act. However, such PSRO determina¬ 
tions shall not preclude appropriate cov¬ 
erage determinations under the provi¬ 

sions of Title XIX of the Act with regard 
to issues which are not the subject of 
such PSRO determinations. 

(d) Survey and compliance activities. 
The activities of PSROs in performing 
review directly in health care institu¬ 
tions under section 1155(a) of the Act, 
and the monitoring activities of PSROs 
in assuring compliance with the re¬ 
quirements of Title XI, Part B of the Act 
in health care institutions which are 
delegated review responsibilities under 
section 1155(e)(1) of the Act, shall be 
in lieu of the validation procedures per¬ 
formed by the Secretary imder section 
1903(g) (2) of the Act and the survey pro¬ 
cedures required of State survey agencies 
under section 1902(a) (33) of the Act. 

(e) Review and appeals activities. 
Pursuant to section 1159(c) of the Act, 
any reviews or appeals of PSRO deter¬ 
minations provided under sections 1159 
(a) and (b) of the Act shall be in lieu of 
fair hearings before State agencies pro¬ 
vided under section 1902(a) (3) of the 
Act with respect to the Issues of medical 
necessity, quality and level of care of 
health care services as determined by 
such PSRO. 

§ 10L605 (lonlinuutioii of fun<'lion» nut 
assumed by PSROs. 

Any of the duties and functions of a 
PSRO under Title XI, Part B of the Act 
for which responsibility has not been 
assumed by a PSRO shall be performed 
in the manner and to the extent other¬ 
wise provided for under the law. 
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