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(a) Promptly notify the provider or 
supplier and the patient’s attending 
physician (or other attending health 
care practitioner) of the proposed de-
termination or DRG change; and 

(b) Afford an opportunity for the pro-
vider or supplier and the physician (or 
other attending health care practi-
tioner) to discuss the matter with the 
QIO physician advisor and to explain 
the nature of the patient’s need for 
health care services, including all fac-
tors which preclude treatment of the 
patient as an outpatient or in an alter-
native level of inpatient care.

§ 476.94 Notice of QIO initial denial de-
termination and changes as a result 
of a DRG validation. 

(a) Notice of initial denial determina-
tion—(1) Parties to be notified. A QIO 
must provide written notice of an ini-
tial denial determination to— 

(i) The patient, or if the patient is ex-
pected to be unable to comprehend the 
notice, the patient’s next of kin, guard-
ian or other representative or sponsor; 

(ii) The attending physician, or other 
attending health care practitioner; 

(iii) The facility; and 
(iv) The fiscal intermediary or car-

rier. 
(2) Timing of the notice. The notice 

must be delivered to beneficiaries in 
the facility or mailed to those no 
longer in the facility, within the fol-
lowing time periods— 

(i) For admission, on the first work-
ing day after the initial denial deter-
mination; 

(ii) For continued stay (e.g., outliers 
in facilities under a prospective pay-
ment system), by the first working day 
after the initial denial determination if 
the beneficiary is still in the facility, 
and within 3 working days if the bene-
ficiary has been discharged; 

(iii) For preprocedure review, before 
the procedure is performed; 

(iv) For preadmission review, before 
admission; 

(v) If identification as a Medicare 
program patient has been delayed, 
within three working days of identi-
fication; 

(vi) For retrospective review, (ex-
cluding DRG validation and post proce-
dure review), within 3 working days of 
the initial denial determination; and 

(vii) For post-procedure review, with-
in 3 working days of the initial denial 
determination. 

(3) Preadmission review. In the case of 
preadmission review, the QIO must 
document that the patient and the fa-
cility received notice of the initial de-
nial determination. 

(b) Notice of changes as a result of a 
DRG validation. The QIO must notify 
the provider and practitioner of 
changes to procedural and diagnostic 
information that result in a change of 
DRG assignment, within 30 days of the 
QIO’s decision. 

(c) Content of the notice. The notice 
must be understandable and written in 
plain English and must contain— 

(1) The reason for the initial denial 
determination or change as a result of 
the DRG validation; 

(2) For day outliers in hospitals, the 
date on which the stay or services in 
the facility will not be approved as 
being reasonable and medically nec-
essary or appropriate to the patients’ 
health care needs; 

(3) A statement informing each party 
or his or her representative of the right 
to request in accordance with the pro-
visions of part 473, subpart B of this 
chapter— 

(i) Review of a change resulting from 
DRG validation; or 

(ii) Reconsideration of the initial de-
nial determination; 

(4) The locations for filing a request 
for reconsideration or review and the 
time period within which a request 
must be filed; 

(5) A statement about who is liable 
for payment of the denied services 
under section 1879 of the Act; and 

(6) A statement concerning the duties 
and functions of the QIO under the Act. 

(d) Notice to payers. The QIO must 
provide prompt written notice of an 
initial denial determination or changes 
as a result of a DRG validation to the 
Medicare fiscal intermediary or carrier 
within the same time periods as the no-
tices to the other parties. 

(e) Record of initial denial determina-
tion and changes as a result of a DRG 
validation. (1) The QIO must document 
and preserve a record of all initial de-
nial determinations and changes as a 
result of DRG validations for six years 
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from the date the services in question 
were provided. 

(2) The documentary record must in-
clude— 

(i) The detailed basis for the initial 
denial determination or changes as a 
result of a DRG validation; and 

(ii) A copy of the determination or 
change in DRG notices sent to all par-
ties and identification of each party 
and the date on which the notice was 
mailed or delivered.

§ 476.96 Review period and reopening 
of initial denial determinations and 
changes as a result of DRG valida-
tions. 

(a) General timeframe. A QIO or its 
subcontractor— 

(1) Within one year of the date of the 
claim containing the service in ques-
tion, may review and deny payment; 
and 

(2) Within one year of the date of its 
decision, may reopen an initial denial 
determination or a change as a result 
of a DRG validation. 

(b) Extended timeframes. (1) An initial 
denial determination or change as a re-
sult of a DRG validation may be made 
after one year but within four years of 
the date of the claim containing the 
service in question, if CMS approves. 

(2) A reopening of an initial denial 
determination or change as a result of 
a DRG validation may be made after 
one year but within four years of the 
date of the QIO’s decision if— 

(i) Additional information is received 
on the patient’s condition; 

(ii) Reviewer error occurred in inter-
pretation or application of Medicare 
coverage policy or review criteria; 

(iii) There is an error apparent on the 
face of the evidence upon which the 
initial denial or DRG validation was 
based; or 

(iv) There is a clerical error in the 
statement of the initial denial deter-
mination or change as a result of a 
DRG validation. 

(c) Fraud and abuse. (1) A QIO or its 
subcontractor may review and deny 
payment anytime there is a finding 
that the claim for service involves 
fraud or a similar abusive practice that 
does not support a finding of fraud. 

(2) An initial denial determination or 
change as a result of a DRG validation 
may be reopened and revised anytime 

there is a finding that it was obtained 
through fraud or a similar abusive 
practice that does not support a find-
ing of fraud.

§ 476.98 Reviewer qualifications and 
participation. 

(a) Peer review by physician. (1) Except 
as provided in paragraph (a)(2) of this 
section, each person who makes an ini-
tial denial determination about serv-
ices furnished or proposed to be fur-
nished by a licensed doctor of medicine 
or osteopathy or by a doctor of den-
tistry must be respectively another li-
censed doctor of medicine or osteop-
athy or of dentistry with active staff 
privileges in one or more hospitals in 
the QIO area. 

(2) If a QIO determines that peers are 
not available to make initial denial de-
terminations, a doctor of medicine or 
osteopathy may make denial deter-
minations for services ordered or per-
formed by a doctor in any of the three 
specialties. 

(3) For purposes of paragraph (a)(1) of 
this section, individuals authorized to 
practice medicine in American Samoa, 
the Northern Mariana Islands, and the 
Trust Territory of the Pacific Islands 
as ‘‘medical officers’’ may make deter-
minations on care ordered or furnished 
by their peers but not on care ordered 
or furnished by licensed doctors of 
medicine or osteopathy. 

(b) Peer review by health care practi-
tioners other than physicians. Health 
care practitioners other than physi-
cians may review services furnished by 
other practitioners in the same profes-
sional field. 

(c) DRG validation review. Decisions 
about procedural and diagnostic infor-
mation must be made by physicians. 
Technical coding issues must be re-
viewed by individuals with training 
and experience in ICD–9–CM coding. 

(d) Persons excluded from review. (1) A 
person may not review health care 
services or make initial denial deter-
minations or changes as a result of 
DRG validations if he or she, or a mem-
ber of his or her family— 

(i) Participated in developing or exe-
cuting the beneficiary’s treatment 
plan; 

(ii) Is a member of the beneficiary’s 
family; or 
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