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42 CFR Ch. IV (10–1–14 Edition) § 476.120 

§ 476.120 Submission of written bene-
ficiary complaints. 

(a) Timeframe for submission of written 
complaints. A QIO shall be responsible 
for conducting a review of any written 
complaint received from a Medicare 
beneficiary or a Medicare beneficiary’s 
representative about the quality of 
health care if the complaint is received 
not later than 3 years from the date on 
which the care giving rise to the com-
plaint occurred. 

(1) A written complaint includes a 
complaint submitted electronically to 
the QIO. 

(2) In those instances where a Medi-
care beneficiary contacts the QIO re-
garding a complaint but declines to 
submit the complaint in writing and 
immediate advocacy has not been of-
fered, the QIO may complete a general 
quality of care review in accordance 
with § 476.160 if the QIO makes a pre-
liminary determination that the com-
plaint involves a potential gross and 
flagrant, substantial or significant 
quality of care concern. 

(b) New concerns raised by a Medicare 
beneficiary. If a Medicare beneficiary 
raises new concerns relating to the 
same complaint after the completion of 
the interim initial determination in 
§ 476.130(c), the concerns will be proc-
essed as a new complaint. The QIO may 
process new concerns raised after the 
receipt of the written complaint as 
part of the same complaint, provided 
they are received prior to the comple-
tion of the interim initial determina-
tion. Even if a concern is received be-
fore the interim initial determination, 
the QIO can address it as a separate 
complaint if the QIO determines that 
this is warranted by the circumstances. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.130 Beneficiary complaint review 
procedures. 

(a) Scope of the QIO review. In com-
pleting its review, the QIO shall con-
sider any information and materials 
submitted by the Medicare beneficiary 
or his or her representative and any in-
formation submitted by the provider 
and/or practitioner. All information ob-
tained by the QIO that fits within the 
definition of ‘‘confidential informa-

tion’’ under § 480.101, will be held by the 
QIO as confidential. 

(1) The QIO’s review will focus on the 
episode of care from which the com-
plaint arose and address the specific 
concerns identified by the beneficiary 
and any additional concerns identified 
by the QIO. The QIO may separate con-
cerns into different complaints if the 
QIO determine that the concerns relate 
to different episodes of care. 

(2) The QIO will use evidence-based 
standards of care to the maximum ex-
tent practicable. If no standard of care 
exists, the QIO will use available 
norms, best practices and established 
guidelines to establish the standard 
that will be used in completing the re-
view. The QIO’s determination regard-
ing the standard used is not subject to 
appeal. 

(b) Medical information requests. (1) 
Upon request by the QIO, a provider or 
practitioner must deliver all medical 
information requested in response to a 
Medicare beneficiary complaint within 
14 calendar days of the request. A QIO 
is authorized to require the receipt of 
the medical information sooner if the 
QIO make a preliminary determination 
that the complaint involves a potential 
gross and flagrant or substantial qual-
ity of care concern as specified in part 
1004 of this title and circumstances 
warrant earlier receipt of the medical 
information. A practitioner’s or pro-
vider’s failure to comply with the re-
quest for medical information within 
the established timeframe may result 
in the QIO taking action in accordance 
with § 476.90. 

(2) In requesting medical information 
in response to a Medicare beneficiary 
complaint, the QIO must notify the 
practitioner and/or provider that the 
medical record is being requested in re-
sponse to a beneficiary complaint, ex-
plain the practitioner’s and/or pro-
vider’s right to discuss the QIO’s in-
terim initial determination, and re-
quest the name of a contact person in 
order to ensure timely completion of 
the discussion. 

(c) Interim initial determination. The 
QIO peer reviewer will complete the re-
view and the practitioner and/or pro-
vider will be notified of the interim ini-
tial determination within 10 calendar 
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days of the receipt of all medical infor-
mation. 

(1) A practitioner and provider will 
be notified by telephone of the oppor-
tunity to discuss the QIO’s interim ini-
tial determination with the QIO in 
those situations where the peer re-
viewer determines that the quality of 
services does not meet professionally 
recognized standards of care for any 
concern in the complaint. The discus-
sion must be held no later than 7 cal-
endar days from the date of the initial 
offer. 

(2) The interim initial determination 
becomes the final initial determination 
if the discussion is not completed time-
ly as a result of the practitioner’s and/ 
or provider’s failure to respond. 

(3) Written statements in lieu of a 
discussion must be received no later 
than 7 calendar days from the date of 
the initial offer. 

(4) In rare circumstances, the QIO 
may grant additional time to complete 
the discussion or submission of a writ-
ten statement in lieu of a discussion. 

(d) Final initial determination. The QIO 
must issue written notification of its 
final initial determination in those 
cases in which the QIO has determined 
that care met professionally recognized 
standards, as well as in those cases in 
which the QIO determined that stand-
ards were not met and the opportunity 
for discussion has been completed. 

(1) No later than 3 business days after 
completion of its review, or for cases in 
which the standard was not met, no 
later than 3 business days after the dis-
cussion or receipt of the provider’s and/ 
or practitioner’s written statement, 
the QIO will notify (by telephone) the 
beneficiary and the provider/practi-
tioner of its final initial determination 
and of the right to request a reconsid-
eration of the QIO’s final initial deter-
mination. 

(2) Written notice of the QIO’s final 
initial determination will be forwarded 
to all parties within 5 calendar days 
after completion of its review, and 
must include: 

(i) A statement for each concern that 
care did or did not meet the standard 
of care; 

(ii) The standard identified by the 
QIO for each of the concerns; and 

(iii) A summary of the specific facts 
that the QIO determines are pertinent 
to its findings, including references to 
medical information and, if held, the 
discussion with the involved practi-
tioner and/or provider. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.140 Beneficiary complaint recon-
sideration procedures. 

(a) Right to request a reconsideration. 
Beginning with complaints filed after 
July 31, 2014, a Medicare beneficiary, a 
provider, or a practitioner who is dis-
satisfied with a QIO’s final initial de-
termination may request a reconsider-
ation by the QIO. 

(1) The reconsideration request must 
be received by the QIO, in writing or by 
telephone, no later than 3 calendar 
days following initial notification of 
the QIO’s determination. If the QIO is 
unable to accept a request, the request 
must be submitted by noon of the next 
day the QIO is available to accept a re-
quest. 

(2) The Medicare beneficiary, or his 
or her representative, and the practi-
tioner and/or provider must be avail-
able to answer any questions or supply 
any information that the QIO requests 
in order to conduct its reconsideration. 

(3) The QIO must offer the Medicare 
beneficiary and the practitioner and/or 
provider an opportunity to provide fur-
ther information. A Medicare bene-
ficiary, a practitioner, and a provider 
may, but are not required to, submit 
evidence to be considered by the QIO in 
making its reconsideration decision. 

(b) Issuance of the QIO’s final decision. 
No later than 5 calendar days after re-
ceipt of the request for a reconsider-
ation, or, if later, 5 calendar days after 
receiving any medical or other records 
needed for such reconsideration, the 
QIO must complete the review and no-
tify the beneficiary and the practi-
tioner/provider of its decision. 

(1) The QIO’s initial notification may 
be done by telephone, followed by the 
mailing of a written notice by noon of 
the next calendar day that includes— 

(i) A statement for each concern that 
care did or did not meet the standard 
of care; 

(ii) The standard identified by the 
QIO for each of the concerns; 
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