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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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(iii) A summary of the specific facts 
that the QIO determines are pertinent 
to its findings; and 

(iv) A statement that the letter rep-
resents the QIO’s final determination 
and that there is no right to further ap-
peal. 

(2) The QIO may provide information 
to the beneficiary, practitioner, and 
provider regarding opportunities for 
improving the care given to patients 
based on the specific findings of its re-
view and the development of quality 
improvement initiatives. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.150 Abandoned complaints and 
reopening rights. 

(a) Abandoned complaints. If a Medi-
care beneficiary fails to participate or 
otherwise comply with the require-
ments of the beneficiary complaint re-
view process and the QIO does not have 
sufficient information to complete its 
review, the QIO may determine that 
the complaint has been abandoned 
and— 

(1) Inform the parties that its com-
plaint review will be discontinued; and 

(2) Inform the beneficiary of his or 
her right to resubmit a written com-
plaint in accordance with the proce-
dures in § 476.120. 

(b) Reopening complaint reviews. A QIO 
may reopen a Medicare beneficiary 
complaint review using the same pro-
cedures that the QIO would use for re-
opening initial denial determinations 
and changes as a result of DRG valida-
tion, as described in § 476.96. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.160 General quality of care re-
view procedures. 

(a) Scope of the QIO review. A QIO 
may conduct a general quality of care 
review in accordance with section 
1154(a)(1)(B) of the Act. 

(1) A QIO may conduct general qual-
ity of care reviews based on— 

(i) Concerns identified during the 
course of other QIO review activities; 

(ii) Referrals from other sources, in-
cluding but not limited to individuals, 
contractors, other Federal or State 
agencies; or 

(iii) Analysis of data. 

(2) The QIO’s review will focus on all 
concerns identified by the QIO and/or 
identified by those who have referred 
or reported the concerns, with consid-
eration being given to the episode of 
care related to the concerns. 

(3) The QIO will use evidence-based 
standards of care to the maximum ex-
tent practicable. If no standard of care 
exists, the QIO must 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. Upon 
request by the QIO, a provider or prac-
titioner must deliver all medical infor-
mation requested within 14 calendar 
days of the request. A QIO is author-
ized to require the receipt of the med-
ical information sooner if the QIO 
makes a preliminary determination 
that the review involves a potential 
gross and flagrant or substantial qual-
ity of care concern 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. 

(c) Initial determination. The QIO peer 
reviewer will complete the review and 
the practitioner and/or provider will be 
notified of the initial determination in 
writing within 10 calendar days of the 
receipt of all medical information. 

[77 FR 68561, Nov. 15, 2012] 

§ 476.170 General quality of care re-
consideration procedures. 

(a) Right to request a reconsideration. 
Beginning with reviews initiated after 
July 31, 2014, a provider or practitioner 
who is dissatisfied with a QIO’s initial 
determination may request a reconsid-
eration by the QIO. 

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