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maintains with respect to enrollees, an 
M+C organization must establish pro-
cedures to do the following: 

(a) Abide by all Federal and State 
laws regarding confidentiality and dis-
closure of medical records, or other 
health and enrollment information. 
The M+C organization must safeguard 
the privacy of any information that 
identifies a particular enrollee and 
have procedures that specify— 

(1) For what purposes the informa-
tion will be used within the organiza-
tion; and 

(2) To whom and for what purposes it 
will disclose the information outside 
the organization. 

(b) Ensure that medical information 
is released only in accordance with ap-
plicable Federal or State law, or pursu-
ant to court orders or subpoenas. 

(c) Maintain the records and informa-
tion in an accurate and timely manner. 

(d) Ensure timely access by enrollees 
to the records and information that 
pertain to them. 

[65 FR 40323, June 29, 2000]

§ 422.128 Information on advance di-
rectives. 

(a) Each M+C organization must 
maintain written policies and proce-
dures that meet the requirements for 
advance directives, as set forth in sub-
part I of part 489 of this chapter. For 
purposes of this part, advance directive 
has the meaning given the term in 
§ 489.100 of this chapter. 

(b) An M+C organization must main-
tain written policies and procedures 
concerning advance directives with re-
spect to all adult individuals receiving 
medical care by or through the M+C or-
ganization. 

(1) An M+C organization must pro-
vide written information to those indi-
viduals with respect to the following: 

(i) Their rights under the law of the 
State in which the organization fur-
nishes services (whether statutory or 
recognized by the courts of the State) 
to make decisions concerning their 
medical care, including the right to ac-
cept or refuse medical or surgical 
treatment and the right to formulate 
advance directives. Providers may con-
tract with other entities to furnish this 
information but remain legally respon-
sible for ensuring that the require-

ments of this section are met. The in-
formation must reflect changes in 
State law as soon as possible, but no 
later than 90 days after the effective 
date of the State law. 

(ii) The M+C organization’s written 
policies respecting the implementation 
of those rights, including a clear and 
precise statement of limitation if the 
M+C organization cannot implement 
an advance directive as a matter of 
conscience. At a minimum, this state-
ment must do the following: 

(A) Clarify any differences between 
institution-wide conscientious objec-
tions and those that may be raised by 
individual physicians. 

(B) Identify the state legal authority 
permitting such objection. 

(C) Describe the range of medical 
conditions or procedures affected by 
the conscience objection. 

(D) Provide the information specified 
in paragraph (a)(1) of this section to 
each enrollee at the time of initial en-
rollment. If an enrollee is incapaci-
tated at the time of initial enrollment 
and is unable to receive information 
(due to the incapacitating condition or 
a mental disorder) or articulate wheth-
er or not he or she has executed an ad-
vance directive, the M+C organization 
may give advance directive informa-
tion to the enrollee’s family or surro-
gate in the same manner that it issues 
other materials about policies and pro-
cedures to the family of the incapaci-
tated enrollee or to a surrogate or 
other concerned persons in accordance 
with State law. The M+C organization 
is not relieved of its obligation to pro-
vide this information to the enrollee 
once he or she is no longer incapaci-
tated or unable to receive such infor-
mation. Follow-up procedures must be 
in place to ensure that the information 
is given to the individual directly at 
the appropriate time. 

(E) Document in a prominent part of 
the individual’s current medical record 
whether or not the individual has exe-
cuted an advance directive. 

(F) Not condition the provision of 
care or otherwise discriminate against 
an individual based on whether or not 
the individual has executed an advance 
directive. 

(G) Ensure compliance with require-
ments of State law (whether statutory 
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or recognized by the courts of the 
State) regarding advance directives. 

(H) Provide for education of staff 
concerning its policies and procedures 
on advance directives. 

(I) Provide for community education 
regarding advance directives that may 
include material required in paragraph 
(a)(1)(i) of this section, either directly 
or in concert with other providers or 
entities. Separate community edu-
cation materials may be developed and 
used, at the discretion of the M+C or-
ganization. The same written materials 
are not required for all settings, but 
the material should define what con-
stitutes an advance directive, empha-
sizing that an advance directive is de-
signed to enhance an incapacitated in-
dividual’s control over medical treat-
ment, and describe applicable State 
law concerning advance directives. An 
M+C organization must be able to doc-
ument its community education ef-
forts. 

(2) The M+C organization— 
(i) Is not required to provide care 

that conflicts with an advance direc-
tive; and 

(ii) Is not required to implement an 
advance directive if, as a matter of 
conscience, the M+C organization can-
not implement an advance directive 
and State law allows any health care 
provider or any agent of the provider 
to conscientiously object. 

(3) The M+C organization must in-
form individuals that complaints con-
cerning noncompliance with the ad-
vance directive requirements may be 
filed with the State survey and certifi-
cation agency.

§ 422.132 Protection against liability 
and loss of benefits. 

Enrollees of M+C organizations are 
entitled to the protections specified in 
§ 422.502(g).

Subpart D—Quality Assurance

SOURCE: 63 FR 35082, June 26, 1998, unless 
otherwise noted.

§ 422.152 Quality assessment and per-
formance improvement program. 

(a) General rule. Each M+C organiza-
tion that offers one or more M+C plans 
must have, for each of those plans, an 

ongoing quality assessment and per-
formance improvement program that 
meets the applicable requirements of 
this section for the services it fur-
nishes to its M+C enrollees. 

(b) Requirements for network M+C MSA 
plans and M+C coordinated care plans 
other than PPO plans. An organization 
offering a network M+C MSA plan or 
M+C coordinated care plan other than 
a PPO plan must do the following: 

(1) Meet the requirements in para-
graph (c)(1) of this section concerning 
performance measurement and report-
ing. With respect to an M+C coordi-
nated care plan, an organization must 
also meet the requirements of para-
graph (c)(2) of this section concerning 
the achievement of minimum perform-
ance levels. The requirements of para-
graph (c)(2) of this section do not apply 
with respect to an M+C MSA plan. 

(2) Conduct performance improve-
ment projects as described in para-
graph (d) of this section. These projects 
must achieve, through ongoing meas-
urement and intervention, demon-
strable and sustained improvement in 
significant aspects of clinical care and 
nonclinical care areas that can be ex-
pected to have a favorable effect on 
health outcomes and enrollee satisfac-
tion. 

(3) In processing requests for initial 
or continued authorization of services, 
follow written policies and procedures 
that reflect current standards of med-
ical practice. 

(4) Have in effect mechanisms to de-
tect both underutilization and over-
utilization of services. 

(5) Make available to CMS informa-
tion on quality and outcomes measures 
that will enable beneficiaries to com-
pare health coverage options and select 
among them, as provided in 
§ 422.64(c)(10). 

(c) Performance measurement and re-
porting. The organization offering the 
plan must do the following: 

(1) Measure performance under the 
plan, using standard measures required 
by CMS, and report its performance to 
CMS. The standard measures may be 
specified in uniform data collection 
and reporting instruments required by 
CMS, and will relate to— 
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