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(2) The circumstances, if any, that 
may require prior approval before a 
budget adjustment is made. 

(3) The circumstances, if any, that 
may require a change in the service 
plan. 

(d) The procedure(s) that governs 
how a person, at the election of the 
State, may reserve funds to purchase 
items that increase independence or 
substitute for human assistance, to the 
extent that expenditures would other-
wise be made for the human assistance, 
including additional goods, supports, 
services or supplies. 

(e) The procedure(s) that governs how 
a person may use a discretionary 
amount, if applicable, to purchase 
items not otherwise delineated in the 
budget or reserved for permissible pur-
chases. 

(f) How participants, or their rep-
resentative, if applicable, are afforded 
the opportunity to request a fair hear-
ing under § 441.300 if a participant’s, or 
participant’s representative, if applica-
ble, request for a budget adjustment is 
denied or the amount of the budget is 
reduced. 

§ 441.472 Budget methodology. 

(a) The State shall set forth a budget 
methodology that ensures service au-
thorization resides with the State and 
meets the following criteria: 

(1) The State’s method of deter-
mining the budget allocation is objec-
tive and evidence based utilizing valid, 
reliable cost data. 

(2) The State’s method is applied con-
sistently to participants. 

(3) The State’s method is open for 
public inspection. 

(4) The State’s method includes a cal-
culation of the expected cost of the 
self-directed PAS and supports, if those 
services and supports were not self-di-
rected. 

(5) The State has a process in place 
that describes the following: 

(i) Any limits it places on self-di-
rected services and supports, and the 
basis for the limits. 

(ii) Any adjustments that will be al-
lowed and the basis for the adjust-
ments. 

(b) The State must have procedures 
to safeguard participants when the 

budgeted service amount is insufficient 
to meet a participant’s needs. 

(c) The State must have a method of 
notifying participants, or their rep-
resentative, if applicable, of the 
amount of any limit that applies to a 
participant’s self-directed PAS and 
supports. 

(d) The budget may not restrict ac-
cess to other medically necessary care 
and services furnished under the plan 
and approved by the State but not in-
cluded in the budget. 

(e) The State must have a procedure 
to adjust a budget when a reassessment 
indicates a change in a participant’s 
medical condition, functional status or 
living situation. 

§ 441.474 Quality assurance and im-
provement plan. 

(a) The State must provide a quality 
assurance and improvement plan that 
describes the State’s system of how it 
will perform activities of discovery, re-
mediation and quality improvement in 
order to learn of critical incidents or 
events that affect participants, correct 
shortcomings, and pursue opportuni-
ties for system improvement. 

(b) The quality assurance and im-
provement plan shall also describe the 
system performance measures, out-
come measures, and satisfaction meas-
ures that the State must use to mon-
itor and evaluate the self-directed 
State plan option. Quality of care 
measures must be made available to 
CMS upon request and include indica-
tors approved or prescribed by the Sec-
retary. 

§ 441.476 Risk management. 
(a) The State must specify the risk 

assessment methods it uses to identify 
potential risks to the participant. 

(b) The State must specify any tools 
or instruments it uses to mitigate 
identified risks. 

(c) The State must ensure that each 
service plan includes the risks that an 
individual is willing and able to as-
sume, and the plan for how identified 
risks will be mitigated. 

(d) The State must ensure that the 
risk management plan is the result of 
discussion and negotiation among the 
persons designated by the State to de-
velop the service plan, the participant, 
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