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Services includes both items and serv-
ices. 

State administering agency means the 
State agency responsible for admin-
istering the PACE program agreement. 

Trial period means the first 3 contract 
years in which a PACE organization 
operates under a PACE program agree-
ment, including any contract year dur-
ing which the entity operated under a 
PACE demonstration waiver program. 

Subpart B—PACE Organization 
Application and Waiver Process 

§ 460.10 Purpose. 
This subpart sets forth the applica-

tion requirements for an entity that 
seeks approval from CMS as a PACE 
organization and the process by which 
a PACE organization may request 
waiver of certain regulatory require-
ments. The purpose of the waivers is to 
provide for reasonable flexibility in 
adapting the PACE model to the needs 
of particular organizations (such as 
those in rural areas). 

[67 FR 61504, Oct. 1, 2002] 

§ 460.12 Application requirements. 
(a) General. (1) An individual author-

ized to act for the entity must submit 
to CMS a complete application that de-
scribes how the entity meets all re-
quirements in this part. 

(2) [Reserved] 
(3) CMS accepts applications from en-

tities that seek approval as PACE or-
ganizations beginning on February 22, 
2000 except for the following: 

(i) Beginning on November 24, 1999, 
CMS accepts applications from entities 
that meet the requirements for pri-
ority consideration in processing of ap-
plications, as provided in § 460.14. 

(ii) Beginning on January 10, 2000, 
CMS accepts applications from entities 
that meet the requirements for special 
consideration in processing applica-
tions, as provided in § 460.16. 

(b) State assurance. An entity’s appli-
cation must be accompanied by an as-
surance from the State administering 
agency of the State in which the pro-
gram is located indicating that the 
State— 

(1) Considers the entity to be quali-
fied to be a PACE organization; and 

(2) Is willing to enter into a PACE 
program agreement with the entity. 

[64 FR 66279, Nov. 24, 1999, as amended at 67 
FR 61505, Oct. 1, 2002] 

§ 460.14 Priority consideration. 
Until August 5, 2000, CMS gives pri-

ority consideration in processing appli-
cations for PACE organization status 
to an entity that meets either of the 
following criteria: 

(a) Is operating under PACE dem-
onstration waivers under one of the fol-
lowing authorities: 

(1) Section 603(c) of the Social Secu-
rity Amendments of 1983, as extended 
by section 9220 of the Consolidated Om-
nibus Budget Reconciliation Act of 
1985. 

(2) Section 9412(b) of the Omnibus 
Budget Reconciliation Act of 1986. 

(b) Has applied to operate under a 
PACE demonstration under section 
9412(b) of the Omnibus Budget Rec-
onciliation Act of 1986 as of May 1, 1997. 

§ 460.16 Special consideration. 
Until August 5, 2000, CMS gives spe-

cial consideration in processing appli-
cations to an entity that meets the fol-
lowing conditions: 

(a) Indicated, by May 1, 1997, a spe-
cific intent to become a PACE organi-
zation through formal activities. 

(b) Includes documentation of its for-
mal activities. 

§ 460.18 CMS evaluation of applica-
tions. 

CMS evaluates an application for ap-
proval as a PACE organization on the 
basis of the following information: 

(a) Information contained in the ap-
plication. 

(b) Information obtained through on-
site visits conducted by CMS or the 
State administering agency. 

(c) Information obtained by the State 
administering agency. 

§ 460.20 Notice of CMS determination. 
(a) Time limit for notification of deter-

mination. Within 90 days after an entity 
submits a complete application to 
CMS, CMS takes one of the following 
actions: 

(1) Approves the application. 
(2) Denies the application and noti-

fies the entity in writing of the basis 
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