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42 CFR Ch. IV (10–1–13 Edition) § 441.600 

Subpart L—Vaccines for Children 
Program 

SOURCE: 77 FR 66700, Nov. 6, 2012, unless 
otherwise noted. 

§ 441.600 Basis and purpose. 

This subpart implements sections 
1902(a)(62) and 1928 of the Act by requir-
ing states to provide for a program for 
the purchase and distribution of pedi-
atric vaccines to program-registered 
providers for the immunization of vac-
cine-eligible children. 

§ 441.605 General requirements. 

(a) Federally-purchased vaccines 
under the VFC Program are made 
available to children who are 18 years 
of age or younger and who are any of 
the following: 

(1) Eligible for Medicaid. 
(2) Not insured. 
(3) Not insured with respect to the 

vaccine and who are administered pedi-
atric vaccines by a federally qualified 
health center (FQHC) or rural health 
clinic. 

(4) An Indian, as defined in section 4 
of the Indian Health Care Improvement 
Act. 

(b) Under the VFC program, vaccines 
must be administered by program-reg-
istered providers. Section 1928(c) of the 
Act defines a program-registered pro-
vider as any health care provider that 
meets the following requirements: 

(1) Is licensed or authorized to ad-
minister pediatric vaccines under the 
law of the state in which the adminis-
tration occurs without regard to 
whether or not the provider is a Med-
icaid-participating provider. 

(2) Submits to the state an executed 
provider agreement in the form and 
manner specified by the Secretary. 

(3) Has not been found, by the Sec-
retary or the state to have violated the 
provider agreement or other applicable 
requirements established by the Sec-
retary or the state. 

§ 441.610 State plan requirements. 

A state plan must provide that the 
Medicaid agency meets the require-
ments of this part. 

§ 441.615 Administration fee require-
ments. 

(a) Under the VFC Program, a pro-
vider who administers a qualified pedi-
atric vaccine to a federally vaccine-eli-
gible child, may not impose a charge 
for the cost of the vaccine. 

(1) A provider can impose a fee for 
the administration of a qualified pedi-
atric vaccine as long as the fee does 
not exceed the costs of the administra-
tion (as determined by the Secretary 
based on actual regional costs for the 
administration). 

(2) A provider may not deny adminis-
tration of a qualified pediatric vaccine 
to a vaccine-eligible child due to the 
inability of the child’s parents or legal 
guardian to pay the administration fee. 

(b) The Secretary must publish each 
State’s regional maximum charge for 
the VFC program, which represents the 
maximum amount that a provider in a 
state could charge for the administra-
tion of qualified pediatric vaccines to 
federally vaccine-eligible children 
under the VFC program. 

(c) An interim formula has been es-
tablished for the calculation of a 
state’s regional maximum administra-
tion fee. That formula is as follows: 
National charge data × updated geo-
graphic adjustment factors (GAFs) = 
maximum VFC fee. 

(d) The State Medicaid Agency must 
submit a state plan amendment that 
identifies the amount that the state 
will pay providers for the administra-
tion of a qualified pediatric vaccine to 
a Medicaid-eligible child under the 
VFC program. The amount identified 
by the state cannot exceed the state’s 
regional maximum administration fee. 

(e) Physicians participating in the 
VFC program can charge federally vac-
cine-eligible children who are not en-
rolled in Medicaid the maximum ad-
ministration fee (if that fee reflects the 
provider’s cost of administration) re-
gardless of whether the state has estab-
lished a lower administration fee under 
the Medicaid program. However, there 
would be no federal Medicaid matching 
funds available for the administration 
since these children are not eligible for 
Medicaid. 
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