
State of Vermont 
Agency of Human Services Jenney Samuelson, Secretary 
28o State Drive [phone] 802-241-0440 
Waterbury, VT o56~i-i000 [fax] 8o2-24i-o45o 
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MEMORANDUM 

To: Sarah Copeland Hanzas, Secretary of State, Vermont Secretary of State Office 
Rep. Trevor Squirrell, Chair, Legislative Committee on Administrative Rules (LCAR) 

From: Ashley Berliner, Director of Health Care Policy and Planning, Agency of Human Services (AHS) 

Cc: Todd Daloz, Deputy Secretary, Agency of Human Services 
Charlene Dindo, Committee Assistant, Legislative Committee on Administrative Rules 
Louise Corliss, APA Coordinator, Secretary of State's Office 

Date: February 14, 2024 

Re: Agency of Human Services Final Proposed Rule Filing 

Enclosed is the revised final proposed rule, clean and annotated versions, for Health Care Administrative 
Rule (HCAR) 4.105, titled Medicaid Coverage of Exception Requests. This rule is also referenced as 
23P021. 

A memorandum dated January 12, 2024, to the same parties, explains the two changes that were made to 
the proposed rule in response to public comment and two additional changes that were made to the 
proposed rule. 

In response to an inquiry from Legislative Counsel, AHS has made one additional change to the rule. The 
change is to remove HCAR 4.105.5(B). This change is highlighted in grey in the revised annotated copy 
of the revised final proposed rule. 

• HCAR 4.105.5(5) was stricken in its entirety. The text that was stricken provides, "A reviewing 
authority may not reverse the Commissioner's or their designee's decision unless it is determined 
that the decision was an abuse of discretion." 

If you have any questions, please contact Linda Narrow McLemore, Staff Attorney, at 
Linda.McLemore@Vermont.gov. 
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Medicaid Coverage Exception Requests 

#4.105 Medicaid Coverage of Exception Requests 
inn mi ii inn n4 i i ~~ 

#4.105.1 General ~~s 

A Beneficiaries who are 21 years old and older may request coverage of a service 
that Vermont Medicaid ~ ~+ ~'r~^a•~ ~ ^'~~a~a 

a~e~has not akeady deternuned to be a covered service. The request should be made reusing the 
Medicaid Covera  ge Exception Request process described by this rule. 

1. For beneficiaries who are under 21 years old who request coverage of a service that has not already 
been determined to be covered, Vermont Medicaid will process the request pursuant to the 
requirements of HCAR 4.106, Early and Periodic Screening, Diagnostic and Treahnent (EPSDT) 
Services. 

~B) Filing an Exception Request; Decision on Exception Request 

_1 ^~~,~~~a ~~~.:^~~ ~~a :+~m~ 'T''~~ A beneficiary may file an exception request by sending the 
request~e~es~ and supporting medical documentation ~'~~,.,a'~~ ~~~* *~ *'~~ T':~~~*~~ ~~+'~~to Vermont 
Medicaid. n,x:,.e „~~~ ...~. .,, ue..i+i, n,.,.o ., invun~ •rt,o a;,.o,.~,,,. 

2. Vermont Medicaid ~~~~" ~~ -, +'~~ ~~ ~~+ ~~a ^ ^~:^^ ~'^^„m~~+~+;^^ ~~will make a good faith 
effort to timely obtain any additional information necessary to determine whether to approve or 
deny the exception request. 

~-3. The Csommissioner of the Deparhnent of Vermont Health Access (DVHA or 
their desi ~uee will make a good faith effort to ecide, within thirtydays of receipt 
of the request, to approve or deny the request. T~~*'~~~ *'~~~*~~ a~•~~. r~ ~ ~ ,:" ̂  ~~+ f r 

..:pow. ~.o .,,,....,,.,ea ~ ,. ,.,...o...,,.o ,,,,ia~~ ;. ; ..,oa;,,.,n~~~o,.e~~.,.... 

#x:4.105.2 Criteria 

~A) The request must be for a beneficiary who is 21 years old or older, and the service must: 

1. Fit within a cate~ory or subcate~ory of services described at 42 U.S.C. 1396d(a 
2. Be medically necessarypursuant to HOAR 4.101.1(c), 
3. Be necessary due to extenuating circumstances that are unique to the beneficiary such that there would be 

serious detrimental health consequences if the service was not provided, and 
4. Have not been reviewed and denied approval by the Federal Drub Administration (FDA), i~f the service 

is subject to FDA approval., ~"~ ~''-'" '~~~ ~~+ ~ •~~' +'~~ 

Bl If the requirements of 4.105.2(A) are met, the Commissioner of DVHA or their designee will consider the 
following additional criteria in combination, -~•~~" ''~~ ~'~~~~~ ~~+~~~~in determining whether to approve or 
deny coverage of the service:- 

:*eV... ,:,~ w,. ao~:ea 

1. The service has not been identified in administrative rule or statute as anon-covered service, or, if the 
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service has been identified as non- covered and a reason for its non-coverage includes its lack of efficacy, then 
there has been credible and material new evidence about the efficacy of the service since it was identified 
as non-covered. 

2. The service fits within a category or subcate~ry of services described at 42 U.S.C. 1396d(a) that is 
offered by Vermont Medicaid for adults, 

3. The service is consistent with the objective of the Medicaid Act (Title XIX of the Social SecuritX 
Act , to provide medical assistance to eligible individuals. 

4. Denial of the service would be arbitrary. Vermont Medicaid may not deny coverage for a service 
solely based on its cost. 

5. The service is not experimental or investigational. 
6. The medical appropriateness and efficacy of the service has been demonstrated in credible scientific 

evidence published inpeer-reviewed literature or by medical experts in the relevant clinical field. 
7. Less expensive, medically appropriate alternatives are not available, or have been trialed and failed, 

or are contraindicated for the beneficiary. 
8. The service is primarily and customarily used to serve a medical purpose, and it is ~e y not useful 

to an individual in the absence of an illness, injury, or disability^ ~~ *'~~~~ ~~*~~„~*:~~ ~;r~„m~*~~~~~ 

.~,o ~ ;.o.~, . ,,. ~ ,;aoa~ 

.,+oa ,,.. a;~,.,,..o..ea~ 

9. If the request is for abrand-name prescription drub that is not covered because the drug 
manufacturer does not participate in the Federal Drug Rebate Program, then coverage of this drums ust 
be needed because the currently covered drug has not been effective in treating the beneficiar,L 
medical condition or causes or is reasonably expected to cause adverse or harmful reactions in the 
beneficiary. 

#4.105.3 Outcomes 
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~~1~-The Ceommissioner or their designee will approve or denvs coverage of the service c~M.;~~ ~~ :+~m for 
the ~ rbeneficiarv. 

(B) For approvals and denials in the exception request process, the Commissioner or their desi~a~ ads 
:« *~ ~ ~:~* ~~~r~ ~~~r~~~~a c~^~:^~c ^r;*~mcwill determine whether to pursue administrative processes 
(e.~. stat~lan amendment administrative rule) that are necessary to cover the service by Vermont 
Medicaid.,—; 

~; 

L) 

1 

4L.e .-„lo n ..4:..n1 

#4.105.4 Approvals 

~A, Annually, T~,^ n~F,.,, ,.F~~o...~.,,.,. uo..t.~ n,.,.o~~ ,-,~~u~ Vermont Medicaid s~i~will , ^~ ^~~^, 

republish on the DVHA website a document updating the list~g of ~" ~~'F-~~~~~ ~~the a~roved 
coverage decisions -made under the exception request ~ ron cess that do not result in the 
service ~+~~ +'~~+ ~ ~~+'~~r~~~a '~~~~~~ ~aa~a '~ ~ '~~' ~~ ~ ~bein~ considered for pursuit of 
coverage b~Vermont Medicaid, as described at ~~ ~~ ~*~~~~^.105.3 B . 

f=°~~~ 

.,..+:.,.-. :t ~l...11 L.o ,. ,,.1 : .- rl,.,r ,-„-..ro..*~ 1,o.,oF.,.:.,..:o~~ .- ,.l,a r,... ..F,7~.,*:.,1:+., Tl.o 

T'~~~~m~~*'-`~'u ̂  Vermont Medicaid will ensure that all Medicaid beneficiaries who are similarly 
situated to the individual who has obtained coverage pursuant to the exceptions request process are 
Vi e-treated similarly with respect to coverage of the same service-a~~n. 

#4.105.5 Adverse Decisions 

(A) ^ ~ ~a~,~~~~ a~~:~:~~ ~ ~mVermont Medicaid will inform a beneficiary who receives an adverse decision of 
their right to meal ~'~~~~~~~~~~~r m~~~ '~~ ~~~~^'~athroughtheStatefairhearingprocess. 

- ~:, 

~}(B) A request for a service for which there has been an ~ adverse decision may not be ~e~ve~ia~~d 
ab the same beneficiary until twelve months have elapsed since the previous final decision or until one of 
the following has been demonstrated: 
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1. New documentation of the individual's condition that was not available at the time of the prior 
request;i

_2 aA material change in the individual's condition„ 
N ew and material medical evidence, ors 
3. 
4_aA material change in technology has been demonstrated. 

_ ~ ~_ 

_ ' 

!Tl\ T.. ♦L..... :+e.~... ~+e..~ ..:+L. ~L.e ..L.:.,..a:...,.. ,.CT:aI.. ViV7 
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4.105 Medicaid Covera~?e of Exception Requests 

4.105.1 General 

(A) Beneficiaries who are 21 years old and older may request coverage of a service that Vermont Medicaid 
has not already determined to be a covered service. The request should be made using the Medicaid 
Coverage Exception Request process described by this rule. 

1. For beneficiaries who are under 21 years old who request coverage of a service that has not already 
been determined to be covered, Vermont Medicaid will process the request pursuant to the 
requirements of HCAR 4.106, Early and Periodic Screening, Diagnostic and Treatment (EPSDT) 
Services. 

(B) Filing an Exception Request; Decision on Exception Request 

A beneficiary may file an exception request by sending the request and supporting medical 
documentation to Vermont Medicaid. 
Vermont Medicaid will make a good faith effort to timely obtain any additional information 
necessary to determine whether to approve or deny the exception request. 
The Commissioner of the Department of Vermont Health Access (DVHA) or their designee will 
make a good faith effort to decide, within thirty days of receipt of the request, to approve or deny 
the request. 

4.105.2 Criteria 

(A) The request must be for a beneficiary who is 21 years old or older, and the service must: 

1. Fit within a category or subcategory of services described at 42 U.S.C. 1396d(a), 
2. Be medically necessary pursuant to HCAR 4.101.1(c), 
3. Be necessary due to extenuating circumstances that are unique to the beneficiary such that there would be 

serious detrimental health consequences if the service was not provided, and 
4. Have not been reviewed and denied approval by the Federal Drug Administration (FDA), if the service 

is subject to FDA approval. 

(B) If the requirements of 4.105.2(A) are met, the Commissioner of DVHA or their designee will consider the 
following additional criteria, in combination, in determining whether to approve or deny coverage of the 
service: 

1. The service has not been identified in administrarive rule or statute as anon-covered service, or, if the 
service has been identified as non- covered and a reason for its non-coverage includes its lack of efficacy, then 
there has been credible and material new evidence about the efficacy of the service since it was identified 
as non-covered. 

2. The service fits within a category or subcategory of services described at 42 U.S.C. 1396d(a) that is 
offered by Vermont Medicaid for adults, 

3. The service is consistent with the objective of the Medicaid Act (Title XIX of the Social Security 
Act), to provide medical assistance to eligible individuals. 

4. Denial of the service would be arbitrary. Vermont Medicaid may not deny coverage for a service 
solely based on its cost. 

5. The service is not experimental or investigational. 
6. The medical appropriateness and efficacy of the service has been demonstrated in credible scientific 

evidence published in peer-reviewed literature or by medical experts in the relevant clinical field. 
7. Less expensive, medically appropriate alternatives are not available, or have been trialed and failed, 
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or are contraindicated for the beneficiary. 
8. The service is primarily and customarily used to serve a medical purpose, and it is generally not useful 

to an individual in the absence of an illness, injury, or disability. 
9. If the request is for abrand-name prescription drug that is not covered because the drug manufacturer 

does not participate in the Federal Drug Rebate Program, then coverage of this drug must be needed 
because the currently covered drug has not been effective in treating the beneficiary's medical 
condition or causes or is reasonably expected to cause adverse or harmful reactions in the beneficiary. 

4.105.3 Outcomes 

(A) The Commissioner or their designee will approve or deny coverage of the service for the beneficiary. 

(B) For approvals and denials in the exception request process, the Commissioner or their designee will 
determine whether to pursue administrative processes (e.g., state plan amendment, administrative rule) 
that are necessary to cover the service by Vermont Medicaid. 

4.105.4 Approvals 

(A) Annually, Vermont Medicaid will publish on the DVHA website a document updating the list of the approved 
coverage decisions made under the exception request process that do not result in the service being 
considered for pursuit of coverage by Vermont Medicaid, as described at 4.105.3(B). 

(B) Vermont Medicaid will ensure that all Medicaid beneficiaries who are similarly situated to the individual 
who has obtained coverage pursuant to the exceptions request process are treated similarly with 
respect to coverage of the same service. 

4.105.5 Adverse Decisions 

(A) Vermont Medicaid will inform a beneficiary who receives an adverse decision of their right to appeal 
through the Shatefair hearing process. 

(B) A request for a service for which there has been an adverse decisionmay not be ia~ev~~dbythe same 
beneficiary until twelve months have elapsed since the previous final decision or until one of the following 
has been demonstrated: 

1. New documentation of the individual's condition that was not available at the time of the prior request, 
2. A material change in the individual's condition, 
3. New and material medical evidence, or 
4. A material change in technology has been demonstrated. 


