State of Vermont

Agency of Human Services Jenney Samuelson, Secretary
280 State Drive [phone] 802-241-0440
Waterbury, VT 05671-1000 [fax] 802-241-0450

www.humanservices.vermont.gov

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)

Ce: 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.

e 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.



QUESTION:—Can-atraditional Medicaid beneficiary request coverage-of a-brand-name-preseription-drug-that
Rebate Program through the rule 7104 Procedure?

ANSWM%—OH&MQM&%&&&%H&WW&MMMGM
ea—a—hst—use—the—ufaetufer—dees—ﬂet—paﬁ-}apatﬁn-the '
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QUESTION: — Were there-any-negetiated-settlements;-decisionsreversed-by-the Human-Serviees
Board; Vermont-Supreme-Court-or-favorable rulingsfrom-April- 11999 through
October1,20142

ANSWER:— There-was-one-approval-foracupuneture-and-herbal supplements-as-aresult-ofa
negetiated settlement:

There-was-onerale 7104-denial that- wasreversed by the Human Services Board erdering—the
DVHA-to-pay-for-a-poel-pass-for-one-beneficiary:

*Abdeminal Implant —One-beneficiary continued-to-suffer from-intractable-abdeminal—pain
after-exhausting-all-ether patnregimens:

Acupuncture—One-beneficiary suffered-fromlong term-chronie-pain-atter-exhausting—all

One-beneficiary-aged-two,suffered-from-arare Hiver condition-eausing-skinirritation;

One-elderly-beneficiary-with-a-history of neurelogical diserder-was-unable-to-take-pain




INTERPRETIVE MEMO
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Interpretation Interpretation

This interpretive memo remains effective statewide until it is specifically superseded—either by a
subsequent interpretive memo or by a contradictory rule with a later date.
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One-beneficiary-had-multiple-cardiac,—physical,—diabetie;renal-and-pulmonary
impairments—morbid-ebesity—anemia;,recurrent-wleerations;-COPD—sleep-aprea

One beneficiarysuffered rare brain-damage folowingexeision-of atumeor-that disrupted
thermoregulation-of body-temperature necessary-to-maintain-organtunctioning:

One-beneficiary-with-multiple-complex-medical problems-ineluding Down-syndrome;
tion-preumonta;—d

seizure-disorder-history-of reeurrent-aspira eep vein thrombus,
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BiCROS Hearing Aid —One-beneficiary-with-traumatie-brain-injury;-depression-and-epiepsy
who-has-had-a-vagus nerve stimulator implanted.

BfaﬁéName%#um#hfeebmeﬁéaéeHﬂeﬂﬂMemtmegeﬁeﬂefeme%ﬁ&h

du&m—ﬂe@mawem&ng—aaé%%ﬁefeﬁub%nfeeheﬂ—ehmm&pmﬂ—aad
nflammation:

One-beneficiary-with-severe-asthma-and severe-facial-cellulitis-with-a-history-ef sepsis—due—to
dental-infections-was-at-risk-for-overwhelming sepsis;further-abseesses;and—infection:

Chirepractic Treatment—One-beneficiary-who-suffered-from Hepatitis-C;-eirrhosis-ofthe
Liverportal-hypertension;-depression;-es ephageal—vaﬂee&*aéd%eﬁe&anekehfem%pmfmm

One-beneficiary-with-keratoconus-was-atriskfor-complete-visionloss-in-one-eyerequiring
corneal-transplant:
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Dental Implants—Replacement-of an-existing-dental-implantfor-a-beneficiary-with-an
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proper-putrition— The-approved-dentures-were-affixed-to-implants-that-the beneficiary—had-on
both-sides;-due-to-the lack-of-an-alveolarridge-

One beneficiary previously-approved-for-dentures-had-limited gingival-bone-to-hold—current
dentures-in-place-difficulty chewing-and-swallowing food; history-of choking—episodes;—was
%hghmke#eheleng%&p&&&e&pnwmema—hypem—m&kmmmhhespﬁ&hzaﬁeﬁ—aﬂé
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One-beneficiary-with-a-history-of GERD-(acid-reflux-disease)-dysphasia-(difficultand
painful-swallowing);a—hiatus—hernia;—distal-esophageal-stricture—and—mild—bulbe-

duodenitis-had-already-suffered-food-impaction-due-to-esophageal dystunetion—which-put
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level-eti%é

One-beneficiary-had-a-constellation-of conditions—ineluding mental retardation-and
esophageal-stricture;—which-has—resulied-in-food-impactions—requiring-endoscopic—removal
twice-inthe-emergeney room:;

One-beneficiary-had-mental retardation; mental-illness;-and-expressive-and-pervasive
developmental-disorder-whe-is-deaf-and-doesnotspealcwas-at riskfor-episodes-of-choking
and-as-a-result-was-refusing-to-eat;
secondary-to-stomach-surgery-for-uleer-disease-with-resultant-small-stomaeh-and—documented
wetghtloss:

One-beneficiary-with-diabetes-and-lung cancer-had-an-aertie-valve replacement-and-—required
dentures to reduce-the risk-forsystemie-infection:
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One-beneficiary-with-an-immune-deficiency-and-a-history-of-intestinal problems—{including
resection of the small- bowel-ileostomy—and-Hartmann s-poueh)yneeded —denturesto

masticate-food for-prepernutrition;

One-beneficiary-sufferedfrom-hepaticfatlurefor-whichshe-is-on—a—transplant Jist—and—had

itis;-malnutrition-and-a-compromised-immune-system; Three-beneficiaries —suffering
from-mitral-valve disorders-were-at-riskfor-systemie-infection;-hospitalization, —and-cardiae
detosioration:

Oﬁe—bemﬁaaﬁ—suﬁfe*ed—ﬂembmemﬂ—p%e*epmew%meausalg&a%eem
eral-infected teeth-and-weight loss-of 50—pounds-in
s&aemeﬂths—“%eh—was%pefee&t—ef—her—bedy—wefght—

ehekmg—aﬁé&eempremaseémmuﬂe-system—
One-beneficiary-with-mederate-oral/mild-pharyngeal-dysphasia—suffered-repeated—choking
episodes—and-had-an-increasedrisk-of endotracheal-aspiration/airway—obstruction;

One—beneficiary—who—had—immuneo-compromised—pulmenary—disease—was—at—risk—for
nfection;—blocked —airway—and—bacterial —endocarditis—that —jeopardized—eardiac—status
increasing-risk-for-hospitalization-er-death;

One-beneficiary-with-squamous-cell-carcinoma-of the-tongue required-denturesto—swallow;
reduce-choking-chew food-and maintainnutrition-duringtreatment-course;

One-beneficiary suffered-from-Stage D;-Class 1V Ischemie Dilated-Cardiomyopathy
mq&mmgde%%@mm%r&%&eﬁw&e%ﬁe&nge%emaﬁ—faﬂﬂf&aném&eﬁm

One beneficiary withreflux-disorder failed eonservative-treatment requiring esophageal—valve
surgery-and-was-at riskfor deereased-food-passage-and-significant-weightloss;
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One beneficiary-with-dental-abseesses-maeroeytosis;-hypothyreidism;-hypertension,—COPD;
hyp&hmde&nwﬁee&ﬁh&&&emamy&&e;%ebm%é&eeée&a&e@ﬂeg%epheeme&&

A o

use—ef—haﬂd&tejafepaer—e
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inereased-dental-infections-and inereased-mental-anguish:

One-beneficiary-with-an-oral-nasal-fistula-from-a-eleft- palate-needed-a-top-denture-to—stop
food-and-debrisfrom-entering his-nasal-passages-in-orderto-prevent-chronie—infections:
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Dispesable Wipes—One-elderly-beneficiary-living-at-home-with-congestive-heart-disease;
Alzheimer’s, incontinence; hemorrhoids; pressure sores-on-buttocks-and rectalprolapse-unable
to-be-surgically-corrected;-was-atrisk for infectionand placement ina—nursing-home:

Eveglasses—One-beneficiary had limited-nearsightedness remaining in-only-one-eye;limiting
vision-to20-feetand severely-impaeting daily funetioning:

fer—dfmmrshed—ﬂme&emng—

One-beneficiary-with-a-tumer-in-the right medial reetus-required-exeisionresultingin-visual
changes,—decreased—visual-acuity,—pain,—double—vision;—eyestrain,—biateral —veakness-and
chronic-tearing:

One-beneficiary at-the far end-of the-effects-of macular degeneration-was-blind-witheut

One beneficiary had-early posterior subeapstlareataraets-that with-correctionprevented
SHEEEFY;

One-beneficiary suffered from-recurrent-corneal-abrasions—due-to-trichiasis—with—significant
phetesensitivity-and-without correction-was-entirely-unable to-see;

Qﬁ&beﬂeﬁaafy—had—bﬂatefal—aphaha—éabeﬁﬁeﬂﬂep&my—and—swefwﬁeeus

Elueride Trays—One-beneficiary-had-oral-cancer-and-was-geing-to-start radiation—treatment-on
the right side-of the-mouth;-which-eliminates-saliva-production-on-that side—of the-mouth-
Xerostomia-{(dry-mouth) from-lack-of saliva-ereates-an-environment-that-prometes-tooth-decay
and-inereases-the risk-of gum-disease-and-chronic-open-woundsin—the-mouth-if netireated-daily
wathfussdeselation.

mqumngehemeﬁefapy%&f%feéaﬁedu#aﬁ—s%k&ewmg%e&ﬂdeép%amw—aﬁmt
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Gastric Eleetrical-Stimulator—One-beneficiaryhad-type J-diabetes;—diabetie
gastroparesis;-and-related-frequent-episodes-of diabetic-ketoacidosis—Beneficiary-had—been
resistant-to-promotility agents; anti-nausea-medicationas-well-as-botulinum-toxin—injections:
Beneficiary-had-multiple-hospital-and-emergeney-department-visitsfor—dehydration; nauses;
and#emmﬂg—BemﬁewawaSﬁHﬁlefeﬁwemeﬂmgeﬁdigesﬁen—(gasﬁepaf%ﬁa—w&h

Gingivectomy—A—beneficiary—with-twofailed-organ-transplants—needed-to-be
infection-free-for-a-third-transplant:

Home-Chelesterol Test Kit—For-a-six-month-trial period-in-compliance-with-othertreatment

for-one-beneficiary-with-hypercholesterolemia-and-failure-of multiple-drug—trials-was-atrisk
forcoronary-artery-disease, stroke; and heart attack:

Magneteeneephatography(MEG)-Imaging——To-pursue—a—surgical-option—{for—treatment—of
epilepsyfor-one-beneficiary-with-significantly-complicated-epilepsy-disability from—multiple
seizures—suffered—on—weekly—basis;—and—a—history—of falls—and—trauma—was—at—risk—for
progressive/repetitive-cerebral-anexia-falls;-trauma;-and-death:

mqum&g&hfeb&g—m@m&&k&pp}mﬁmﬁFmthej&wﬁem%eH&g—aﬂd%%H%fef
irreversible-degenerative- chanses-and surgical intervention.
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One beneficiary had-a history-of kidney transplant-and-diabetes-with-recurring-gum
infections-with-considerable-risk-forsystemic-infection-due-to-immune-compromised—health
econdition:

One-beneficiary-suffered-from-severe-dystonia-affecting the-ability to-contrel-meuth;speech;

One beneficiary-underwentagastric bypassresulting in-a-smaller stomach-and suffered—{from
diabetes-and-merbid-obesity; requiring partial-dentures-to-chew food-to-prevent—vomiting-and
compromising-the surgical intervention:

Gm%eneﬁemfy—w%bswaeﬁmdmmése%e—é}abe&%hﬁww—e#ﬁfek&@%m%s

mq&&mg—le&g—hesprt—&h—za&e&
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Preseription Drug-Approval—Twe-beneficiariesneeded-a-preseription-drug-where-the

manufacturer did-not participate-in-the federal rebate program-

Prone Stander —One beneficiaryhad multiple congenitathealth-conditionscompromised—by
; e T

One-beneficiary-with-paraplegia,—chronie—urinary-tract-infections—and-skin—colonized—with
Methyeillin—Resistant—Staphylococeus—Aureus—(MRSA)baeteria—was—at—risk—for—life-
threatening—infection—withoutthe—ability—to—improve—bladderandrenal function—through
standing:

*Pull- Up-Diapers—TFhese-are-approvedfor-children—with-disabilities-and-daytime
ineontinence-age-6—21-whe-are-aceepted-into-a-comprehensive-continence-training
pregrain:

REAL-Time Continuous-Glucose-Monitoring System—A-benefictary-with-a-tetal
pancreatectomy;-gastroparesis;-ehronie kidney-diseasesperipheral-neuropathy; lack-of
digestive-enzymes;-and-loss-of the-early-warning-signs-to-prevent-and-treat-emergent—low
bloed-glucose-despite-excelent-compliance-diligence-and-knowledge-about-the—disease
process; was-at risk-for permanent-brain-injury-or-death:

e-child-wit 1 diol thwidely 4 ing blood glucese lovel N
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Mwmhﬁm%wmw%ﬁweﬁeemﬁﬂe%ﬁyem

faﬂeﬁeﬂ,—eema,—&ﬂé—pes%lryhdeat-hv
SPES—A-beneficiary-with-arecurring-tumor refused-all-forms-of treatment-other-than—this
naturopathie herbal preparationfor prostate-caneer:

%Special Needs Infant Feeder Bottles—One-infant-benefieiary-with-feeding-and—swallowing
diserders-was-atrisk-of malautritionfailure-to-thrive aspiration; respiratory—infeetions;and

possibly-death-without nutrition delivered by-the properfeedingsysten:
*Snecialized-carseats—Three-childrenwith-severe head-neck-and truncalinstabilities—madet

Wm}wmmm%mgw%mw

Mpwﬁﬂmﬁuﬂgaﬁﬂnémmmfuﬂg&s—w%m%ehekmgﬁeemmkﬁmg%memh
uleers;-the-need-forsystemic-antifungals-bleeding, mucosal-damageand—infection-which

could spread-to-deeper-struetures:
CUVB Licht B Thi o e alies o ki : Kindisord
as-a-less-costly-alternative-to-frequent-treatments:
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m&marked—deerease—m—ae&d—a—deem—depeﬂdeﬂeyeﬂ
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Agency of Human Services Health Care Administrative Rule
H#H#H-4.105

Medicaid Coverage Exception Requests

#4.105 104 Requestine Coverase ExeeptionsMedicaid Coverage of Exception Requests
——(04/0111999. 98- 11E)

#4.105.1 General Previsions

(A) BAny-eneficiaries who are 21 years old and older may request coverage of a service Medicaid-beneficiary

may-request-that-the-department-cover-a-service-or-item-that Vermont Medicaid is-not-already-ineluded-on
a-list-efhas not already determined to be a covered service. The request should be made teusing the

Medicaid Coverage Exception Request process described by this rule.

1. For beneficiaries who are under 21 vears 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

1. covered-services-and-items—The-A beneficiary may file an exception request by sending the
requestrequest- and supporting medical documentation sheuld-be-sent-to-the Director-oftheto Vermont
Medicaid. —Qﬂ%ee«a%me&t—Heal@h—Aeeess—(@Whe«i}reeter

2. Vermont Medicaid will-re ; nand-will make a good faith
effort to timely obtain any add1t10na1 mformatlon necessary to determme whether to approve or
deny the exception request.

13.  quiekdy-to-aow-theThe Ceommissioner of the Department of Vermont Health Access (DVHA) or
their designee will make a good faith effort to make-a-deeisiondecide, within thirty days of receipt
of the request, to approve or deny the request. -within-thirty-days—In-ne-case-will arequest-for-a-serviee
oritem beapproved for coverage unless-it- is-medieally necessary:

#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), i}f the service
is subject to Federal Drug-Administration (EDAJFDA approval.-the FDA has netreviewed the service
aad-domod-tsanprevel

(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, -with-the-abeve-eriteriain determining whether to approve or
deny coverage of the service::

Eun@p%%%&mméwdu&mqueﬁﬁ%&%mre&e%&bm%md—%e—%ﬂe%&geﬂmﬂm%be

1. The service has not been identified in administrative rule or statute as a non-covered service, or, if the




Agency of Human Services Health Care Administrative Rule
HHHH##-4.105

Medicaid Coverage Exception Requests

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

solelv based on its cost. MWMWWGGVW%%G}MM

. The service is not experimental or investigational.

. 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,

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.Are-there-extenuating-eircumstanees
that-are-unique-to-the beneficiary such-that there-would beserious-detrimental-health-consequeneesif
the service-or-item-were-is-not-provided?

(o291 9]

Deoes-the-service-or-item-fit- within-a-category-orsubeategory-of services-offered-by-the Vermont
Medicaid-program-foradults?

Has-the service-or item been-identified-inrule-as-not covered;-and-has new-evidence-about-efficacy-been
presented-or-discovered?

Is-the service-or-item consistent-with-the-objectives-of Title X7
9. If the request is for a brand-name prescription drug that is not coveredtheef—drugs- 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.

Is-the service or-item-experimental-or-investigational?

for MedicaidHave the medical-appropriateness-and-efficacy-of the service-or-item-been-demenstrated-in
the-literature-or by-experts-in-thefield?

Is EDA-approval required; and-if so;-hasthe service-or-item-been-approved?

RN . —— st l Lical e i
useful to-an-individual-in-the-absence of an-ilness - injury,-or disability?

#4.105.3 Outcomes
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(A) (H)-Tthe Ceommissioner or their designee will approve or denys coverage of the service serviee-or-item-for
the individual-beneficiary.

(B) For approvals and denials in the exception request process, the Commissioner or their designeeand adds
it-to-a-list-of pre-approved-serviees-or-itemswill determine whether to pursue administrative processes
(e.g., state plan amendendment, administrative rule) that are necessary to cover the service by Vermont
Medicaid.z

1—(2) Tthe- Ccommissioner-approves-coverage-of the-serviee-or-item-for the-individual-and-dees-not-add-it-to-a-list-of
pre-approved services or Hems,;

2—(3) Tthe-Ceommissioner-does-not-approve-coverage-of the-service-or-item-for-the-individual-and-adds-it to-a listof
pre-appreved-services-or-items—-or

3—(4)-Tthe- Ceommissioner-does-not-approve-coverage-of the service-or-item for the-individual-and-deesnotadd-itto-a
list of pre-appreved-serviees-or-items:

I the-Ceommissioner's-decision-is-to-add-the-service-or-item-to-a-pre-approved-list of covered-serviees;an
Interpretive Memo-will-be-issued-delineating-the-addition—Al-such-Interpretive Memeos—will-be-incorporated-into
the rule-as-soen-as-practical:

#4.105.4 Approvals

(A) Annually, The-Office-of Vermont-Health-Aceess DVHA Vermont Medicaid shaltwill -semiannuatby;
issuepublish on the DVHA website a repert-document updating the listing of all-affirmativethe approved
coverage decisions_-made under the ethis-exception request procedure-process that do not result in the
service er-item-that-is-autherized-being-added-to-atist-of pre-approvedbeing considered for pursuit of
coverage by Vermont Medicaid, as described at -serviees—eritems4.105.3(B).

A (B) This-list-shall-inelude-the Ccommissioner's-coverage-decisions plus-negotiated-settlements-and
Human-Services Board-and Vermont-Supreme-Court- decisionsBeeause-this list shall be-available forpublie
inspection,itshall-be composed-in-a-manner-that protects-beneficiaries™right to-confidentiality—The
DemortmentDVHAVermont 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
will-be-treated similarly with respect to coverage of the same service-er-item.

#4.105.5 Adverse Decisions

(A) An-adverse-deeisionfromVermont Medicaid will inform a beneficiary who receives an adverse decision of
their right to appeal -Ceommissioner-may-be-appealedthrough the Statefair hearing process.

€xB) A request for a service for which there has been an #adverse decision may not be renewed-byrenewed

bythe 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. N-sew documentation of the individual's condition that was not available at the time of the prior

request;,
2. aA material change in the individual's condition,;

Nrew and material medical evidence, ors

e

4. aA material change in technology has been demonstrated.

The Office of Vermont Health- Access shallsemtannuallyissueanInterpretive Memeo updating the listing of all
@nnwwmm%m@mmmmm%mﬂm%ﬁmmm
d eem-rssreﬁe#s-ee&le-fage

Hunder this section; an-individual requests-that a-service-or-item-be-covered;-the following eriterta-will be-considered;
in-combination; in-determining-whether to-cover the service-or-itemfor the-individual and/er to-add-it-to-a-list of pre-
approvedservices-oritems, with-the following exception—H the serviee-or-itenris-subjeet-to EDA-approval-and-hasnot
been-approved-(eriterion-(I)-below); the request for-coverage-of theserviee-or-emwill be-denied:

(/) Are there extenuating circumstances that are unique to-the-benefietarysuch-that there-would-be
serious-detrimental-health-consequeneces-if the serviee or-item-were-notprovided?
(B} Does the service or-item-fit- within-a category or subcategory of services-offered-by-the Vermont-Medieaid
program-foradults?
{G}%hﬁh&%mee%&m%eemdeﬁrﬁe@m&l%ewmﬁéh&m%wdm&%e&eﬁﬁ%e&be%

ﬂekafb}&aﬂky—derweevefage—fepa—sewweeﬂtem—ﬁhe-depaﬁme
not deny an-individual coverage for a service or item-solely based-onts
cost:
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4.105 Medicaid Coverage 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

1. A beneficiary may file an exception request by sending the request and supporting medical
documentation to Vermont Medicaid.

2. 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.

3. 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 administrative rule or statute as a non-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.

. The service is not experimental or investigational.

. 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.

. Less expensive, medically appropriate alternatives are not available, or have been trialed and failed,

A
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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 a brand-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 Satefair hearing process.

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

New documentation of the individual's condition that was not available at the time of the prior request,
A material change in the individual's condition,

New and material medical evidence, or

A material change in technology has been demonstrated.
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