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By Mr. Day of Stoneham, a petition (accompanied by bill, House, No. 949) of Michael S. Day
and others relative to changes to health benefit plans that cause certain covered persons to switch
to less costly alternate prescription drugs. Financial Services.

The Commontwealth of Massachusetts

In the One Hundred and Ninety-First General Court
(2019-2020)

An Act relative to non-medical switching.

Be it enacted by the Senate and House of Representatives in General Court assembled, and by the authority
of the same, as follows:

Section 1. Chapter 175 of the General Laws, as appearing in the 2016 Official Edition, is

hereby amended by inserting after section 229 the following section:-
Section 230.
1. Definitions. For the purpose of this section:
a. “Commissioner” means the commissioner of insurance.

b. “Cost sharing” means any coverage limit, copayment, coinsurance, deductible, or

other out-of-pocket expense requirement.

c. “Coverage exemption” means a determination made by a health carrier, health benefit
plan, or utilization review organization to cover a prescription drug that is otherwise excluded

from coverage.
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d. “Coverage exemption determination” means a determination made by a health carrier,
health benefit plan, or utilization review organization whether to cover a prescription drug that is

otherwise excluded from coverage.

e. “Covered person” means the same as defined in section 1 of Chapter 176J.

f. “Discontinued health benefit plan” means a covered person’s existing health benefit

plan that is discontinued by a health carrier during open enrollment for the next plan year.

g. “Formulary” means a complete list of prescription drugs eligible for coverage under a

health benefit plan.

h. “Health benefit plan” means the same as defined in section 1 of Chapter 176 J.

1. “Health care professional” means the same as defined in section 1 of Chapter 1760.

J. “Health care services” means the same as defined in section 1 of Chapter 1760.

k. “Health carrier” means the same as defined in section 1 of Chapter 1760.

. “Nonmedical switching” means a health benefit plan’s restrictive changes to the health
benefit plan’s formulary after the current plan year has begun or during the open enrollment
period for the upcoming plan year, causing a covered person who is medically stable on the
covered person’s current prescribed drug, inclusive of changes to the drug dosage, as determined

by the prescribing health care professional, to switch to a less costly alternate prescription drug.

m. “Open enrollment” means the yearly time period an individual can enroll in a health

benefit plan.

n. “Utilization review” means the same as defined in section 1 of Chapter 1760.
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o. “Utilization review organization” means the same as defined in section 1 1 of Chapter

1760.

2. Nonmedical switching. With respect to a health carrier that has entered into a health

benefit plan with a covered person that covers prescription drug benefits, all of the following

apply:

a. A health carrier, health benefit plan, or utilization review organization shall not limit
or exclude coverage of a prescription drug for any covered person who is medically stable on

such drug as determined by the prescribing health care professional, if all of the following apply:

(1) The prescription drug was previously approved by the health carrier for coverage for

the covered person.

(2) The covered person’s prescribing health care professional has prescribed the drug for

the medical condition within the previous six months.

(3) The covered person continues to be an enrollee of the health benefit plan.

b. Coverage of a covered person’s prescription drug, as described in paragraph “a”, shall
continue through the last day of the covered person’s eligibility under the health benefit plan,

inclusive of any open enrollment period.

c. Prohibited limitations and exclusions referred to in paragraph “a” include but are not

limited to the following:

(1) Limiting or reducing the maximum coverage of prescription drug benefits.

(2) Increasing cost sharing for a covered prescription drug.

3 of 25



51

52

53

54

55

56

57

58

59

60

61

62

63

64

65

66

67

68

69

70

71

(3) Moving a prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

(4) Removing a prescription drug from a formulary, unless the United States food and
drug administration has issued a statement about the drug that calls into question the clinical
safety of the drug, or the manufacturer of the drug has notified the United States food and drug
administration of a manufacturing discontinuance or potential discontinuance of the drug as
required by section 506C of the Federal Food, Drug, and Cosmetic Act, as codified in 21 U.S.C.

§356¢.

3. Coverage exemption determination process.

a. To ensure continuity of care, a health carrier, health plan, or utilization review
organization shall provide a covered person and prescribing health care professional with access
to a clear and convenient process to request a coverage exemption determination. A health
carrier, health plan, or utilization review organization may use its existing medical exceptions
process to satisfy this requirement. The process used shall be easily accessible on the internet site

of the health carrier, health benefit plan, or utilization review organization.

b. A health carrier, health benefit plan, or utilization review organization shall respond to
a coverage exemption determination request within seventy-two hours of receipt. In cases where
exigent circumstances exist, a health carrier, health benefit plan, or utilization review
organization shall respond within twenty-four hours of receipt. If a response by a health carrier,
health benefit plan, or utilization review organization is not received within the applicable time

period, the coverage exemption shall be deemed granted.

4 of 25



72

73

74

75

76

77

78

79

80

81

82

83

84

85

86

87

88

&9

90

(1) A coverage exemption shall be expeditiously granted for a discontinued health
benefit plan if a covered person enrolls in a comparable plan offered by the same health carrier,

and all of the following conditions apply:

(a) The covered person is medically stable on a prescription drug as determined by the

prescribing health care professional.

(b) The prescribing health care professional continues to prescribe the drug for the

covered person for the medical condition.

(c) In comparison to the discontinued health benefit plan, the new health benefit plan

does any of the following:

(1) Limits or reduces the maximum coverage of prescription drug benefits.

(i1) Increases cost sharing for the prescription drug.

(i11)) Moves the prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

(iv) Excludes the prescription drug from the formulary.

c. Upon granting of a coverage exemption for a drug prescribed by a covered person’s
prescribing health care professional, a health carrier, health benefit plan, or utilization review
organization shall authorize coverage no more restrictive than that offered in a discontinued
health benefit plan, or than that offered prior to implementation of restrictive changes to the

health benefit plan’s formulary after the current plan year began.

50f25



91

92

93

94

95

96

97

98

99

100

101

102

103

104

105

106

107

108

109

110

111

112

d. If a determination is made to deny a request for a coverage exemption, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or
the covered person’s authorized representative and the authorized person’s prescribing health
care professional with the reason for denial and information regarding the procedure to appeal
the denial. Any determination to deny a coverage exemption may be appealed by a covered

person or the covered person’s authorized representative.

e. A health carrier, health benefit plan, or utilization review organization shall uphold or
reverse a determination to deny a coverage exemption within seventy-two hours of receipt of an
appeal of denial. In cases where exigent circumstances exist, a health carrier, health benefit plan,
or utilization review organization shall uphold or reverse a determination to deny a coverage
exemption within twenty-four hours of receipt. If the determination to deny a coverage
exemption is not upheld or reversed on appeal within the applicable time period, the denial shall

be deemed reversed and the coverage exemption shall be deemed approved.

f. If a determination to deny a coverage exemption is upheld on appeal, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or
covered person’s authorized representative and the covered person’s prescribing health care
professional with the reason for upholding the denial on appeal and information regarding the
procedure to request external review of the denial pursuant to chapter 514J. Any denial of a
request for a coverage exemption that is upheld on appeal shall be considered a final adverse
determination for purposes of chapter 514J and is eligible for a request for external review by a

covered person or the covered person’s authorized representative pursuant to chapter 514J.

4. Limitations. This section shall not be construed to do any of the following:
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a. Prevent a health care professional from prescribing another drug covered by the health

carrier that the health care professional deems medically necessary for the covered person.

b. Prevent a health carrier from doing any of the following:

(1) Adding a prescription drug to its formulary.

(2) Removing a prescription drug from its formulary if the drug manufacturer has

removed the drug for sale in the United States.

(3) Requiring a pharmacist to effect a substitution of a generic or interchangeable

biological drug product pursuant to section 12EE Chapter 112.

5. Enforcement. The commissioner may take any enforcement action under the

commissioner’s authority to enforce compliance with this section.

6. Applicability. This section is applicable to a health benefit plan that is delivered,

issued for delivery, continued, or renewed in this state on or after January 1, 2019.

Section 2. Chapter 176A of the General Laws, as appearing in the 2016 Official Edition,

is hereby amended by inserting after section 37 the following section:-

Section 38.

1. Definitions. For the purpose of this section:

a. “Commissioner” means the commissioner of insurance.

b. “Cost sharing” means any coverage limit, copayment, coinsurance, deductible, or

other out-of-pocket expense requirement.
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c. “Coverage exemption” means a determination made by a health carrier, health benefit
plan, or utilization review organization to cover a prescription drug that is otherwise excluded

from coverage.

d. “Coverage exemption determination” means a determination made by a health carrier,
health benefit plan, or utilization review organization whether to cover a prescription drug that is

otherwise excluded from coverage.

e. “Covered person” means the same as defined in section 1 of Chapter 1761.

f. “Discontinued health benefit plan” means a covered person’s existing health benefit

plan that is discontinued by a health carrier during open enrollment for the next plan year.

g. “Formulary” means a complete list of prescription drugs eligible for coverage under a

health benefit plan.

h. “Health benefit plan” means the same as defined in section 1 of Chapter 176I.

1. “Health care professional” means the same as defined in section 1 of Chapter 1760.

j. “Health care services” means the same as defined in section 1 of Chapter 1760.

k. “Health carrier” means the same as defined in section 1 of Chapter 1760.

. “Nonmedical switching” means a health benefit plan’s restrictive changes to the health
benefit plan’s formulary after the current plan year has begun or during the open enrollment
period for the upcoming plan year, causing a covered person who is medically stable on the
covered person’s current prescribed drug, inclusive of changes to the drug dosage, as determined

by the prescribing health care professional, to switch to a less costly alternate prescription drug.
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m. “Open enrollment” means the yearly time period an individual can enroll in a health

benefit plan.

n. “Utilization review” means the same as defined in section 1 of Chapter 1760.

o. “Utilization review organization” means the same as defined in section 1 of Chapter

1760.

2. Nonmedical switching. With respect to a health carrier that has entered into a health

benefit plan with a covered person that covers prescription drug benefits, all of the following

apply:

a. A health carrier, health benefit plan, or utilization review organization shall not limit
or exclude coverage of a prescription drug for any covered person who is medically stable on

such drug as determined by the prescribing health care professional, if all of the following apply:

(1) The prescription drug was previously approved by the health carrier for coverage for

the covered person.

(2) The covered person’s prescribing health care professional has prescribed the drug for

the medical condition within the previous six months.

(3) The covered person continues to be an enrollee of the health benefit plan.

b. Coverage of a covered person’s prescription drug, as described in paragraph “a”, shall
continue through the last day of the covered person’s eligibility under the health benefit plan,

inclusive of any open enrollment period.
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c. Prohibited limitations and exclusions referred to in paragraph “a” include but are not

limited to the following:

(1) Limiting or reducing the maximum coverage of prescription drug benefits.

(2) Increasing cost sharing for a covered prescription drug.

(3) Moving a prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

(4) Removing a prescription drug from a formulary, unless the United States food and
drug administration has issued a statement about the drug that calls into question the clinical
safety of the drug, or the manufacturer of the drug has notified the United States food and drug
administration of a manufacturing discontinuance or potential discontinuance of the drug as
required by section 506C of the Federal Food, Drug, and Cosmetic Act, as codified in 21 U.S.C.

§356¢.

3. Coverage exemption determination process.

a. To ensure continuity of care, a health carrier, health plan, or utilization review
organization shall provide a covered person and prescribing health care professional with access
to a clear and convenient process to request a coverage exemption determination. A health
carrier, health plan, or utilization review organization may use its existing medical exceptions
process to satisfy this requirement. The process used shall be easily accessible on the internet site

of the health carrier, health benefit plan, or utilization review organization.

b. A health carrier, health benefit plan, or utilization review organization shall respond to

a coverage exemption determination request within seventy-two hours of receipt. In cases where
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exigent circumstances exist, a health carrier, health benefit plan, or utilization review
organization shall respond within twenty-four hours of receipt. If a response by a health carrier,
health benefit plan, or utilization review organization is not received within the applicable time

period, the coverage exemption shall be deemed granted.

(1) A coverage exemption shall be expeditiously granted for a discontinued health
benefit plan if a covered person enrolls in a comparable plan offered by the same health carrier,

and all of the following conditions apply:

(a) The covered person is medically stable on a prescription drug as determined by the

prescribing health care professional.

(b) The prescribing health care professional continues to prescribe the drug for the

covered person for the medical condition.

(¢) In comparison to the discontinued health benefit plan, the new health benefit plan

does any of the following:

(1) Limits or reduces the maximum coverage of prescription drug benefits.

(i1) Increases cost sharing for the prescription drug.

(iii) Moves the prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

(iv) Excludes the prescription drug from the formulary.

c. Upon granting of a coverage exemption for a drug prescribed by a covered person’s

prescribing health care professional, a health carrier, health benefit plan, or utilization review
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organization shall authorize coverage no more restrictive than that offered in a discontinued
health benefit plan, or than that offered prior to implementation of restrictive changes to the

health benefit plan’s formulary after the current plan year began.

d. If a determination is made to deny a request for a coverage exemption, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or
the covered person’s authorized representative and the authorized person’s prescribing health
care professional with the reason for denial and information regarding the procedure to appeal
the denial. Any determination to deny a coverage exemption may be appealed by a covered

person or the covered person’s authorized representative.

e. A health carrier, health benefit plan, or utilization review organization shall uphold or
reverse a determination to deny a coverage exemption within seventy-two hours of receipt of an
appeal of denial. In cases where exigent circumstances exist, a health carrier, health benefit plan,
or utilization review organization shall uphold or reverse a determination to deny a coverage
exemption within twenty-four hours of receipt. If the determination to deny a coverage
exemption is not upheld or reversed on appeal within the applicable time period, the denial shall

be deemed reversed and the coverage exemption shall be deemed approved.

f. If a determination to deny a coverage exemption is upheld on appeal, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or
covered person’s authorized representative and the covered person’s prescribing health care
professional with the reason for upholding the denial on appeal and information regarding the
procedure to request external review of the denial pursuant to chapter 514J. Any denial of a

request for a coverage exemption that is upheld on appeal shall be considered a final adverse
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determination for purposes of chapter 514J and is eligible for a request for external review by a

covered person or the covered person’s authorized representative pursuant to chapter 514J.

4. Limitations. This section shall not be construed to do any of the following:

a. Prevent a health care professional from prescribing another drug covered by the health

carrier that the health care professional deems medically necessary for the covered person.

b. Prevent a health carrier from doing any of the following:

(1) Adding a prescription drug to its formulary.

(2) Removing a prescription drug from its formulary if the drug manufacturer has

removed the drug for sale in the United States.

(3) Requiring a pharmacist to effect a substitution of a generic or interchangeable

biological drug product pursuant to section section 12EE of Chapter 112.

5. Enforcement. The commissioner may take any enforcement action under the

commissioner’s authority to enforce compliance with this section.

6. Applicability. This section is applicable to a health benefit plan that is delivered,

issued for delivery, continued, or renewed in this state on or after January 1, 2019.

Section 3. Chapter 176B of the General Laws, as appearing in the 2016 Official Edition,

is hereby amended by inserting after section 24 the following section:-

Section 25.

1. Definitions. For the purpose of this section:

13 of 25



253

254

255

256

257

258

259

260

261

262

263

264

265

266

267

268

269

270

a. “Commissioner” means the commissioner of insurance.

b. “Cost sharing” means any coverage limit, copayment, coinsurance, deductible, or

other out-of-pocket expense requirement.

c. “Coverage exemption” means a determination made by a health carrier, health benefit
plan, or utilization review organization to cover a prescription drug that is otherwise excluded

from coverage.

d. “Coverage exemption determination” means a determination made by a health carrier,
health benefit plan, or utilization review organization whether to cover a prescription drug that is

otherwise excluded from coverage.

e. “Covered person” means the same as defined in section 1 of Chapter 1761.

f. “Discontinued health benefit plan” means a covered person’s existing health benefit

plan that is discontinued by a health carrier during open enrollment for the next plan year.

g. “Formulary” means a complete list of prescription drugs eligible for coverage under a

health benefit plan.

h. “Health benefit plan” means the same as defined in section 1 of Chapter 1761.

1. “Health care professional” means the same as defined in section 1 of Chapter 1760.

J. “Health care services” means the same as defined in section 1 of Chapter 1760.

k. “Health carrier” means the same as defined in section 1 of Chapter 1760.

14 of 25



271

272

273

274

275

276

277

278

279

280

281

282

283

284

285

286

287

288

289

290

291

. “Nonmedical switching” means a health benefit plan’s restrictive changes to the health
benefit plan’s formulary after the current plan year has begun or during the open enrollment
period for the upcoming plan year, causing a covered person who is medically stable on the
covered person’s current prescribed drug, inclusive of changes to the drug dosage, as determined

by the prescribing health care professional, to switch to a less costly alternate prescription drug.

m. “Open enrollment” means the yearly time period an individual can enroll in a health

benefit plan.

n. “Utilization review” means the same as defined in section 1 of Chapter 1760.

o. “Utilization review organization” means the same as defined in section 1 of Chapter

1760.

2. Nonmedical switching. With respect to a health carrier that has entered into a health

benefit plan with a covered person that covers prescription drug benefits, all of the following

apply:

a. A health carrier, health benefit plan, or utilization review organization shall not limit
or exclude coverage of a prescription drug for any covered person who is medically stable on

such drug as determined by the prescribing health care professional, if all of the following apply:

(1) The prescription drug was previously approved by the health carrier for coverage for

the covered person.

(2) The covered person’s prescribing health care professional has prescribed the drug for

the medical condition within the previous six months.

(3) The covered person continues to be an enrollee of the health benefit plan.
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b. Coverage of a covered person’s prescription drug, as described in paragraph “a”, shall
continue through the last day of the covered person’s eligibility under the health benefit plan,

inclusive of any open enrollment period.

c. Prohibited limitations and exclusions referred to in paragraph “a” include but are not

limited to the following:

(1) Limiting or reducing the maximum coverage of prescription drug benefits.

(2) Increasing cost sharing for a covered prescription drug.

(3) Moving a prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

(4) Removing a prescription drug from a formulary, unless the United States food and
drug administration has issued a statement about the drug that calls into question the clinical
safety of the drug, or the manufacturer of the drug has notified the United States food and drug
administration of a manufacturing discontinuance or potential discontinuance of the drug as
required by section 506C of the Federal Food, Drug, and Cosmetic Act, as codified in 21 U.S.C.

§356c.

3. Coverage exemption determination process.

a. To ensure continuity of care, a health carrier, health plan, or utilization review
organization shall provide a covered person and prescribing health care professional with access
to a clear and convenient process to request a coverage exemption determination. A health

carrier, health plan, or utilization review organization may use its existing medical exceptions
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process to satisfy this requirement. The process used shall be easily accessible on the internet site

of the health carrier, health benefit plan, or utilization review organization.

b. A health carrier, health benefit plan, or utilization review organization shall respond to
a coverage exemption determination request within seventy-two hours of receipt. In cases where
exigent circumstances exist, a health carrier, health benefit plan, or utilization review
organization shall respond within twenty-four hours of receipt. If a response by a health carrier,
health benefit plan, or utilization review organization is not received within the applicable time

period, the coverage exemption shall be deemed granted.

(1) A coverage exemption shall be expeditiously granted for a discontinued health
benefit plan if a covered person enrolls in a comparable plan offered by the same health carrier,

and all of the following conditions apply:

(a) The covered person is medically stable on a prescription drug as determined by the

prescribing health care professional.

(b) The prescribing health care professional continues to prescribe the drug for the

covered person for the medical condition.

(c) In comparison to the discontinued health benefit plan, the new health benefit plan

does any of the following:

(1) Limits or reduces the maximum coverage of prescription drug benefits.

(i1) Increases cost sharing for the prescription drug.

(ii1) Moves the prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.
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(iv) Excludes the prescription drug from the formulary.

c. Upon granting of a coverage exemption for a drug prescribed by a covered person’s
prescribing health care professional, a health carrier, health benefit plan, or utilization review
organization shall authorize coverage no more restrictive than that offered in a discontinued
health benefit plan, or than that offered prior to implementation of restrictive changes to the

health benefit plan’s formulary after the current plan year began.

d. If a determination is made to deny a request for a coverage exemption, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or
the covered person’s authorized representative and the authorized person’s prescribing health
care professional with the reason for denial and information regarding the procedure to appeal
the denial. Any determination to deny a coverage exemption may be appealed by a covered

person or the covered person’s authorized representative.

e. A health carrier, health benefit plan, or utilization review organization shall uphold or
reverse a determination to deny a coverage exemption within seventy-two hours of receipt of an
appeal of denial. In cases where exigent circumstances exist, a health carrier, health benefit plan,
or utilization review organization shall uphold or reverse a determination to deny a coverage
exemption within twenty-four hours of receipt. If the determination to deny a coverage
exemption is not upheld or reversed on appeal within the applicable time period, the denial shall

be deemed reversed and the coverage exemption shall be deemed approved.

f. If a determination to deny a coverage exemption is upheld on appeal, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or

covered person’s authorized representative and the covered person’s prescribing health care
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professional with the reason for upholding the denial on appeal and information regarding the
procedure to request external review of the denial pursuant to chapter 514J. Any denial of a
request for a coverage exemption that is upheld on appeal shall be considered a final adverse
determination for purposes of chapter 514J and is eligible for a request for external review by a

covered person or the covered person’s authorized representative pursuant to chapter 514J.

4. Limitations. This section shall not be construed to do any of the following:

a. Prevent a health care professional from prescribing another drug covered by the health

carrier that the health care professional deems medically necessary for the covered person.

b. Prevent a health carrier from doing any of the following:

(1) Adding a prescription drug to its formulary.

(2) Removing a prescription drug from its formulary if the drug manufacturer has

removed the drug for sale in the United States.

(3) Requiring a pharmacist to effect a substitution of a generic or interchangeable

biological drug product pursuant to section 12EE of Chapter 112.

5. Enforcement. The commissioner may take any enforcement action under the

commissioner’s authority to enforce compliance with this section.

6. Applicability. This section is applicable to a health benefit plan that is delivered,

issued for delivery, continued, or renewed in this state on or after January 1, 2019.

Section 4. Chapter 1776G of the General Laws, as appearing in the 2016 Official Edition,

is hereby amended by inserting after section 32 the following section:-
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Section 33.

1. Definitions. For the purpose of this section:

a. “Commissioner” means the commissioner of insurance.

b. “Cost sharing” means any coverage limit, copayment, coinsurance, deductible, or

other out-of-pocket expense requirement.

c. “Coverage exemption” means a determination made by a health carrier, health benefit
plan, or utilization review organization to cover a prescription drug that is otherwise excluded

from coverage.

d. “Coverage exemption determination” means a determination made by a health carrier,
health benefit plan, or utilization review organization whether to cover a prescription drug that is

otherwise excluded from coverage.

e. “Covered person” means the same as defined in section 1 of Chapter 1761J.

f. “Discontinued health benefit plan” means a covered person’s existing health benefit

plan that is discontinued by a health carrier during open enrollment for the next plan year.

g. “Formulary” means a complete list of prescription drugs eligible for coverage under a

health benefit plan.

h. “Health benefit plan” means the same as defined in section 1 of Chapter 1761J.

i. “Health care professional” means the same as defined in section 1 of Chapter 1760.

J. “Health care services” means the same as defined in section 1 of Chapter 1760.
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k. “Health carrier” means the same as defined in section 1 of Chapter 1760.

. “Nonmedical switching” means a health benefit plan’s restrictive changes to the health
benefit plan’s formulary after the current plan year has begun or during the open enrollment
period for the upcoming plan year, causing a covered person who is medically stable on the
covered person’s current prescribed drug, inclusive of changes to the drug dosage, as determined

by the prescribing health care professional, to switch to a less costly alternate prescription drug.

m. “Open enrollment” means the yearly time period an individual can enroll in a health

benefit plan.

n. “Utilization review” means the same as defined in section 1 of Chapter 1760.

o. “Utilization review organization” means the same as defined in section 1 of Chapter

1760.

2. Nonmedical switching. With respect to a health carrier that has entered into a health

benefit plan with a covered person that covers prescription drug benefits, all of the following

apply:

a. A health carrier, health benefit plan, or utilization review organization shall not limit
or exclude coverage of a prescription drug for any covered person who is medically stable on

such drug as determined by the prescribing health care professional, if all of the following apply:

(1) The prescription drug was previously approved by the health carrier for coverage for

the covered person.

(2) The covered person’s prescribing health care professional has prescribed the drug for

the medical condition within the previous six months.
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(3) The covered person continues to be an enrollee of the health benefit plan.

b. Coverage of a covered person’s prescription drug, as described in paragraph “a”, shall
continue through the last day of the covered person’s eligibility under the health benefit plan,

inclusive of any open enrollment period.

c. Prohibited limitations and exclusions referred to in paragraph “a” include but are not

limited to the following:

(1) Limiting or reducing the maximum coverage of prescription drug benefits.

(2) Increasing cost sharing for a covered prescription drug.

(3) Moving a prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

(4) Removing a prescription drug from a formulary, unless the United States food and
drug administration has issued a statement about the drug that calls into question the clinical
safety of the drug, or the manufacturer of the drug has notified the United States food and drug
administration of a manufacturing discontinuance or potential discontinuance of the drug as
required by section 506C of the Federal Food, Drug, and Cosmetic Act, as codified in 21 U.S.C.

§356¢.

3. Coverage exemption determination process.

a. To ensure continuity of care, a health carrier, health plan, or utilization review
organization shall provide a covered person and prescribing health care professional with access
to a clear and convenient process to request a coverage exemption determination. A health

carrier, health plan, or utilization review organization may use its existing medical exceptions
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process to satisfy this requirement. The process used shall be easily accessible on the internet site

of the health carrier, health benefit plan, or utilization review organization.

b. A health carrier, health benefit plan, or utilization review organization shall respond to
a coverage exemption determination request within seventy-two hours of receipt. In cases where
exigent circumstances exist, a health carrier, health benefit plan, or utilization review
organization shall respond within twenty-four hours of receipt. If a response by a health carrier,
health benefit plan, or utilization review organization is not received within the applicable time

period, the coverage exemption shall be deemed granted.

(1) A coverage exemption shall be expeditiously granted for a discontinued health
benefit plan if a covered person enrolls in a comparable plan offered by the same health carrier,

and all of the following conditions apply:

(a) The covered person is medically stable on a prescription drug as determined by the

prescribing health care professional.

(b) The prescribing health care professional continues to prescribe the drug for the

covered person for the medical condition.

(c) In comparison to the discontinued health benefit plan, the new health benefit plan

does any of the following:

(1) Limits or reduces the maximum coverage of prescription drug benefits.

(i1) Increases cost sharing for the prescription drug.

(ii1) Moves the prescription drug to a more restrictive tier if the health carrier uses a

formulary with tiers.

23 of 25



457

458

459

460

461

462

463

464

465

466

467

468

469

470

471

472

473

474

475

476

477

478

(iv) Excludes the prescription drug from the formulary.

c. Upon granting of a coverage exemption for a drug prescribed by a covered person’s
prescribing health care professional, a health carrier, health benefit plan, or utilization review
organization shall authorize coverage no more restrictive than that offered in a discontinued
health benefit plan, or than that offered prior to implementation of restrictive changes to the

health benefit plan’s formulary after the current plan year began.

d. If a determination is made to deny a request for a coverage exemption, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or
the covered person’s authorized representative and the authorized person’s prescribing health
care professional with the reason for denial and information regarding the procedure to appeal
the denial. Any determination to deny a coverage exemption may be appealed by a covered

person or the covered person’s authorized representative.

e. A health carrier, health benefit plan, or utilization review organization shall uphold or
reverse a determination to deny a coverage exemption within seventy-two hours of receipt of an
appeal of denial. In cases where exigent circumstances exist, a health carrier, health benefit plan,
or utilization review organization shall uphold or reverse a determination to deny a coverage
exemption within twenty-four hours of receipt. If the determination to deny a coverage
exemption is not upheld or reversed on appeal within the applicable time period, the denial shall

be deemed reversed and the coverage exemption shall be deemed approved.

f. If a determination to deny a coverage exemption is upheld on appeal, the health
carrier, health benefit plan, or utilization review organization shall provide the covered person or

covered person’s authorized representative and the covered person’s prescribing health care
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professional with the reason for upholding the denial on appeal and information regarding the
procedure to request external review of the denial pursuant to chapter 514J. Any denial of a
request for a coverage exemption that is upheld on appeal shall be considered a final adverse
determination for purposes of chapter 514J and is eligible for a request for external review by a

covered person or the covered person’s authorized representative pursuant to chapter 514J.

4. Limitations. This section shall not be construed to do any of the following:

a. Prevent a health care professional from prescribing another drug covered by the health

carrier that the health care professional deems medically necessary for the covered person.

b. Prevent a health carrier from doing any of the following:

(1) Adding a prescription drug to its formulary.

(2) Removing a prescription drug from its formulary if the drug manufacturer has

removed the drug for sale in the United States.

(3) Requiring a pharmacist to effect a substitution of a generic or interchangeable

biological drug product pursuant to section 12EE of Chapter 112.

5. Enforcement. The commissioner may take any enforcement action under the

commissioner’s authority to enforce compliance with this section.

6. Applicability. This section is applicable to a health benefit plan that is delivered,

issued for delivery, continued, or renewed in this state on or after January 1, 2019.
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