SPONSOR: Rep. Chukwuocha & Sen. Pinkney & Rep. Morrison &
Rep. Neal
Reps. Griffith, K. Johnson, Berry, Carson, Lambert,
Ross Levin, Gorman, Bolden, Romer, Harris

HOUSE OF REPRESENTATIVES
153rd GENERAL ASSEMBLY

HOUSE SUBSTITUTE NO. 1
FOR
HOUSE BILL NO. 200
AS AMENDED BY
HOUSE AMENDMENT NO. 1
AND
SENATE AMENDMENT NO. 1

AN ACT TO AMEND TITLE 18, TITLE 29, AND TITLE 31 OF THE DELAWARE CODE RELATING TO
INSURANCE COVERAGE FOR TREATMENT TO PREVENT HIV INFECTION.

BE IT ENACTED BY THE GENERAL ASSEMBLY OF THE STATE OF DELAWARE:

Section 1. Amend Chapter 33, Title 18 of the Delaware Code by making deletions as shown by strike through and

insertions as shown by underline as follows:

§ 3370N. Coverage for pre-exposure prophylaxis treatment and post-exposure prophylaxis treatment.

(a) As used in this section:

(1) “Cost-sharing requirement” includes a deductible, coinsurance, copayment, and out-of-pocket expense.

(2) “Essential support services” include all of the following:

a. HIV testing.

b. Hepatitis B and C testing.

c. Kidney function assessment through creatinine testing and calculated estimated creatinine clearance or

glomerular filtration rate.

d. Pregnancy testing.

e. Sexually transmitted infection screening and counseling.

f. Adherence counseling.

(3) “FDA” means the United States Food and Drug Administration.
(4) “HIV” means the human immunodeficiency virus.

(5) “Medically necessary” means as defined in § 3371 of this title.

(6) “PEP” means post-exposure prophylaxis medication for preventing HIV infection after possible HIV

exXposure.
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(7) “PrEP” means pre-exposure prophylaxis medication for preventing HIV infection before possible HIV

€xXposure.

(8) “Therapeutic equivalent” means a PrEP or a PEP that is all of the following:

a. Approved as safe and effective.

b. Pharmaceutically equivalent to another PrEP or another PEP because it contains an identical amount of

the same active drug ingredient in the same dosage form and route of administration and meets compendial or

other applicable standards of strength, quality, purity, and identity.

c. Assigned, by the FDA, the same therapeutic equivalence code as another PrEP or another PEP.

(b)(1) All individual health insurance policies, contracts, or certificates that are delivered, issued for delivery,

renewed, extended, or modified in this State must provide coverage for all of the following:

a. Medically necessary PrEP.

b. Medically necessary PEP.

c. Medically necessary essential support services.

(2) Except as otherwise provided in paragraph (b)(3) of this section, the coverage required under paragraph

(b)(1) of this section must be provided without any of the following:

a. Cost-sharing requirements.

b. Prior authorization or step therapy requirements.

c. Unreasonable delay in coverage determination.

(3)a. If the FDA has approved 1 or more therapeutic equivalents of a PrEP or a PEP, a health benefit plan is not

required to cover all of the therapeutic equivalent versions of that PrEP or that PEP, so long as at least 1 therapeutic

equivalent version of that PrEP and at least 1 therapeutic equivalent version of that PEP are covered without cost-sharing,

prior authorization, or step therapy requirements. For purposes of this section, a long-acting version of a PrEP or a PEP is

not therapeutically equivalent to another long-acting version of a PrEP or a PEP with a different duration.

b. If there is a therapeutic equivalent of a PrEP or a PEP, a health benefit plan may provide coverage for

more than 1 version of that PrEP or that PEP and may impose cost-sharing, prior authorization, or step therapy

requirements, so long as at least 1 version of that PrEP and at least 1 version of that PEP in the same method of

administration is covered without cost-sharing, prior authorization, or step therapy requirements. But a health benefit

plan must provide coverage for a particular PrEP or a particular PEP without cost-sharing, prior authorization, or step

therapy requirements, regardless of whether the PrEP or the PEP has a therapeutic equivalent, if a covered
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individual’s treating health-care provider recommends that particular PrEP or that particular PEP based on a medical

determination regarding that covered individual.

(c) Except as otherwise provided in subsection (b) of this section, nothing in this section prevents the operation of

a policy provision required by this section as a deductible, coinsurance, allowable charge limitation, coordination of

benefits, or a provision restricting coverage to services by a licensed, certified, or carrier-approved provider or facility.

(d)(1) This section does not apply to accident-only, specified disease, hospital indemnity, Medicare supplement,

long-term care, disability income, or other limited health insurance policies.

(2) The cost-sharing limitation under paragraph (b)(2) of this section does not apply to a catastrophic health plan

to the extent this cost-sharing limitation would cause the plan to fail to be treated as a catastrophic health plan under §

1302(e) of the Patient Protection and Affordable Care Act, 42 U.S.C. § 18022(e).

(3)a. The cost-sharing limitation under paragraph (b)(2) of this section does not apply to a high deductible

health plan to the extent this cost-sharing limitation would cause the plan to fail to be treated as a high deductible

health plan under § 223(c)(2) of the Internal Revenue Code.

b. If the cost-sharing limitation under paragraph (b)(2) of this section would result in an enrollee

becoming ineligible for a health savings account under federal law, the cost-sharing limitation only applies to a

qualified high deductible plan after the enrollee’s deductible has been met.

Section 2. Amend Chapter 35, Title 18 of the Delaware Code by making deletions as shown by strike through and
insertions as shown by underline as follows:

§ 3571FF. Coverage for pre-exposure prophylaxis treatment and post-exposure prophylaxis treatment.

(a) As used in this section:

(1) “Cost-sharing requirement” includes a deductible, coinsurance, copayment, and out-of-pocket expense.

(2) “Essential support services” include all of the following:

a. HIV testing.

b. Hepatitis B and C testing.

c. Kidney function assessment through creatinine testing and calculated estimated creatinine clearance or

glomerular filtration rate.

d. Pregnancy testing.

e. Sexually transmitted infection screening and counseling.

f. Adherence counseling.

(3) “FDA” means the United States Food and Drug Administration.
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(4) “HIV” means the human immunodeficiency virus.

(5) “Medically necessary” means as defined in § 3581 of this title.

(6) “PEP” means post-exposure prophylaxis medication for preventing HIV infection after possible HIV

€eXposure.

(7) “PrEP” means pre-exposure prophylaxis medication for preventing HIV infection before possible HIV

exXposure.

(8) “Therapeutic equivalent” means a PrEP or a PEP that is all of the following:

a. Approved as safe and effective.

b. Pharmaceutically equivalent to another PrEP or another PEP because it contains an identical amount of

the same active drug ingredient in the same dosage form and route of administration and meets compendial or

other applicable standards of strength, quality, purity, and identity.

c. Assigned, by the FDA, the same therapeutic equivalence code as another PrEP or another PEP.

(b)(1) All group and blanket health insurance policies, contracts, or certificates that are delivered, issued for

delivery, renewed, extended, or modified in this State must provide coverage for all of the following:

a. Medically necessary PrEP.

b. Medically necessary PEP.

¢. Medically necessary essential support services.

(2) Except as otherwise provided in paragraph (b)(3) of this section, the coverage required under paragraph

(b)(1) of this section must be provided without any of the following:

a. Cost-sharing requirements.

b. Prior authorization or step therapy requirements.

c. Unreasonable delay in coverage determination.

(3)a. If the FDA has approved 1 or more therapeutic equivalents of a PrEP or a PEP, a health benefit plan is not

required to cover all of the therapeutic equivalent versions of that PrEP or that PEP. so long as at least 1 therapeutic

equivalent version of that PrEP and at least 1 therapeutic equivalent version of that PEP are covered without cost-sharing,

prior authorization, or step therapy requirements. For purposes of this section, a long-acting version of a PrEP or a PEP is

not therapeutically equivalent to another long-acting version of a PrEP or a PEP with a different duration.

b. If there is a therapeutic equivalent of a PrEP or a PEP, a health benefit plan may provide coverage for

more than 1 version of that PrEP or that PEP and may impose cost-sharing, prior authorization, or step therapy

requirements, so long as at least 1 version of that PrEP and at least 1 version of that PEP in the same method of
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administration is covered without cost-sharing, prior authorization, or step therapy requirements. But a health benefit

plan must provide coverage for a particular PrEP or a particular PEP without cost-sharing, prior authorization, or step

therapy requirements, regardless of whether the PrEP or the PEP has a therapeutic equivalent, if a covered

individual’s treating health-care provider recommends that particular PrEP or that particular PEP based on a medical

determination regarding that covered individual.

(c) Except as otherwise provided in subsection (b) of this section, nothing in this section prevents the operation of

a policy provision required by this section as a deductible, coinsurance, allowable charge limitation, coordination of

benefits, or a provision restricting coverage to services by a licensed, certified, or carrier-approved provider or facility.

(d)(1) This section does not apply to accident-only, specified disease, hospital indemnity, Medicare supplement,

long-term care, disability income, or other limited health insurance policies.

(2)a. The cost-sharing limitation under paragraph (b)(2) of this section does not apply to a high deductible

health plan to the extent this cost-sharing limitation would cause the plan to fail to be treated as a high deductible

health plan under § 223(c)(2) of the Internal Revenue Code.

b. If the cost-sharing limitation under paragraph (b)(2) of this section would result in an enrollee

becoming ineligible for a health savings account under federal law, the cost-sharing limitation only applies to a

qualified high deductible plan after the enrollee’s deductible has been met.

Section 3. Amend Chapter 52, Title 29 of the Delaware Code by making deletions as shown by strike through and
insertions as shown by underline as follows:

§ 5224. Coverage for pre-exposure prophylaxis treatment and post-exposure prophylaxis treatment.

(a) As used in this section:

(1) “Cost-sharing requirement” includes a deductible, coinsurance, copayment, and out-of-pocket expense.

(2) “Essential support services” include all of the following:

a. HIV testing.

b. Hepatitis B and C testing.

c. Kidney function assessment through creatinine testing and calculated estimated creatinine clearance or

glomerular filtration rate.

d. Pregnancy testing.

e. Sexually transmitted infection screening and counseling.

f. Adherence counseling.

(3) “FDA” means the United States Food and Drug Administration.
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(4) “HIV” means the human immunodeficiency virus.

(5) “Medically necessary” means as defined in § 3581 of Title 18.

(6) “PEP” means post-exposure prophylaxis medication for preventing HIV infection after possible HIV

€eXposure.

(7) “PrEP” means pre-exposure prophylaxis medication for preventing HIV infection before possible HIV

exXposure.

(8) “Therapeutic equivalent” means a PrEP or a PEP that is all of the following:

a. Approved as safe and effective.

b. Pharmaceutically equivalent to another PrEP or another PEP because it contains an identical amount of

the same active drug ingredient in the same dosage form and route of administration and meets compendial or

other applicable standards of strength, quality, purity, and identity.

c. Assigned, by the FDA, the same therapeutic equivalence code as another PrEP or another PEP.

(b)(1) The plan must provide coverage for all of the following:

a. Medically necessary PrEP.

b. Medically necessary PEP.

¢. Medically necessary essential support services.

(2) Except as otherwise provided in paragraph (b)(3) of this section, the coverage required under paragraph

(b)(1) of this section must be provided without any of the following:

a. Cost-sharing requirements.

b. Prior authorization or step therapy requirements.

c. Unreasonable delay in coverage determination.

(3)a. If the FDA has approved 1 or more therapeutic equivalents of a PrEP or a PEP, the plan is not required to

cover all of the therapeutic equivalent versions of that PrEP or that PEP. so long as at least 1 therapeutic equivalent

version of that PrEP and at least 1 therapeutic equivalent version of that PEP are covered without cost-sharing, prior

authorization, or step therapy requirements. For purposes of this section, a long-acting version of a PrEP or a PEP is not

therapeutically equivalent to another long-acting version of a PrEP or a PEP with a different duration.

b. If there is a therapeutic equivalent of a PrEP or a PEP. the plan may provide coverage for more than 1

version of that PrEP or that PEP and may impose cost-sharing, prior authorization, or step therapy requirements, so

long as at least 1 version of that PrEP and at least 1 version of that PEP in the same method of administration is

covered without cost-sharing, prior authorization, or step therapy requirements. But the plan must provide coverage
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for a particular PrEP or a particular PEP without cost-sharing, prior authorization, or step therapy requirements,

regardless of whether the PrEP or the PEP has a therapeutic equivalent, if a covered individual’s treating health-care

provider recommends that particular PrEP or that particular PEP based on a medical determination regarding that

covered individual.

Section 4. Amend Chapter 5, Title 31 of the Delaware Code by making deletions as shown by strike through and
insertions as shown by underline as follows:

§ 539. Coverage for pre-exposure prophylaxis treatment and post-exposure prophylaxis treatment.

(a) As used in this section:

(1) “Cost-sharing requirement” includes a deductible, coinsurance, copayment, and out-of-pocket expense.

(2) “Essential support services” include all of the following:

b. Hepatitis B and C testing.

c. Kidney function assessment through creatinine testing and calculated estimated creatinine clearance or

glomerular filtration rate.

d. Pregnancy testing.

e. Sexually transmitted infection screening and counseling.

f. Adherence counseling.
(3) “FDA” means the United States Food and Drug Administration.
(4) “HIV” means the human immunodeficiency virus.

(5) “Medically necessary” means as defined in § 3581 of Title 18.

(6) “PEP” means post-exposure prophylaxis medication for preventing HIV infection after possible HIV

€xposure.

(7)_“PrEP” means pre-exposure prophylaxis medication for preventing HIV infection before possible HIV

exXposure.

(8) “Therapeutic equivalent” means a PrEP or a PEP that is all of the following:

a. Approved as safe and effective.

b. Pharmaceutically equivalent to another PrEP or another PEP because it contains an identical amount of

the same active drug ingredient in the same dosage form and route of administration and meets compendial or

other applicable standards of strength, quality, purity, and identity.

c. Assigned, by the FDA, the same therapeutic equivalence code as another PrEP or another PEP.
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(b)(1) In all health benefit plans delivered or issued for delivery under § 505(3) of this title, carriers shall provide

coverage for all of the following:

a. Medically necessary PrEP.

b. Medically necessary PEP.

¢. Medically necessary essential support services.

(2) Except as otherwise provided in paragraph (b)(3) of this section and to the extent permitted by federal law,

the coverage required under paragraph (b)(1) of this section must be provided without any of the following:

a. Cost-sharing requirements.

b. Prior authorization or step therapy requirements.

c. Unreasonable delay in coverage determination.

(3)a. If the FDA has approved 1 or more therapeutic equivalents of a PrEP or a PEP, a health benefit plan is not

required to cover all of the therapeutic equivalent versions of that PrEP or that PEP, so long as at least 1 therapeutic

equivalent version of that PrEP and at least 1 therapeutic equivalent version of that PEP are covered without cost-sharing,

prior authorization, or step therapy requirements. For purposes of this section, a long-acting version of a PrEP or a PEP is

not therapeutically equivalent to another long-acting version of a PrEP or a PEP with a different duration.

b. If there is a therapeutic equivalent of a PrEP or a PEP, a health benefit plan may provide coverage for

more than 1 version of that PrEP or that PEP and may impose cost-sharing, prior authorization, or step therapy

requirements, so long as at least 1 version of that PrEP and at least 1 version of that PEP in the same method of

administration is covered without cost-sharing, prior authorization, or step therapy requirements. But a health benefit

plan must provide coverage for a particular PrEP or a particular PEP without cost-sharing, prior authorization, or step

therapy requirements, regardless of whether the PrEP or the PEP has a therapeutic equivalent, if a recipient’s treating

health-care provider recommends that particular PrEP or that particular PEP based on a medical determination

regarding that recipient.

Section 5. This Act applies to all policies, contracts, or certificates that are issued, renewed, modified, altered,

amended, or reissued after December 31, 2026.
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