HB 1734 -- Redline

Amended to Amended -- establishing a committee to study the feasibility of establishing experimental treatment centers
in New Hampshire and the oversight thereof.

Deletions straek - Insertions underlined

HB 1734-FN - AS AVENDED BY THE SENAFEHOUSE 11Mar 2026.
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commi-ttee—to—study—t he feasibilityestablishnent of establishing—experinental treatnent ecenterscenters.
A—New Hanpshire—and-the—ogversight—thereosf—

Heal th, Human Services and Elderly Affairs

establi-shespernits a—corm-tt-ee—to—study—t he Feasibitityestablishnent of establshi-hrg—experi mental
treat nent eepterscenters. —-A—New—Harpshi-—e—and—he—oversi-ght—her~eof—
The centers would be authorized by the departnent of health and human _services to provide treatnent
involving an investigational drug, biologic, or device that has successfully conpleted phase one of a
clinical trial, but is not yet FDA-approved for general use and either remins under investigation in a
clinical trial or has a denonstrated safety record froma qualified nedical institution.
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Si x AN ACT est-abli-shi-hgaut hori zi ng a—cormi-tt-ee—t-o—study—t he Feasibit-ityestablishnent of establi-shi-hg
experimental treatnment eenterscenters. —-h—New-Hanpshito—and—tho—oversi-ght—thereof—
1 CommitteeShort Established-Title.
FhereThi s isact establi-shedshal |l abe cenwtteeknown teas study—t he feasi-bit-ity"John efLew cke
establi-shi-rgand experi-Aenata-M chael t+eatrenat-Yakubovich centersExperinental rIreatnent NewCenters
HompehicAct . —and-the-svorsight—thereei—
2 Merbershi-pNew andChapt er ; —Corpensation—
Experinental Treatnent Centers.
Anend RSA by inserting after chapter 126-Z the followi ng new chapter:
CHAPTER 126-ZZ EXPERI MENTAL TREATMENT CENTERS 126-Z7Z7:1 Statenent of I|ntent.
The general court enacts this chapter to pronote nmaxi rum access to _innovative health care by renoving
legal barriers to cutting-edge treatments and to make New Hanpshire a jurisdiction that attracts and
fosters clinical trials and the devel opnent of drugs, biologics, and devices intended to conbat illness
and pronote human flourishing.? This chapter shall be construed consistently with the general court's
st at ed purpose.
126-77:2 Definitions.
In this chapter:
Fhe'El i gi bl e rerberspatient” efneans thea corm-tieeperson shak-to bewhom asal | Foellows+~of the follow ng
apply:
(a) FweThe merbersperson efhas therecei ved senrate—a appeihtedreconmmendati on byfromthe
presi-dentpatient's eftreating thephysician serate~for erean efexperinental whentireatnent; —shal—be—a

¢ - )
(b) FhreeThe merbersphysician efcertifies thein housew iting ot hat representativesthey appoei-htedhave
byprovi ded the speakerrecommendati on efand that the heusepatient efhas representatives—considered
gheal ternative otreatnents whoerapproved shak-by be—a—rerber—of—t he Ai-Ror-FDA; —pariy—

and (c) The person has given witten inforned consent for use of the experinental treatnent, including
at_least the follow ng information:

(1) Cear identification of the specific experinental treatnent sought by the patient;

(2) Certification that the patient and physician have discussed whether there are any applicabl e FDA-
approved treatnments and, if so, the nature of such treatnents;

(3) Certification that the patient and physician have discussed best and worst outcones fromthe
treatnment _and the nost likely outcone based on avail abl e dat a;

(4) An acknow edgnent that insurance is not obligated to pay for treatnent or consequent care;

(5) A statenent, if applicable, that patient is liable for treatnent expenses;

and (6) A prominent statement that the patient is seeking treatnment from an experinental treatnent
center under RSA 126-ZZ.
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"Experinental treatnment" nmeans the provision of a nmedical intervention by a health care provider
involving an investigational drug, biologic, or device that has successfully conpleted phase one of a
clinical trial, but is not yet FDA-approved for general use and either:




(a) Remmins under _investigation in a clinical trial;

or (b) Has a denonstrated safety record through docunented clinical evidence froma gqualified nedical
institution as defined in paragraph V.

For the purposes of this provision, "qualified nmedical institution" may be further defined by the
departnent of health and human services through a rul emaki ng under RSA 541-A.

"Experinental treatnent center" neans a health care provider, whether a business or nonprofit, that
adm ni sters experinental therapies pursuant to RSA 126-ZZ: 3.

An entity's status as an experinental treatnent center under this chapter is legally distinct fromits
licensing status under RSA 151:2, its adninistration of any treatnents under 126-Z and its
participation in other protected access.

V.

"t her protected access" includes expanded access or conpassionate use, in which the treating physician
has requested access under 21 C. F. R

Part 312, Subpart | and other applicable FDA requlations or off-label use consistent with the

physici an's professional obligations under RSA 329.

V.

"Physician" nmeans the |icensed allopathic or osteopathic physician providing nedical care or treatnent
to the patient.

A/

"Qualified nmedical institution" means an institution that has generated docunented clinical evidence

supporting the safety of a nedical intervention equivalent to that required for successful conpletion of
a phase | clinical trial, and operates under one of the follow ng franmeworks:

(a) Oversight by a requlatory authority recognized by international standards;

or (b) Oversight by a requlatory authority that denonstrates substantially equival ent standards for data
quality, nonitoring, and patient protection as determ ned by the experinental treatnent center's
scientific review board.

126-77:3 Availability of Investigational Drugs, Biologics, or Devices.

l.

A manufacturer of a drug, biologic, or device used in experinental treatnents or an experinental
treatment center may make available the drug, biologic, or device to eligible patients pursuant to this
chapter.

The manufacturer or treatnent center may:

(a) Provide the drug, biologic, or device to an eligible patient wthout conpensation;

or (b) Require the eligible patient to pay for the treatnment and establish payment arrangenments with the
patient;

and (c) Ask eliqgible patients to participate in data collection relating to the use of the drug,

bi ol ogic, or device.

MerbersNot hi ng efi n thet hi s corm-tteechapter shalkrequires receivea mi-+eageheal th atcare theinsurer
Legi-slativeor rateany whenst at e att-endi-hgagency to theprovi de dut-i-escoverage offor theany
copm-ttee~experinental treatnent.

HB 1734-FN - AS AMENDED BY THE HOUSE - Page 3 Duties—- |11.

FheNot hi ng eerwi-tteei n shall—=this chapter requires the manufacturer of an experinental treatnent to
include a patient in any particular clinical trial or_study.

LV,

Nothing in this chapter requires a health care provider or manufacturer to make an experinental
treatnment available to any eliqgible patient.

V.

Nothing in this chapter shall prohibit an experinental treatnent center from conducting clinical
research protocols.

Cinical research protocols may be approved by an institutional review board (IRB) neeting pursuant to
45 C.F. R

Part 46 or by a scientific review board established under this chapter.

Research protocols nmay enpl oy any study design, participant stratification, outcone neasurenent, or

noni toring approach consistent with the protocol's scientific and ethical justification.Cinical
research conducted under this section shall maintain all study records, including protocols, consent
forns, case reports, and safety data, for not less than 3 vears and shall nmke such records available to
state or federal requlatory authorities upon reasonable request or where disclosure is required by |aw

or_requl ation.




Sites conducting research under this chapter consent to inspection by state or federal reqgulatory
authorities, at reasonable tines and upon reasonable request, as necessary to verify conpliance with
applicabl e requirenents.

126-7Z:4 Limtation on State or Political Subdivision Action.

Det-ermi-reNot wi t hst andi ng whatany weuw-dprovi si on beof reeded| aw fo+t 0 suiii-ci-entt he oversi-ghtcontrary, the
board of experrenrtatnedi Cine t+eatrent-shal | ecentersnot byrevoke, thefail departrentto efrenew, heakthor
andt ake hurahRany servi-ceswot her theaction bu~eauagai nst efa cersuRBphysician's proetecti-onlicense

ati ssued thepursuant departreatt 0 6FRSA justi6e+-329, andor theany effieeother of| aw, professi-erakbased
H-censureprinarily anrdon certiiicatior—a physician's recommendation to an eligible patient regarding or
prescription for treatnment under this chapter.

Seki-ci+-Not wi t hst andi ng Rfe+Rati-erany akdprovi Si on testi-Rehy—iom-t-he—depart-rent—of healthl aw anrdt o
hurant he servicescontrary, the bureaudepartnent of cersurerhealth protection—and thehuman

officeservi ces efshal | professi-ernot H-censu-ot ake anrdacti on eertidi-cati-oragai nst era whatprovi der

they| i censed weuwdunder r~egqui-+~eRSA i-R151, terrsor ofany klegiskati-on-other rules| aw, approp~-ati-onr~-based
ahRdprimarily aryon petentiakthe federalinstitution' s waiversparticipation +ein preperytreat nent
overseeaut hori zed theseunder centers—this chapter.

126-77:5 Experinental Treatnent Center Licensing.

A provider seeking to provide experinental treatnents under this chapter, including but not linmted to a
health care facility licensed under RSA 151, shall obtain experinental treatnment center authorization
fromthe departnent of health and hunan _services.

1.

The authorization fee shall be $2,500 initially and $1, 250 annually for facilities already |icensed
under RSA 151, and $10,000 initially and $5, 000 annually for entities not otherw se |icensed.

Sek-6i+-T0 ihiorrati-orobt ai N ardaut hori zat i on testrehRy—fromthe ew—+ent-depart ment, eperaterapplicants
ofshal | amrhave experi-Rentala treatrentnedi cal centerdirector e~who is a t+adephysician g~ouplicensed
Fepresenti-hgt 0 experihenatalpracti ce t+eatrenrt-nedi Ci ne ecenrt-e+s—i n_New Hanpshire.

I f the departnent pronmulgates a rule governing adverse event reporting procedures, experinental
treatnent centers have an ongoing obligation to denonstrate conpliance with that rule.

Seki-cit-Aut hori zed ihierratioenrprovi ders ardnay testrohayadni ni ster f+enexperinental atreatnents
goverRRBAt-alt 0 oversi-ghtel i gi bl e bedypatients +~oApursuant anRotherto stateRSA thatl26-77: 2, cuentlyl |
alowsi f experirentalrevi ewed eatmentand centers—approved by a scientific review board established
under this chapter.

The scientific review board shall deternmine the appropriate quality standards, HB 1734-FN - AS AMENDED
BY THE HOUSE - Page 4 - docunentation requirenents, and clinical oversight for each treatment protocol,
which may include quality frameworks and docunentation standards recogni zed by international requlatory
authorities.

The scientific review board shall include not fewer than 3 menbers with appropriate expertise and shall
include at |east one |licensed physician and at |east one nenber with experience in clinical outcones
research.

Providers may share scientific review boards or board nmenmbers with other authorized facilities or with
academi c institutions.

Seki-ci-+-Not wi t hst andi ng RerRati-erany ardl aw testirpBhRyor fenrequl ati on anrt 0 HrdiH-dualt he e~contrary
entityheal th wi-thcare expertisefacilities Facurrently thelicensed EDAunder &+~ugRSA andlbl dewvi-cemay
approval-add precess—experinental treatnent center services by obtaining authorization under this section
wi t hout otherw se obtaining additional |icensing.

Soli-ci-t-Not wi t hst andi ng R+erRati-crany ardl aw testi-RBAyor onrrequl ati on anrt o Rdid-dualt he e~contrary
enti-tyaut hori zed experinental treatnent centers nmay establish paynent arrangenents with
experti-sepatients, ihincluding ewrentdirect Goedpay, Marulactu-Rgsubscription R~acti-cenndel s
eCVR)-nenber shi p fe+f ees, drugor ARaRuiact-—-hg—0ot her paynment structures, including digital currencies,
with or without regard to_insurance coverage requirenents.

ResearchNot wi t hst andi Ng experrental-any teatwehrtl aw cenrtersor ~arequl ati on ethert 0 states—the
hekudi-rgcontrary, akkservi ces beneHtsprovi ded ardby conrsegquencesaut horized efexperi nent al
thosetreatment centers imunder thesethis stateschapter resludi-rgare patienrtexenpt owt-esenssfrom ardany
costsstate toinsurance thecoverage state—snandates, heakthnet work careadequacy system-requirenents, and
prior authorization procedures.
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ResearchThe theconmi ssioner #easibititymay ofadopt preperrul es eversi-ght-under o+RSA theseb4l-A
facititiesest abl i shi ng hRekudi-Agni ni UM eversi-ght-st andar ds chalengesfor ihscientific otherrevi ew
statesboards, thatadverse haveevent ihplereht-edreporting, theseand experrenatal-authorization
treat-reAt-procedur es. —ceRt-e~s—

4] X, ~Chairperseh-




Qdorum-A _conpany operating an_experinental treatnent center in New Hanpshire shall be eligible to apply
for the research and devel opnent tax credit under RSA 77-A:5 X I1.

The H—stcommi ssioner meethgnay ofal so t+heenter eerm-ttesi nto shakreci procal beagreenents eabledwi th
byot her thest at es H-+st-haredor senratetheir merber~sinilar agencies for cross-border treatnent
coordination and shared scientific review board recognition.

The Ha—st-department seetiwngshal | efi ssue theexperinmental ecommi-tteetreatnment shallcenter belicenses
hel-dt 0 wi-thi-rapplicants 45al ready days|icensed efunder another state's substantially sinmlar |aw

provi ded the effesctiveapplicant datesatisfies efparagraph thislV sestien~i n_New Hanpshire.

Four-A mrerbersstate's eflaw is presunptively "substantially sinmilar" to New Hanpshire's if it provides
for the commttes|icensure shallof constituteexperinmental atreatment guorwm-centers requiring approval
of treatnent protocols and assessment of experinental treatment for patient safety by scientific review
boards.

8126-77: 6 Repert—Manufacturing |.

FheAut hori zed eenm-tteeexperinental shak-treatnent ~epert-centers itsmay H-hrdi-rgsmanuf act ure arddrugs
ahRybi ol ogi cs, recormeRdati-onsor fordevi ces pr-oposedon site legislationor tothrough thecontracted
presidentfacilities, efprovided the serate~center's thescientific speakerrevi ew efboard theapproves
house—of—representatives—t he senatemanuf acturi ng eerk—protocol theand housedeterni nes eherk~it theneets
goverho—qual i ty ardst andards theequi val ent statet o H-b+aryrecogni zed enphar maceuti cal e+~manufact uring
beforef ranewor ks MNevenberfor i-patient 2026-safety.

6The Effectiwvescientific Date~review board shall determine the appropriate quality franmework for

manuf acturing and conpoundi ng under _this chapter for purposes of clinical use in experinmental treatnent
centers.

Fhi-sHB a6t-1734- FN shatd- takeAS efiect-AMENDED uperBY +sTHE passage—~HOUSE - Page 5 - |1.

LBAThe 26-280%scientific 086/242026revi ew HBboard +A34-—FEN-shal | F-SCGALdocunent NOSFEits ASrational e
ANMENDEDf or  B¥approvi ng FHEnanufacturing SENAFEfacilities (AMENDMENTand #2026--1864s)-protocol s

AN ncl udi ng ASkconparison es-t-abl-l-s-h-l—ng—a—c-e#m—t—t—ee—t 0 studyrecogni zed thei ndustry feasibidityst andards
ofsuch establi-shi-hgas experi-renrtal-good t+eatrenat-nanufacturing cenrterspractice ror New nternational
Hanpshi+eorgani zati on ardf or thest andar di zat i on eve+rsi-ghtf r anewor ks. —t-hereof—

[

Batch and distribution records shall be mamintained for each ot and provided to the department within
fifteen days upon request.

The experinental treatnent center shall maintain such records for a minimumof two vears.

LV,

The conmi ssioner nmay adopt rules under RSA 541-A establishing manufacturing standards and quality
requirenents, including rules to enforce the requirenents of this section.

V.

Nothing in this section shall be construed to alter the jurisdiction or authority of the board of
pharmacy under RSA 318.

126-27Z: 7 Free Care and Public Benefits.

L
Each |icensed experinental treatnent center shall allocate 2 percent of its net annual profits to
support access to experinental treatnents and health care for qualifying New Hanpshire residents.

The center shall docunent and report this allocation on a formprovided by the departnment, if the
departnent provides such a form

Docunentation and reporting shall be subnmitted no |ater than February 1 of each vyear.

L

The requirenent in paragraph | may be fulfilled by one or a conbination of the follow ng:

(a) Providing experinental treatnent, as defined in this chapter, for free to qualifying New Hanpshire
residents who are eligible patients in an ampunt equal to at |least 2 percent of the center's net annual
profits;

or _(b) Contributing an anount equal to at |east 2 percent of the center's net annual profits the
unconpensated care fund established under RSA 167:64, the opioid abatenent trust fund established under
RSA 126-A: 84, the al cohol abuse prevention and treatnent fund established under RSA 176-A:1, the | ead
pai nt _poisoning control fund established under RSA 130-A:15, or any fund to benefit the devel opnentally
di sabl ed established under RSA 171-A:8-b, provided that the departnent nay adjudicate in a rul enaking
under RSA 541-A that one or nore of these funds is functionally inactive and therefore ineligible to
satisfy the requirenents of this provision.

[N

The conmmi ssioner of the departnment of health and hunman services shall adopt rules, pursuant to RSA 541-




A, _establishing criteria for identifying "qualifying New Hanpshire residents" eligible to receive free
experinental treatnent under subparagraph ll(a).

Such rules may consider factors including incone level, insurance status, and nedical need.

LV,

The departnent nmay adopt rules and devel op procedures to review and approve docunentation under this
section and ensure that required allocations are made annually.

3 New Subpar agr aph;
Health Care Facility Licensing;

Exenpti ons;
Experinental Treatnent Center.

Anend RSA 151:2, |l as follows by inserting after subparagraph (i) the follow ng new subparagraph:

HB 1734-FN - AS AVENDED BY THE HOUSE - Page 6 - (j) To the extent that a provider operates as an
experinental treatnent center defined in RSA 126-ZZ, operating under that chapter and in conpliance wth
all review and patient protection standards described therein, it shall not be required to obtain a
license except as provided in that chapter.

4 Effective Date.

This act shall take effect January 1, 2027.

LBA 26-2801 Revised 05/01/2026 HB 1734-FN- FI SCAL NOTE AS AMENDED BY THE HOUSE ( AVMENDVENT #2026-0666h)
AN _ACT aut hori zing the establishnent of experinental treatnent centers.

FheThi s SH-ce—of—Legislative—Budget—Assi-stant—st-ates—thi-s—bi | | hasdoes nenot H-seakprovide

Apactfundi ng, ernor state~does couhtyit anrdaut horize locaknew expendittesposi ti oNs. —G+—~evehLe—
Estimated State | npact FY 2026 FY 2027 FY 2028 FY 2029 Revenue $0 | ndeterm nabl e | ndeterm nable

I ndet ermi nabl e Revenue Fund(s) General fund Expenditures* $0 $2.5 million+ $1 mllion+ $1 mllion+
Fundi ng Source(s) General fund Appropriations* $0 $0 $0 $0 Fundi ng Source(s) None *Expenditure = Cost of
bill *Appropriation = Authorized funding to cover cost of bill METHODO OGY:

This bill establishes a process for the licensure and requlation of experinental treatnent centers.

The bill permts health care providers to offer nedical interventions involving investigational drugs,
bi ol ogi cs, or devices that have successfully conpleted phase | of a clinical trial but are not yet FDA-
approved for general use, and nmakes the Departnent of Health and Human Services responsible for
oversight of these entities.

The O fice of the Legislative Budget Assistant notes that previous versions of this fiscal note,
including the initial version for the bill as amended by the House, identified a fiscal inpact of |ess
than $10, 000 per vyear.

Subsequent to the issuance of those fiscal notes, the Departnent of Health and Human Services re-
assessed the bill's inpact on its operations, resulting in a significantly greater cost estinmate.

The analysis that follows is based on the Departnent's re- assessnent.

The Departnent assunes that, in order to handle the new responsibilities created by the bill, it wll
need to establish a new bureau or _unit responsible for licensing and requlating experinental treatnent
centers.

This will further necessitate the devel opnent and inplenentation of a new set of admnistrative rules
specific to these centers.

Because the bill creates a new chapter of law, the Departnent is unclear how the new responsibilities
will connect to the statutory requirenments of RSA 151, the state's health facilities licensing statute.
At_a mininum this is expected to involve the creation of a new |licensing category and m ni num standards
for scientific review boards, not currently known to or understood by the Departnent.

The Departnent anticipates a need for new personnel, as well as a contracted consultant with expertise
in_investigational drugs, biologics, or devices that have successfully conpleted phase | of a clinical
trial but are not yet FDA-approved.

For FY27, salaries for three staff nenbers--two administrative and investigative positions plus a
supervisor--are estinmated at $465, 000, while an expert consultant specializing in investigational
treatnments would cost an additional $250,000, for a total of $715, 000.

In FY28, staff salaries would rise to $489,000, with the consultant's fee dropping to $75,000, totaling
$564, 000.

By FY29, staff salaries are projected at $513, 000 and the consultant's fee remains at $75, 000, neking
the vear's total $588, 000.

The Departnent assunes it will need the follow ng resources for initial and ongoing I T costs:
2 st em Devel opnent lication + Database):
$1.0 million.

? Labor Costs up to $950,000 for Year 1 (Plus additional |abor for follow ng years, depending on




progranmatic _need).

This fiqure assunes the follow ng positions/consultants will be necessary:

Technical Lead (1), Developers (2-3), Database/Application Adm nistrator (1/2-1), Business Analyst (1),
QA/ Tester (1), Project Munager (shared/part-tine).

? Data Storage and Hosting:

$50, 000 - $150, 000 annual ly ? Annual Operating Costs, including user support and hel p desk, vendor
licensing fees (if using a platform, cloud hosting and storage, routine enhancenents, system nonitoring
and cyber security updates:

$250, 000 - $450, 000 per_vear Finally, the Departnent expects to need an additional $550,000 in FY27 and
sone_i ndet erm nabl e anount i n subsequent years for office space and equipnent, as well as general
operating costs such as office utilities, supplies, printing, legal and hearing costs, outreach and

st akehol der _engagenent, and travel.

Conbi ned, these estinates assune first-year costs of approximately $2.5 nillion, and ongoing costs of $1
mllion or nore.

The bill does allow for the follow ng authorization fees for experinental treatnent centers $2, 500
initially and $1,250 annually for facilities already |licensed under RSA 151, and $10,000 initially and
$5,000 annually for entities not otherw se licensed under RSA 151.

Wi le these fees will result in an increase in state revenue, the nunber of entities that may seek

aut horization is unknown, and so the resulting revenue increase is indeterm nable.

NoeneDepartnment of Health and Human_ Services
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