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STATE OF FLORIDA
BOARD OF NURSING

IN RE: PETITION FOR DECLARATORY STATEMENT OF
BETTERHUMANS, INC. and JAMES CLEMENT

FINAL ORDER

THIS MATTER came before the Board of Nursing (Board) pursuant to Section 120.565,
Florida Statutes, at a duly-noticed public teleconference meeting held on June 3, 2021.
Petitioner, Mr. Clement was present with counsel, Geoffrey D. Smith, Attorney at Law. The
Board was represented by Deborah Bartholow Loucks, Senior Assistant Attorney General.

The Petition was filed with the Department of Health on April 9, 2021. Petitioner is
requesting that the Board issue a Declaratory Statement answering questions related to the
proposed employment of an Advanced Practice Registered Nurse (APRN) and the authorized
scope of practice, if employment is permitted.

Having considered the Petition and relevant statutes and rules, the Board issues the following:

FINDINGS OF FACT

1. The Petition was duly filed and noticed in the Florida Administrative Register;
Volume 47 Number 76 published on April 20, 2021.
2. The Petition is attached hereto and incorporated herein by reference.
3. Petitioner is asking three specific questions concerning the proposed employment
of an APRN. The questions are:
a. Is it within the general scope of practice for a registered autonomous practice
APRN to serve as the clinical supervisor of operations of the proposed clinic in providing

primary care services to patients related to their participation in IRB approved clinical trials?
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b. Is it within the scope of practice for an APRN not registered as an autonomous
APRN to be supervised remotely by a medical board consisting of four physicians, under a
supervisory protocol with at least one physician licensed and practicing in another state (e.g.,
New York)?

c. If the answer to “a” above is in the negative, is it within the general scope of
practice for an APRN to be the supervisor of clinic operations if the APRN establishes a
supervisory protocol with a Florida physician, who will not be on-site at the clinic location?

4. Petitioner is not licensed as a nurse in the State of Florida.

CONCLUSIONS OF LAW

5. The Board has jurisdiction over this matter pursuant to section 120.565, and
Chapter 464, Florida Statutes.
6. After discussion, the Board voted to answer the above-listed questions in the
following manner.
a. Yes.
b. Please refer to Section 464.012(3), Florida Statutes.
c. Yes.
This Order shall become effective upon filing with the Clerk of the Department of
Health.
DONE AND ORDERED this 23" day of June, 2021.

BOARD OF NURSING

N

Jo@/ Baker, Jr., Execufive Director
for Deborah McKeen, CD-LPN, BS, Chair




CERTIFICATE OF SERVICE

I HEREBY CERTIFY that a true and correct copy of the foregoing Final Order has been
provided to Betterhumans, Inc. and James Clement, by sending same by electronic mail to

their counsel of record, Geoffrey D, Smith, geoff@smithlawtlh.com; Deborah Loucks, Senior

Assistant Attorney General, Deborah.Loucks@myfloridalegal.com; and Angela Southwell,

Paralegal Specialist, Office of the Attorney General, angela.southwell@myfloridalegal.com; on

Sune 73 .2021.

Deputy Agency Clerk

NOTICE OF RIGHT TO JUDICIAL REVIEW

A party who is adversely affected by this Final Order is entitled to judicial review
pursuant to Section 120.68, Florida Statutes. Review proceedings are governed by the Florida
Rules of Appellate Procedure. Such proceedings are commenced by filing one copy of a Notice
of Appeal with the Agency Clerk of the Department of Health and a second copy, accompanied
by filing fees prescribed by law, with the District Court of Appeal, First District, or with the
District Court of Appeal in the Florida Appellate District where the party resides. The Notice of

Appeal must be filed within thirty (30) days of rendition of the order to be reviewed.
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STATE OF FLORIDA.
DEPARTMENT OF EEALTH
<
IN RE:, Casa Nows %
(wh
PETITION FOR DECLARATORY ]
STATEMENT BEFORE THE BOARD, "l
OF NURSING, : ]
‘BETTERHUMANS, INC. and i
JAMES CLEMENT, Petitioners. :&
/

——

PETITION ¥OR DECLARATORY STATEMENT

Pefitioners, Betterhuriang, Tno. and James Clenient, petition pupsuant to Section' 120,565,

Floride Statutes, for a Declatatory ‘Statement seeking: & détermination as to the intespretation of
1

sections 464.012 and 464.0123 Floride Statutes, statings

Detitioners -are’ Betterhumeans, Ino., a Florida. non-profit- corporation, whigh. {3

registered &s & 501(c )(3) with-the Internal Revenug Service and whish operates as a blomedical
reseixch orgenization, and, James Cleinent, the president and ditector of Bettethumans, Tno,

2 The Petitioners.are in the process of establishing a planned health care elinic in
Florida for the. purpose of implementing clinical trials approved by a federal Institutional Reylew

Board (“TRB™) at & lodation‘in Sumter County, Florida. Petitioners propose totecruft arnd giplay

«an Advanoe Practicé Registered Nurse ("APRN") or a registered. autonbrhous APRN to serve as

the olinioal supervisor of opergtions.aund to see and treat-patients participating in the clinical frials
at the ¢linic Jocation,
3'-

The purpose of this Petition is to oblain' clatification fiom the Board of Nursitg

(“the Board") tht the propused:employment of an APRN will be within, fhie authorizéd scope of
practice for suchi practitioner.

210
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4, The Petitioners? -address is. 3563 Northeast 77 Ayenue Gainésville, FL 32609 dnd
the telephone number is (888) 311-6711, For purpases of this petition, Petitioners’ dohtact.
information is that of undersigned oouttsel,

STATEMENT OF HOW PETITIONERS ARE SUBSTANTIALLY ARFECTED

5. Puisuant fo.sestion 120,565 Floxida Statutes, any substantially affected person may
-seek a declaratory statement from the hoard #s-to the applicability of'a statutory provision, orof
any rule ox order of the board, =g it applies ta the Petitioner’s, particular setof circhmstances,

6. The Petitionebs seek to open & health ¢are clinic In.Suniter Coutity, Florlda to
conduct.cliriical trials dpproved by a federal IRB.that may include trials on biologleals, off-lahel
repurposed prescription drugs, and various over fhe counter (FOTC") supplements, Additionally,
the interyentional clinical trials will fnvelve physical and mental exams, nunierons blogd tests, and
Dexa Scan midasyrements thatwill.be performed befpre, sométimes during, and afierthe tieatments
are-oonclided. The Pétitioners propose to recruitand employ sn APRY ora registered autonomous
APRI to serve s supervisor-of'clinical operationsand to see;treat, and monitor patients who are
‘participating in clinjorl trials at the clinic,

7. Petitioners ars substantially affected by the scops of practicg provisions for APRNg
set forth In sections 464.012 and 464.0123 Florida Statutes. These provisions will determine
whether or not Pefitioners may employ an APRIN within the avthorized scope of practice:to.manage
the-dutlas of ¢linicsl supervisor of oparations, Petitjoners-will:spend substantial amounts of money
and time procuring4 health-oate clinfc.Jocntion, obtdinfng numetous lickhsks; certificates, policles,
and registrations tht are equired fo opsn and operite. & health cave elinie, dnd réstuitrent and
employing of the necessaty staff to operate the clinic. Inthe event that'the proposed employment

of an APRN to serve as clinical supervisor of.operations is nof authorized by applivable statutes
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and rules:of the-Board, the Petitioners will be requited o dmend the business model or terminate
the proposed efinfe. project altopether. Since the Petifiotiers, operate-as a nofi-profit corporation,
they ate limited in operatihg funds and oarino} expend mongy on & project that is not authorized by
statutes-and rules, '

8, Petitioners seek a declaration pursuant tg sections 464,012 and-464.0123, Florida
Statutes, o defermine:if it.js within the scope of practics for an APRN, or autenomous. ARPN fo
be the clinical sapervisor of gperations for the propbsed clinie.

STATEMENT OF LAWS

9, The Health Care Clinic Act {Vthe Ao, section:400.9905(4)(e), Florida, Statutes
provides an exemption from the Act for entities that are exempt figm, foders] faxation under 26
.88, 9, 301(){3). It proyides i portinent patt. g% follovwsi

@) "Clinic” ieans an entity where healfli care services ate provided to individuals
and which tenders charges. for vejmbursement, for such servioes, ineluding 2 mobile

clinic.and a portable equipment provider. As used in this part, the terr does not inalide
and the Jjcensurg renuirements of this part do yiot apply-fo:

¢ >

(e) An entity that is exempt fram . ; .

an employes stock, owaiership' plan under 26 1,.S.C. s, 409 that ha§ & board of trustees
at least two~thirds, of'which: are Florida-licensed henith care practitioners and provides
only physicsl thetapy services under physician orders, any community- college or
university clinie, antl any entity owned or operated by the federal or state goverhment,
inoluding agenctes, swbdivisions; or municipalities thereof,

Emphasis added,

10,  Betterhumans, Ihe. is & 501{c)(3) Florida non-profit corporation that qualifies.as
gxempt under section-400._9905-(4)',('e), Florida Statutes, and would therefors be exempt from the
Aect, Thus; the clinic'will be-opefated a an exempthealth care clinle engaged in patient care and

treatment in the area.of primary care for participants in IRB approved clinisal trials,
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1L The proposed. duties end responsibilities’ of the APRN supervisor of* cjitoal
apetation are more patfioularly desstibed heréin, butimportantly do notinolude any office surgical
procedures; or ottier progedures beyand the soope of primary éafe activitiesfor patlents electing to
participate in the IRB approved clinical trlal uridertaken at the clinic Iowation,

12.  Ttisnotolear.fromreview of the:scope of prectice provisions of the Nurse Praatice
Act as to whether arn APRN can serve ag the superyisor.of slinical operatlons it an exempt health
care olinfo that is condusting IRB apprayed clinieal feials,

13, Section 464,012, Floride Statutes, delineates the general funcflens for the: APRN
édnd provides-as followss

(3) An-advanced practice registered nursesshall perforin tiose functiens authorized
in thig'seotion within the framewiork.ofan established protoeol that must be.maintained
on site at the lbeation ¢r Ideations at whieh an advanced pradfioe teglstered nurse
practices, unless the advaneed pragtice registered nurse-ls registered and pragtiging
under 5.:464.0123. In the case of multiple supeivising physicians In the same group; an
advanced praotice registered nurse must entyr-jnto g supervisory protocol with at least
bne. physiclan within the physician group practice. A practitioner ourrently feensed
under chapter 458, chaptér 459, orthapter-466 shall maiitdin supervision for directing
the. specific course of megdical -trentment. Withil fhe. esteblished framework, an
atlvanced practice registered hurse may:

(8) Presorllye, dispense, administer, ox otder any' dtvg; however, an advanced
practice registeved nurse may presoribe or dispensea sontrolled substance as defiried
in 5.:893.03 only if-the advanced praotice registered nurse has gradusied. from a
program leading 1o a master’s. or docforal, dgpree fria clirieal nursing 'specialty ares
with training In speclalized practitioner.skills.

{t) Initigts appropriate theraples for dertainiounditions.

(o). Perform additional functions as may be deternfined by rult in accordance with
5. 464.003(2),

{d) Order dirgnostic tests and physical and ocvupational therapy,

(8) Order.any medicntion for.administration to'q patient in a facillty licensed under
chapter 395 or patt I of chapter 400, notwithstanding any provisions In chapter 465 or
chapter-893.

14,  The nbove allowable gerierdl functjions reguire that the. APRN practice under a
supeivisory, protocol with g physi‘cian‘oultenﬂylicbnscdunder chapter 458, chapter 459, or chapter.

4686,
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15, Pursuant to section 464.0123, Florida Statutes, the registered autonomous APRN
may provide the ghove servicet withouit phiysiclan supervision, In addition to the following,

provided in pertinéntsections:

(3) PRACTIGE REQUIREMENT&.—
(z8) An advamed practice registered nuide who is regzsfered underthis seotion may:
1. .Engage in sutonomigyg practice only in_primary cars practice, including
family medloife; gereral pediatrics, and general internal medicine, as defined by boatd
rule,

3. Porform the generul functions of #n advanced vractice registered murse
urider s, 464,012(3) yelafed fo primary.eare,

5-. Provide a-signature, woertification, stardp, vérifidation, afffdavit, or eridorsement
that is therwise requited by law to: be provided by a physician, except an advapced
practice reglstered ‘turse registered under this sectfod may not issue a physician
cértificstion under's. 381.986.

L Iy}

(¢) An advanoed practice registered nurée engaging in autonomonis practice under
this secfion may nct perform any snrgical prosedure other ffen a subuntaneous:
progedute.

(d) The bogard shall adopt rules, {n -consultation with the council created i
subseotion (4), establishing standards of practice for an advanced practice registered
nurse registered under this section,

16, - Pursuant tathe above authority, the Board has adopted the Ruleg set forth at 6489

4 RA,C, regarding the aytonomous practlee of an APRW, UnderRule §4B9-4,001 (12), R.AC,
the Board.hag detined th term priary oace practice as. follows:

Primary caré practice — indludes physical and menid] health promotion, assessment,

evaluation, discass prevention, health rﬁamtenancm caunselmg, patient education,

dingnosis -and treatment of scute and chronjo illiesses,. inglusive of behavioral and
tnents| heslth conditions.

STATEMENT OFFACIS APPLICABLE TO PETERMINATION

{7.  As stated sbove; the putgose of the proposed. olinic Is for Befterhuméns, Ine, to

conduot IRB.approved etihical trisls,
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18,  Betterhumans; Tnc. has ‘historically conducted nunjerous- similar -types of IRB
appraved clinical trials. The clinioal trials are regulated by :the, FDA. and are therefore monitored
by an IRB Commmitice,

19.  BEvery clinical study is led by a principal investigator. The Betferhumans,. Inc.
clinjcat studies’ prineipal dnvestigator 1s:the petitioner, Janes Clement. Clintesl studies also.have.
g reseatch team that may inelude dostars, nurdes, sooigl woskers, and other health chre
professitmals, Bettethumans, ‘Ine, has & Medicsl Advisery Board ¢onsisting of five: medical
doofors, four of whotn live:in the United ‘States and one of whom lives in the. United Kingdom,

20,  Clinical. studies .can be' sponsored, or funded; by pharmaceutical companies,
academnic medica]l centors, voluntary groups, and other orgarizafions, in addition, fo federal
agencies such ggthe Natighial Instifutes ‘of Hedlth, the U.S, Depirtment of Defenge, and the 1.8,
Deepartmeit of Veterang Affairs, Doctors, other health care providers, and other individusls can
alsd sponsor olinical.research,

‘21,  Clinfcal'gtudies can take place in many lagations, iheluding hospitdls, universities,
dogtors’ offices, and copmunity’ clinies, Jit a oliileal tial. patticipants receive spegifie
intefventiohs.gecording £ the regearch plan or protocel ereated by the investigatars and approved
by the IRE sotumittes.

22.  Examples of clinical frial Interventions may be medical products, sush as-diugs.or
devices; procedures; ot changes to participants® behavior, such 48 diet. Clinical trialsmiay compars
a newmedical approach fo & standard one, thet is altéady available, to a placebo-that eontains no
active ihgredients, orto no intervention, Some clinieal fridls compare interventions thatarealready
available to each-other,

23.  Specific Betterhumans, Inc, clinigal trials have included the followlng:
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8, NAD+ IV Infusions. {these require presoriptions], generally perforined by &
nurse (putsudnt to physicisn’s Rx) ¢ Study Physician;.

b, NAD+ precursors (nicotinamide .riboside and nicotinamide mononuoledtide
0TC su%plement&) provided for stibjects to take home and take orally as
insteuctedy

v D38 inhibitor (Apigenin, an OTC sypplement) pravided for subjeots to.tdke
horiie and teke orally gs instructed;

d. Dasetinib (an FDA approved drug) and Quereetin, (an OTC supplement), glven
to the patient if-office by a nurse-as direofed by Study Physiciany

e, Exosomes (produced by an IRB Committee approved cGMP fagility); given.by
1V infusion oe fjestion, pursuant to Study Physicitan?s Insteuctions;-and

f. Rapamyein/Siroflimus (an FDA approved drug), Rx er shipped to patients to
take according to Study Physivia's instiuetiors,

24.  Beiterhymans, Inc. intends to seek IRB Committee approval for additional elinfcal
trials onee the COVID-19 pandemiov. allows in various areas that will include bialogicsls (sell-
based produets), off-label reputposed- preseription drugg, -and vagious OTC siipplements. The
interventional clinieal trials intended at thie elinio will involve pliysical and (often) meital exams,
numerous bloog tests, and Dexa Stan meksurements, both before, sometites.during, and affer the
treatments-are-concluded,

25.  'The employed APRN would conductthe following activities:

g Inltial cliniedl tigl participant visit, to molude but wilLnot be limited ta, collecting
‘hedlth history information, taking of vital signs, condusting a physical examination,
Dexd Scan, blood tests, providing an.explanation of thé clinicaltrial and profocols,
and if necessary, prescribing dietary supplements, medicatipns, IV therapios, -ar
injections,

b, Follow up visits, -to include, but will not be limited to, teking of vital signs,
conducting a phnycaI examination, Dexa Sedn, blood tasts, pacticipant interview
on effect of treatments, angl if necessary, presoribing’ dietary supplements,
'medmations, 3% thempxes, er injections.

e. .As clinle supervisor, the. APRN will be.regponsible for managing the clinic’s daily
opemtions by comipleting the followlng duties: reorviting mnd hiring staff

7
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managing facllitles, solving staff ¢omplaints, and establishing clinle spevific
policiey,

26,  The:APRN will notr
& Perform any surgical provedure othsr than a subcutaneous procedure.

b. Asitle'from overseting'the patient’s cave: related specifically o participation in the
clinical telal protocols, will nof disghose patticipants with g medical condition or
gickness,

¢. Aside fron overseeing the patient's-eare related apeclﬁcally to-participation in the
oliriior] tifal protocals, will not medmally dveaf participants forsicknass.

d, 'Will ot credite medical records on parficipants for any reason othed than their
perticipation in the glinloal tial,

SPBCIFIC REQUESTS FOR DETERMINATION

27.  The detérminations requested are as follows:

8, Is It wifin the genetal scope of practics fof 8. registered autonomous practice
APRN fo serve as the.clinicadl supetvisor of opergtions of the proposed clinic.in
providing primary care services to patients related fo thelr participation in IRB
approved clinical trigls?

b. Isit-withinthe scopg of practios for an APRN not registered as an gutonomouns:
APRN to be supervised remetely by & medical bpard consisting of four
physipians, under a supervisory protoopl with at least one physicisn livehsed
and practicing [n another state (¢,&, New York)?

o. Ifthe answer to “a" abave i§ in thie negativs; is it within the general scope of
piactics, for. an APRN to- be the supervisbr of clinic -operations. if the APRN
establishies & supervisory protocol with 2 Flotida physiciatt, whia will ndt bg on-
gite-at the clinic location?

WHEREFORE, Petitioners, Bettethumatis; Ine, and Jarnes Clement, tespectfully request
that the Board of Nutsing issue-g Declaratory Statement urider sections 464.012 and 464,0123,

Ploride-Statutes, regarding the abaye-issues,
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Respectiully submitted this 9™ day of Apsil 2021,

13/ Geoffrey D. Smith
GEOFFREY D, SMITH
Florida Bar No. 499250
SUSANC, SMITH
‘Florida Bar No, 162833
SABRINA.B. DIEGUEZ
Florida Bar No. 122882
SMITH & A'SSOCIATES
709: 8, Harbor City Bivd. Ste, 540
‘Melbourne, Florida 32501
321-676-5555
321-676-5558 Facsimile
Counsel for-Peotitioners

CERTIFICATE OF SERVICE.

I certify- that .copies of the foregoing have been filed with the Diepartiivent of Health's
Ageney Clerk’s Offive, 4052 Bald Cypress: Wiy, Bin#A02, Tallehassee, Rlorida 32395-1703 by
facsimile to 850-413-8743, this 0% day of April 2021,

7e/ Gegffyey D. Smith
GEOFFREY D. SMITH

$:\948.000 Clompnt; Tanes Medleal Clinlc\Deglarstory Slatemem\Petition S Peclyrtory Stalomont 4:9:2021aex
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ASSOETATES

ATTORNEYS AND COUNBELORS AT, LAW

7098, Harhoy Cliy Blyd,, Ste, 540, Molbourne, Florlda,32901

a =B
321-676-5555 Talophono « 321°676-5558 Facsimile, B =
@"é‘ )
G
TELEFAX 2 o
~ p’i ==
TO: Agency Clerk e
Department.pf Health , '
(850) 413-8743 '
FROM: Geoffrey D. Smith,
Sabiind B, Dieguex,
DATE: April 9, 2021
PAGES:

10 (including cover shieet)
CASENAME: In Re: Petition for Declaratory Statement Before the Board.
of Nursing

Betterhumans, Ine, and James Clement, Pefitioners

CLYENT NO.: 948,000

ERAS TR By ) 1"'"%1?‘, R ‘9’@_‘ NCVECCERR ;’9@:&
L

If you do not receive all pages, pleasecall (321).676-3555,

The information contained in this fransmission. is aftorney-client privileged and
confidential, It is. intended only for the use of the individual or entity named
abeve, If the reader of this message s not the intended recipient, you. are hereby
notified that any dissemination, distribution or copy of this communication i3
strictly piohibited. .If you have received this chimiinication in error, pleese

notify us immediately by collept telephone 2md réturn the origingl niessage to. us
at the above address via US, Mail, We will seinibutse you for postage, Thank you.

1710

y
A

"

HEvE




