
STATE OF FLORIDA 
BOARD OF NURSING 

IN RE: PETITION FOR DECLARATORY STATEMENT OF 

BETTERHUMANS, INC. and JAMES CLEMENT 

FINAL ORDER 

Final Order No. DOH-21-0854-l)S -MQA 

FILEDDATE- JUN 2 3 2021 
Department of Health 

By: ~ J LA, ~ 
Deputy Agency Clerk 

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 

I. 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 23rd day of June, 2021. 

BOARD OF NURSING 

Jo . Baker, Jr., Exec 1ve Director 
for Deborah McKeen, CD-LPN, BS, Chair 
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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 

___;:3'~\)_._Y"\-=-=L'--'-1""""3"-----' 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 thi1ty (30) days of rendition of the order to be reviewed. 
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STA't.E-OF FLORIDA 
DEP ART.ME!ll'l' OF .HEALTH 

PETll'lON F0R,DECLAR.ATOR:Y 
·STATEMENT. BEFORE T~ ~OARD, 
OFNURSXNG; 

'BETrElm.U~S,-lNC~ ·and 
JAMES CLEMENT, Petitioner.s, _______________ ./ 

PETITfdNFOR DEGLA'.RAT-OJlY STATEMENT 
I 114 

2/10 

Petitiqners. ~i;tterbunians. {no. ,ijnq James Otem:ent,.p~titio.n pursu.ant to S'.ectlon· 120,565., 

Fforida .Statutes • .for a Dcclai1~tbr.i' ·statement s.eekin:s: a determ'lnatlon as ·to tlie inter,pi:etation of 

sections A-64.012 and 464.012'3 :Flbr:ida Statutes, stating~ 

1. Pe~itioners •i:ire' Befterh.umans, Inc., -a Flprida, nQir-p.rqn_t· ·c,prp·oration, w.hl~h. \s 

111_giste;:ed as a SbJ(c X3j w.ith·ili!l Intem:al Re.yenu.e Servlge·~ind wJ!ipp operates .~s a b!oroedical 

reseat.eh orgeniiatioh, and, James Clein~:n_t, the president and dire~tot ofBetter1i.utnans'~ 1n·c, 

2,. The Petitioners .are in the. process of .establishik!g a planned health car.e clinic in 

Florida for th:e.purpose.ofimpleQ1.enting olfnical trials appFdved by-a fpderal Institutto·n~l Reylew 

Boru;d ("m,B'1). at a lpoatipIJ..=iij ~um~er Coui:izy.. Florida. Petitjon-ei:s prQjJ.Q/!e to-re.cruft at1d ~jhpJqy 

•an AcYam,e. P.raclice Registered Nurse "G11ABRN11
) or a tegi.stereil autonem.ous APRN to seCYe as· 

the olinioal ·su_pervis~r, ofopei:ations.and to see and treat-patients partioipat1ng fu the clinical fdals 

at the clinic lo-cation, 

3,. The plli'po'!je of this PetitlQn is, t9 .. obtii.irr clatiffoation from. the B.aar-d of Nurs{i;tg 

(i1fue ~Q~p.11)·1:lt~t th~ prqpos~ct-e~ploY,m~nt Qfan.AP~ w.ili ):re Within. the authorized scope of· 

practice for such practitioner. 
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·4', The Petittonew ·addres!!' is. 3'5'63 Northeast 77 Ayenue Gai.n~vtne. FL 32609. a~d 

the 1eleph9ne numb'er is (888) .3 l l-(i7.l l, For pum□ses o'f UiiS' petition, .Petition~rs' ~ohtact·. 

iqform~tiorr is:tqat o'f un.dersi:gned OOUII~et, 

:STATEMJffl:T Olf HQWPETITIONE'RS ARE.SUBSTANTIALLY Ali'l!;ECTED 

5. P.ui'suant-to.section 1:20.565' Florida Statufes, MY. substantially affe'cted'p·erson may 

-seek a deolaratocy statement from the 1loard as--to the epplioabUlty of a st{l~Jory provi~ion1 ·orof 

any rule o.r order t:)f the ho.ard, lJ.ll it ~ppli'es. tQ the'.Pett.:tfo.tte:r:'·s._particu(ar:serof q4'o'!llnstance.s, 

6: The P¢.(it.ionel's seel<. t·o .open ·a. h~th o"are clinic. 1b.:Si.lniter County., Florida. to 
c0ridlict.cliriical trials .approved .by. a federal IRB,that may·inolude. trials on biologlca1s1 off-label 

repur:posed prescrip'tion drugs, -and '!/arious ov.er £he countei:. ("O!C''.) mi_pplemt;nts. Addrtionwlr, 

'the fatecyentional olin'i\lal triglij w]U f~-vqlve physical.and ~ertµ:i_l' vxam!'l, n1Jnie~o-u:'} J:,lpqtl tei,tsJ au~ 

:be.xa Sc;an tr.iet'!SJ.ll'~~i:nfs tl1atwiJibe_:pe,:fo.t117efi 1;,efpte, someti'm.e.s during> •and !ift!:lrthe treatments 

are-ooncludecl, Tlie.P.etitfonei:s t,top·ose. to rec'tiuit:and empk>yahAL'RN eB-a. registered autonomous 

lil>RN to serve.as supervisor-of-clinical operatlons:and to se·q;.,trea~. and·.mqnito.rpatients wl10 are 

·partioip!lti.ng in clinfoal trials at:the cli11fo. 

7, Petitjohers are sub.sta'!ltia:lly aff~ofed b:y fhfl scope OfJ?.l'll.c,q.c¢ ptl;lvislons for.APRN& 

set fo.rth 'in seotions 464.012 and 464.0123 :Fierida Statutes. These proyfoions wlll deter.mine 

whether.ornotPe'fiHoners may employ an AP.RN within the authorized:scope ofpr.actice:to.manage 

tb.e-dutles .of i::linfoa1supervisor ox,ope.ratiqns. l'~tithmers·wlll:spend.sub'staqtla{ l'!fildt\llts o;r~O'n~y 

aud time procuril,\ga h.e·aith·oate cijnia.l'oontion:J obtaif}fpg nµl'neL'gl}s liceh's~si c-.er(:ifi.oiite~,-.P.olicles; 

·anq r.egi'stra,tlons tftat !U'e, req11ired to o;p~n and ope.rate. a health ·cai:e ·clinic3 and· r~cruitment and 

emplo;v.i.ns. Qf the necessary staff to opernte the clinic,• In-the event that'the-pr0posed employment 

of an APRNto serve as clinical supervisor .of.operations is not au.thorlzed by .ap11Iloable statutes 
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and rules ·.of tha• Board, :the· Petitfoners-wUI be requited tq amend ~e business-model or tel'tninate 

the _pi:opolied olinfo, project aito:ge.ther, Since the :ret1tJoners. apera.te, as a .noil.-profit .corporation, 

they ate limit~-tl In opeTI!t!hg I'unds .and oatinotexpend money ·on a projeohbat is not l):uthtn-lzed by 

statu~s.end rules. 

8. Petitioners seek a declll.l'atton pursua:q.t tq sectio.ns 464,012 .gn_q ·464.012.3", :Florida 

Statutes, 10 d~tern:i~e•irit.js witbin. the scope .of pracJ;foe for an :APRN. or auts:momo.us.ARPN to 

be the clinicl!l supervisor .of ~p·erations fon the p.ro._P..os.eci e1inic. 

STATEMENT OF LAWS, 

9.. The Health Care Gliriic Act> ('~e .Acti1), B"!'~fion:40O.990S(4Xe), F19rjda. Sb').tute.s 

pro:vi_des an exempt1on froµi ·the Act for entltt~s tlftlt ru:~ ex-em~tifunJ.. fedeta:1 ;taxation undev· 26 

tr,'~.c. ~-• S.Ql(oD!3). It proyideS' mp·cirtin•entpart.gll• folio.w~i 

(4} °Clinic'' :me.ans an entity whe_re health care servf ces are p.eovfaed to iµdividuals 
and which tenaers charges, fQr ,;ejmbotsement fqi: .suc,lr :Se'rvio.i,s', inhluding a mobile 
clinic.and a portable equipment provider-~AS used jn this part, the terrtt does not include 
antl the- licensure requirements or this :patt cfo riot apply-to: · 
t • ' 

(e) An entity that is exempt fi'<?m federal_~tion. unciel!':~6'U,'S·,G. s, 501 (o)(]) or ( 4), 
an empl9y~e·stock. o:w.rtershi.rfphi,n undei: ;2.6 U.S.C, :s, 409 that has' a· bo'al'd of trustees 
atleast two•fhlrds. of'whicb: a.r{:l· Florida .. Jicensed he1;11th c;ire pi:actitioners -and pro:vJges 
bnly phys_ical j:hel!apy services· ut'ltl.er physician ordexsJ any· aonununi~- x:ollege or 
univer$i£y clini~, anti ~ny e.11tity-owqed or ppe~ted oytl,.~ federal or state gov.erhment1 
inoiuding ag_encie~, subdiv-isionsi 0r municipalities thereo"f, 

Emphasis added, 

10', Betterhumans, .fuc. is a: 5.,ol(c-)(3) Flodo,a. non-profit oorporatl0'n that ·qualHies.:as 

~xemp'/: U11der sectiQn,400.~905(4'-(eJ, Fiorica Statutes, and WGJUld iherefol'e be e,i:empt from the 

A.ct, Th1Js~.the clinic·will be,opel!ated as-e.n.exem_pthealth care clinlc ·engaged·fa patientcat'e and 

treatment in the area.of,p1:lmar,y care for-parli"cipants fo m:B approved clfnioal trials, 

3. 
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1 L 'The. pro.1msed. dufiies· and responsibilittes· of' the APRN s)Jpel!vlsor of- cifoloal 

o_pe~ation arc more pat:fioularly _qesµ~ibecllterein) b.utimporliUrtLy do nbt:inolude any office surgical 

proc·edure·s;, ot oUier proQcdures .be.y<1nd the sool'e .of'primacy ea.re acfivities-for patlents el~cting to 

:pgrtl~lp~te. ~n the IRB. appr,o.ved c!i'nical trlal undertaken at the· clinic Io-cat\t,n, 

12. It is not clear.from review ofthe:scop-e ofpraot1ce 1?rov.is,l6t1S'oftlie Nurse PJ.lao.tlce. 

Act as to whether nn A,"PRN Cf!ll f!erve 8ll tbe.&uperyiso't' .of olini'Qal operations .itt. an exempt health 

care o1in!o that is cot;lduct.itrg m;B ,a,p,Prniell.cfinfoa,t trials, 

.13. $e.ctkttt 464,01~1 Florida Stattttes1 d~Uneates the g~neral functkms .for th~·APRN 

a'nd pi:ovlrlea ·as follows~ 

(3) An ·advaneecl practioo;regisfered nurs~~sha!l ·perfonn:·t}iose DJpatku:\s a.u.thcirized 
1n thinection withfn the.framew.ork.of.an established·protocnl that must b~.maiht~in:ed 
on site at the lbtatlon or lcications ·at whieh qn ~dvancea pracflo13 i:~gistered nuJ:se 
practices, unless the advanced .practice r~gi~tered nurse· is. r.egistered ·and pi;aytJ9ing 
µnrjer a. :464.0123. rn. the ciise of multiple supervising_ physicians In the-same group;_~ 
ad:van:ae~ practice. r~gistere-9 ·u.urse must; eri~r-jnto· a.-!l~pervisot.ypro.to(lo·1 with at least 
one. physician wlth!n the physician group practice·. A pr:aoU~ioner currently p.~¢nse.d. 
undei: chapter 4~-8; chaptei: 459., or,cht;P.ter·4"~.6. shaU liuiirttaih sup,ervfs!on fur directing 
the. specific course of me9fcal:~eatme.n.t'. Wi~ltt ~e. esmb.lisht::d frst(nework, .ali 
~yancei:1 pt'aQtice.t's:_gister~d nurae may: 

(a) ;J?rescrlb'~. dispell'.s'e, administer, 01; c)'td:er any· d.tug;. bowever"" an advanoei:l 
pi:aedce teg1sl.eted nurse ma.y presoclbe er dispens~ :a controlled substance as· def.u:ie~ 
in s,;893.031'.l!JIY 'if·the aqvan.oed pra·otlc.e registered nurse has graduated. from. a 
-program leadjn:g:to· a ~asfori's. or c'lacforat d~gree Ui ·a cl,irdcal nur!,ihg •s~ecfulty ·ar.ea. 
w.ith training In spe~l~ed pl'actiti.oner-.skills. 

(b) Initia~~ appro~ rl§te the~~P.ies• fol!' certain: ocinditio:ns~ 
(o). Perform 'additional funciiens as l]Ja.y be detemd'n~d by rufl': i-p. accotdano~ Wi!li 

s. 4154.003(2), 
(d) Orii!}r di.1:1gnostic ~i:.t.s a.nd. physical and oocµpatiolia.1 fb.era,p.y, 
(e.) Order .any medi~ntion for.administra~ion to'~ p~tient in a facillty 1icense·d u.t\dei: 

9hapter':i}9~ ·pr P.~t:f: II qf chapter 400, notwithswndirig-any• provls!ens In cliapter 46S or 
chapter•893. 

14, Thtn1.bove allowable .gelifiral funotjons raqu1re th~t the.AP!ThT prac.tio.e under a 

supervi$ocy._pr9t¢"00I wlth ~i?hY,sicjanoutteiltly'licenscd undl3r obapter45·8, chapter 459.i or chapter-

46.6, 

4 
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1$, Pu11Juan~ to-section 464.0iia. 'Florida Statute.s, the .t:egistered -autono.tnoqs·.APRN 

may provide. ·th_e. fl'bove setviiie,s \VlthoUt pliysician superv.ision, In addition to the foiloy.f rng_ 

ptoVid.ed in pe,rtine'nts.ectioim 

-(S) PRA,C'.l:lGE REQUIR.EMENTS.-
(a) f,:J1. advaqoetl pmctice.regJ$teteclnurse who is registered under-this-section may: 
l, .Engaize in antonomo;us practice on·Jy in. prima:r;y CEtl'8 practice; mclu.oing 

·f/lmily ~!ldfoine, g~neral. pediatrl9s,-.ana. g~nerat lfttemal medicine, ru: defined py, board 
rule, 

., .. 
'3. Perform the gener.itl .functions· of-a.n a:dva1m:ed practlae, registered mn•se 

miders. -46~.012(3~ related fo primgty.cgr!;?-

.S, Provide a•slgnaiure, :oer.tlfi.c.a~on, st!Ullp~ v~rlfi.c$tlcm, affidavjt,, ol! endorsement 
tllat .i'.s .. oth,erw:ise requi~.d by 1!\.W to: be provided by a phy.sician1 e?'cept ~n adv.anced 
practi~ i:eglst~red ·~urse r~gi$terec,l :iwder ·this -s.ect!ori. may not issue -a ph~sioian 
certiflcati'on under% 281 .9'86~ ... 

(r;) An aQ.V~t\ce~ p.ractic.e- r~gisfored nurse ~ngag{ng in .autonoino.tis practice under· 
this se.cnon ma;Y ncit perform any su.i;gical prcrcedur.e 0¢.er tlfan a suqcµtaneous· 
prqceclui:~. 

(d) 1'11e bo.{ti:d shall :adop,t- .rules.,. in -consultation with the cpuncll cr~awd ·lii 
subsection (4), establislµng staJJ,dargs of pr.actipe fbr an adv.anced praonce r.agts·tered 
nur-se reg,istered under this sectfon. 

16, · Pursuant ta ihe. alrove authority,. th~.Btiarcl h~ adpptec!. tlJe• Rule)! set forfb at 64B9· 

4 'F:,A,C .. Iflgarding ili~ autonomous P.raetipe 0£ an. 1.i.:PRN. U.hdett"Rule o4B.9'~il-.OO 1 .(12)J F ,P-i.1Cu 

the Boatd..l;1a~ penn~p. t.fr~ t~nn pi:imary oai:e practice-as. foll0wsi 

Primal)'• care praotioe - includes _physi:ca.l anti ll.'lQntal heali:Jl ·promo't\qn, assessment1 

evaluaµi,ti, dlseas.e p;;evention, hi;:alth n1aintenanc.e1: ·Ceunseling1 patient educ'ijtion, 
diagp.osls ·and °fy$atment of ~oi.it~ lino. 6Irron1c ilpiess~s1• in¢lusivi;: ,of bebavforal .and 
l'n~n,ta{ fieiilth .Qonditions. 

S1'..i\.TEMENT OFFAcrs APPLICABLE 't.O DETERMJNArttn~; 

17.~ As stated abov-~1 th'e put;p,o.se of' the pr9.P,o:ied: olinlc- ls for Betterhum!i.ns1 Inc, to 

conduct IRB, approve4 cllhioai triijls. 

5 
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18, Betterhumans, Ing. h,as '.historicYally oonducted numerous• s.!m'fl!µ.' ·typ,es of 1RB 

a_pprpvecl clihical triak ·Th~ olini.Qal ttiaJs are re-;guJ.~ted bY,:the.FDA ano are. therefore m.on!tored 

b~ a.a J;RB Committee, 

19. Evecy, clinical study is led bY, a P,rfncipal .investigator. The Betforhuml;\n~,. In~ .. 

7/10 

c1inioa1-studies' prlneipal •inv.esfig?tor iS:the-1,1t:tition~r • .James Ol~q:,.ent. CJ:f.nioal s.tudies also.fiay.e. 

~ research team that may in~lude g~.c'tcirs.) nut'ses, so{lhJl w0:tk~i:s-. ~& otner health care 

ptot'cssionals, Bett~i'~Uman:s, 'Ino. has it Medic.al A:dY.isoIY. B.o·ard ~onslstine;, of five: .meclical 

docrors1 four of whom Iiv.e·.fu the-United 'States and one of wh~m 1ives in the,Uhited]~ingdom. 

20, Clinical. studies .can be· sp-onsore.d, or funded1 'b;y pharmac·eutfcal coinpan1e-s, 

academia mag_foal centi,rs, voJ-qntary gto.ups, an.d oth~t orgartizaftom,1 in adclltiort, to r~.d.er.a.l 

agenpies ·such .asi:li.e N~fiRnal i.nstitutes ·of':$eaJtb; the :U,S, Dep·artm.ent of Defense, and-the JJ.S, 

IYepnrtment ofVetenms Affairs. Doctors, othet health care. p:z:oviders1 and other indlviauals can 

also -sponsor olinical.research, 

:21, Ql_inical '!ifl;?dies mm taJce·pl?pe,in m311y- lo~?,t{otts1 "iheiu.dit1'.g hosJ?itals, univetslt.ie,9, 

dqotors1 offiGes~ end to1fununity' clinips. J.l1. ·a oli'l1fca_f_ tifia11 • participants :i;ec.eive sJle.cifi~ 

ittte-rv..entioi,s.accurding .fp tne re.search.plan or,protooe1 ereated by the .ih.vesti'~tUars and ap_praved 

~y the IR:B oomµ)'ittee, 

22. Example.s of Qlinfc!ll trial lnt~rveni.foµs-may be megiqal PF¢dµ,cts, su,:;h as-dWgs ,or 

devices; pi:l:lcrn_dures; oe c}la~ges to p'al:tichiijntl pehavior, .stieh &s 4!et. Cl!ntcal trJais.nia.Y. c.otnpill'.e 

a neW'l,ned1ca.I ap,Etro~h 1o a. i;tand'ard one, that is alreaci'y available, to. a placebo·that contains· no 

activ.e insredients,. ot:to no 1ntervention, Some-clinical ma.ls compare.interventions that.are.already 

a:vailab'le to eacb:0ther. 

23.- Speclfic.B.e_tte.r~uman'$,. Inc,. clinii:tal trials h1Jv.c included. the fo'11owlng: 
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a. NA:D+ IV Infusions- (these -require presoriptimrs), generally p~rforml':d by a 
nu.rs~ (pUl;suant to· _physioian':; Rx) di: Stuqy-Physioian;. • · 

b. NAD:1- pr~cursors (niaotinamide .tiboside -and ntcotinamide rrrononuoleciticl~ 
OTO s\,lpplem¢i1t:t), prqvidea fpr subjects to take home and take orally as 
instruated} 

o, 0D38· inhibilol' (Apige~:an .. 0TO. SPJ;JPf~mertt) _provided. foi' subj~otll tp, 'take 
home and taice orally- as instructed; · 

d. Dasatinlb (an FDA-!].pprqved grug) an~ Que,rcetil.\(® OTC s,m,piement), glv.en. 
to the patfont in-office. by a nurse:as direofed by ·study 'Physician;, 

e, Exosomes ('pro~ucec1 by -an !RB Cbmmittee approve~ oGMP fapllj.ty)J_giv~n,by 
IV wfusfon or itijenUo.ri", pur.suantto Study Physi'cmtis lnstr.uctions;-and 

f. Rapamycfu/S.trofimus (iin FDA approved drug;), .Rx er shipped to patients to 
take accordjngto St\14Y )?l)ysjoia.tt's:ill~ti'..uctlo$, 

24. Beiterhtimans) Inc. int~nds to s.eek lRB Committee appro.valfor, additional e1infoaI 

trlals .ohae: "the .COVID .. 19 pandemic. allows in vacious areas that will .include bi'Gllogic.als (oell­

based .:products)i offO:label reputposed•pre~oription drug111 ,and Vatfous OTC.-suppl~tn_ents. The 

int~~enpitmal clinfoal µ,Ia_!s;inte~ded .at tlj.~· t¼lini:o will involv.~ pliys1c~ an{i_ (often) mental exams, 

nutn~rbus .\:>loo~ te~s1 .anc\.Dexa. 8.°Qan measur.~m:ents~ both b'efore1 somettthes.during, and after the 

ti:eatments·a(e-conclud~d. 

25~ 'The employed ,APRijW01.Jld 0011,duct:tlie.f0Uowlng actiyitjes! 

a. Inl~at c(inl~.al ttilJl parrlcip·ant'v(sit, to inoh!c!e, b't!t~llln.ot b.e ~imiteo :tb, .ooil®fing 
·hea1th_history infom,ation, ~g efvftal _sign_s, canqui;nng a_physical ex,aminatln!,1, 
Dexa. ~C®, blo'ocl tec..s1:s, ptovidirig_ an-e,XP.lanmion ·of'the clinical·trial and profocols1 
and if ~eoessazy~ pr(}scribing dietary suppleinents, m-eelicatit;ms, .IV therapies-, -Qr 
injeetions, 

·b. Folfow UP. vJslts, •_to lnc:lude·>. bi1;t ,vill not be linlfted to, ~ing. of vital signs1 

c.Qns:b1.cting a pliysicaI examination~ Dexa Sb!inr blqod tests:, parUoiP.ant: inler-view 
o~ eff(}9t of' 'tteattµenti;, aµ~ if necessary, p.resoribirt,if d'ietacy 

0

./n,lpj,1en1~n~1 

·medications, W therapies,. er injecticms. · 

e, .As clinlc su_p~rvisor1.the:APRN will be.responsible fo_r J11.W'lag1h,g the clinfo1.a d.aiiy 
op.~retions ~Y cempletlng the following duties: i:eomitin_g and, luring staff; 

7 
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managing fijgt[itle~~ .snl:ving ~f.a;ff complaint~;: -and establishing oUn!c sj:ie•oific 
policies. 

26', Tbe:APRN ,v.ill not1: 

Er. Perform -an.y sw;gi$:al.p'J:'ooe~ure qther than a.subcutaneous procedure. 

b,• .Asi~e•fi".om.ovtirseefrig:th.e lJatlent's dai:e:related· speclnoa11¥~tq· participation.in the 
clinical trtal protocols-,. wlll not diagnose- pattio1_pimts: with a medical c-0nditto1_1 or 
f!icikness, 

c,. Aside from overseeing. the·patient'-nar~ relQ~eq .spect:nc.aHy to •participation-in the 
olirt1oal trial prq~ocol5,; will not medicaliy-treaf p!Jl"ticipants for•siolcnes.s. 

d, Will not. oreate medical records OJJ. parti~ipant's foi: ~t'!:Y. reason othei' thim their 
partic{patron in the r;ilihloal Uial. 

~E@'IC REQTIE§'l'S FORDETERMIN~TIQN 

27. The. determfnatiens.requested are as.faltow.s: 

a, rs it wlfilin t):ie gen~re,1 s_cop~ of practice for a. registered autonomous priictic~ 
AP.RN ·to serve as the.clinical -superv,isor of op'1:il'i\fio.t1s o;f'the prop.osed clinic. In 
providing p~imacy·oare st:r.vic~,g to patients relate.cl ta their p11r.ticiplltio~ in I.RB 
:appt'ove.d clinical. tri~Is?· 

b. Is it,withi11 i:}ie scop¢ ·of":ptactic;i~ mr. an~RN not registered as an ijutp110.n;10us• 
A:PRN to be supervlsed remo1ely by .a m.ecUcal 1:ipard OQnsist{ng nf four­
physlt:ian:11, under a SUpervisoey. protoo.ol with at leaS1; one physicillh Ifoeh~ecl 
and practicing In anoth~r sta.te•(e,gi, N~wYoi:k)?, 

o, If the ~swer to 11i:J!1 abo.v.~ js in tiie negatlv.e~ is· it within the .gl'neraf.si;op~ o'f 
practice. for. an APR.'N to· ~e ·th~ supe,r:vjsbr 9'( clinic ·o:p~rations. if the. APRN" 
e.~tal,,llsh~s a supervisory :protocol wfrh a Florida P.hy,.slclian, who wm ncit h.e pn­
site· at the cliniq loc!lJiO'n.?' 

WHBREFOR& Petltioner-s1 B-etterhmnrui:s; Jne, anq ,Tarn~s Clem.ent; i'esp.eetfully request 

that the Boatd of Nul!Sing llJS)le·-E! O.eclaratocy Statement urtder -sectfoms· 454.'012 and 4'64,0l2t 

Florida·St.atutes~ resarc!ing :$e abo:vrriss.ues, 

8· 
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Respectfully submit:te~ thi.s 9.th :day of Aprll:2.Q21, 

. Isl Gieomey D. -Smith 
GEOFFREYD.SMIW 
Fiorida."BarNo. 49925'0 
SUSAN-C, SM1r-lf 
'Floii'!ia.'B'a.rNo .• 162833 
Sfi.BRIN'A.B, DIEGUEZ 
Florida :airr No. 122~8~ 
SJY.!ITH & A:Sso·crATES 
7.09,:$., Harb·or City B!vd·.:ste\ 540 
'Melbourn~, '.f,tqi:lda 3Z!W\ 
'S~l-676 .. 5555 
.321-676-.S.SSS FacsftnHe 
Counsel for·Petitioners 

t;ERT.IFl'.CA'i'E· OF'SER'£JCE. 

10/10 

r certify• that .copies .of .the forego'ln_g ha11e been filed with the D'~giirtmtint pf Health's 

Agency Clerk'-~ Office,. 40$~' .Iii.aid ,Cypre~s: W'~yJ, .Bm.#Ao2: T13llal).asseel Florida '3239.9-1703 by· 

facsimite to 850'.4.t~-a·14$_, .this 9lh day bf Apr1l 202l. 

,s/"Gepffie.y.0. Smith 
GEOFFREY D.. SMITH 

9 



4088 

Apr/9/2021 12:18:23 PM 

TO. 

X1 

s. 

'10!'.l'S,JlnrJ,r;ir·Cliy1Hvd,1 Ste. ~40, Molbourne, Florlcin,3.Z!IOi 
321-676-5555To1ap11'0lf!) • 321;676-5558 FncBiinile. 

TELEFAX 
Agency Clerk 
D~parlµient.~f Health 
(~50)' 4f3-8743: 

FROM: Geoffrey D.~ Smith, 
Sabxiliui B:. JJiegne:,; 

DA; TE:. Aprll .9., 2021 

FAQES': ·10 .(itu;1Iuding ct,ver·slfe~t)' 

1/10 

C:ASE NAME·; ln n.e.; Pe.tition. for lJ~clatator,y Statement Before. tb:e· 13oatd. 
ofN.urs~g 
Betterhli:m.ans,.ilu.c, and Jawes Clement, :re.fttioners 

CL~N:T N'O.: 94"8,000 

Ify.ou do not re·c.elve allpagesJ pleas~:call (3.2i).61.6-555.S. 

The: infoi:matiQ.ll co.ntailwd in this µ-ansm.is.slon. is att.Qrney.-olient prlvf.\eg~q and 
C'on:fiaential~ It is . .intended only for 'tlie use· of- the i:ndi.vi_c;!ual Qt enticy named' 
ab (;)Ve, 'If tlie. read el.' of ·this message ls not the· intended :recii:iient you. are here~y 
notrfi.ed -that any disserriinatron~ distribution. or copy of thls comm.unioatio:ti is 
·strl?tlY- p:tohibitedr .!£ you have ,:eceb,re-tl tins cblillllu.nfoatfon: .in e'J:ror7 please 
notify us immediately b:y oo~eirt t~ll?;pho.ne :artd :ref:i.un 'the prl'ginal messijge to. us 
at the~b.ove-ad~e.ss·vi~ US. Mail, We will ,;eh!i,hurse.you ·rorppstB;ge, Th~rou. 


