Final Order No. DOH-18-0001- -DSvea

STATE OF FLORIDA
BOARD OF NURSING

IN RE: THE PETITION

FOR DECLARATORY
STATEMENT OF
DABRINA LEE BLOCKER
/
FINAL ORDER

THIS CAUSE came before the BOARD OF NURSING (hereinafter Board)
pursuant to §120.565, Florida Statutes, and Rule 28-105, Florida Administrative Code,
at a duly-noticed meeting in Deerfield Beach, Florida on December 8, 2017, for the
purpose of considering the Petition for Declaratory Statement (attached as Exhibit A)
filed by DABRINA LEE BLOCKER (hereinafter Petitioner). Having considered the
petition, the arguments submitted by counsel for Petitioner, and being otherwise fully
advised in the premises, the Board makes the following findings and conclusions.

FINDINGS OF FACT

1. This petition was noticed by the Board in Vol. 43, No. 127, dated June 30,
2017 of the Florida Administrative Register .

2. Petitioner is registered nurse licensed to practice nursing in the State of
Florida, having license number RN 9388756.

3. Petitioner is employed by a gastroenterology practice.

4. Petitioner inquires whether it is within her scope of practice to administer the
Bravo pH monitoring system without a physician physically present in the building
where the system is administered.

5. The Bravo pH monitoring system records, stores, views, and analyzes

gastroesophageal pH data to diagnose reflux disorders.



6. A small pH capsule is temporarily attached to the wall of the esophagus to
capture and transmit pH data.

7. The capsule is attached to t'he esophagus by suction.

8. The location of the attachment is determined by reviewing pH levels.

9. The petition does not address what complications might occur and how they
would be handled.

10. Use of suction can lead to bleeding, which would require assessment by a
physician.

CONCLUSIONS OF LAW

1. The Board has jurisdiction over this matter pursuant to Section 120.565,
Florida Statutes, and Rule 28-105, Florida Administrative Code.

2. The petition filed in this cause is in substantial compliance with the provisions
of Section 120.565, Florida Statutes, and Rule 28-105, Florida Administrative Code.

WHEREFORE, the Board hereby finds that under the specific facts of the
petition, as set forth above, it is not within the scope of Petitioner’s nursing practice to
administer Bravo pH monitoring capsule without a physician present.

DONE AND ORDERED this_/’ __ day of %w— ‘201;?/

BOARD OF NURSING

p"\
Joe R.EBakfr, Jr.
Executive Pirector for U

Jody nt Newman, EdD, EdS, Chair



NOTICE OF APPEAL RIGHTS
Pursuant to Section 120.569, Florida Statutes, the parties are hereby notified
that they may appeal this Final Order by filing one copy of a notice of appeal with the
clerk of the department and by filing a filing fee and one copy of a notice of appeal with
the District Court of Appeal within thirty days of the date this Final Order is filed.

CERTIFICATE OF SERVICE

| HEREBY CERTIFY that a true and correct copy of the foregoing Final Order
has been furnished by U.S. Mail to Petitioner DABRINA LEE BLOCKER, 1962 Weli
Line Road, Cantonment FL 32533 and Kim S Sulllvan Esquire, P. O Box 13290,

ark 92( N A Lox 4 swue7PL3.2-3°/
Pensacola FL 32591-3290,,and by ema|l to Donna Oxford,

Donna.Oxford@myfloridalegal.com thlsz'%’yof ASadINAwE 2o1f9
B 0d)Soxdu s

Deputy Agency Clerk
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BECTIYED
\-l arnpfoyrs gy OF HEALTH
STATE OF FLORIDA  17|JUN29 Al 9:CO
DEPARTMENT QF HEALTH !
BOARD OF NURSING GFRICE ©F tHE ULbia
TALAHASSEE, FLORIDA
DABRINA LEE BLOCKER,
Petitioner,
vs.
BOARD OF NURSING,
ReSpontiént. .
/
PETITION FOR DECLARATORY STATE

BEFORE THE FLORIDA BOARD OF NU

Petitiomer, Debring Lee Blocker, by and through her undersigned cjansel and pursuant to Section

Petitioner Dabrina Lee Blocker (“Petitioner”), is a registorod nursq licensed by thie Florida Board

of Nursing pursuaut to Florida Statutes Chapter 464, holding license nuniber RN 9388756. A copy of

Petitioner’s license is attached to this Petition as “Exhibit A.” Petitioner’s address is 1962 Well Line
Road Cantonment, FL 32533. Petitioner is currently emﬁloyed with stroenterolog'.Assooiates of
Pensacola, P.A. (hercinafter, “Gastroenterology Associates”) loocated in Pensacola, Florida as &
registered nurse. : . '

Petitioner is represented by Kimbetly Sullivan, Esq. of the [law firm of Moore, Hill &

Westmorelangd, P.A., 350 Wost Cedar Street, Suite 100, Pensacola, FI, 32502, Tel, No. 6850) 434-3341,

Facsimile No, (850) 435-7899, email address ksullivan@mhw—léw.:om. For purposes of this
proceeding, all correspondence and communication should be directed to the undersigned counzal for
Petitioner.
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Statutory Provisions on

T-186 P0003/0022 F-414

Section 120.565, Flotida Statutes, provides that a “substantiall
declaratory statement regarding an agency’s opinion as to the applicabilit
any rule or order of the agoncy, as it applies to the petitioner’s particular
the declaratory statement “is a means for resolving & controversy or

" oconcerning the applicability of statwtory provisions, fules, or orders

authority.” Rule 28-105.001, F.A.C, ..
Petitioner seeks a determination from the Board as to whether it is

a registered nutse to administer the Bravo pH monitoring system without

in tile building in which the Bravo pH monitoring system is administeted.

Factual Background

The Bravo pH monitoring system records, storeé, views, and anal
to diagnose reflux disorders. Specifically, a small pH capsule is tempor:
esophagus to capture and transmit pH data for up to four days, This sys
heartburn symptoms and enables the confirmation of gastroesophage:

recording the frequency and duration of acid reflux. Thg process is admini

Step 1: Position Bravo pH capsule in the esophagus

Step 2: Apply suction to draw & small amount of tissue intq
Step 3; Depress plunger on handle to attach capsule

Step 4: Remove delivery system from the esophagus

Once administered to the esophagus, the Bravo pH capsule imme

affected person may seek a
of a statutory provifiml, or of
{ of circumstances.” Further,

newering questions or doubts
ver which the agenoy has

thin her scope of practice as
physicien physically present

s gastroesophageal pH data
ily attached to the wall of the
m allows for the evaluation of
reflux disease (GERD) by
red as follows;

the capsule’s suction chamber

iately beging transmitting pH

data, The patient wears a recorder for up to 96 hours, which capfures
This information is then uploaded into & computer for analysis, The cap:
after its temporary adhesion, the capsule detaches from the esophagus
tract. The Bravo pH monitoring system is approved by the FDA for i
more exhaustive explanation of the Bravo pi monitoring system is attac]
B.”

information from the capsule,

e is disposable. A few days
Lﬁ passes through the digestive
Viduals age four and older. A
hed to this Petition as “Exhibit

Pagoe 2 of §




13954

06-28-17 18:02 FROM- MHW Law 850-435-7899

Questions to he addressed M. the Board

T )~ Wiet e the Petitivrery 7 regivtorad 1o, s
monitoring system when a physician is not physically p

. Under Florida law, a registoted nurse is any person licensed in thi

nursing, § 464.003(22) Fla. Stat. The “practice of professional nursing”
the performance of those aots requiring substantial speciali
judgment, and nursing skill based wpon  applied
psychological, biological, physicsl, and socisl soien
inoluds, but ot be limited to: '

ent?

ed knowledge,
principles of
s which shall

(a) The observation, assessment, nursing diagnosis, plannitg, intervention,

and evaluation of care; health teaching and counseling of]
or infirm; and the pfoz_nnti(m of wellness, maintenance
provention of illness of others. - .
(b) The administration of medications and treatments

¢ ill, injured,
Of health, and

as prescribed

or authorized by a duly licensed practitioner authorized by the laws of

this state to prescribe such medications and treatments,
(¢) The supervision and teaching of other personnel in
‘petformanca of any of the acts described in this subsection]

the titeoz'y and

A professional mrse is responsible and accountable for mgking decisions

that are based upon the iIndividual's educational preparation and

experience in mirsing,

§ 464.003(20) Fla. Stat.

Petitioner would administer the Bravo pH monitoring system as
a duly licensed practitioner authorized to make such an order. Petitionen

applicable laws and standards of cars as well as the policies and prog

Gastroenterology Associates in the administration of the Bravo pH moni

Petitioner asks the Board to consider whether Petitioner may a

' monitoting system when: & physician is not present in the building,
———m—m—ﬁmmmmmw
provided. The administation of the Bravo pH capsule is pro\uded in

Page3 of 5

ing system.

T-186 P0004/0022 F-414

state to practice professional
ans the following:

ered or avthorized by
would comply with all
edures established by

inister thé Bravo pH
The gastroenterology

%

separate building that
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s take tuins providing

does not have an ongoing physician presence. Cutrently, cettain physicia

T-188 P0005/0022 F-414

~em————gverage wier the Bravo pH-vapsule-ismiministeredFHowever; thishas

prevents the practice from meeting the high patient demand for this serv

able to administer the Bravo pH monitoring system without a physici
would be able fo administer more Bfavo pH monitoring systems, whi
community’s growing need for esophageal monitoring,

Other states allow mirses to administer items. similar to the Bravo
without the physical presence of a physician, For instance, the Kenty

previously authorized Hoensed nurses to msert and remove nasogastric tul

arguably more invasive than the Bravo pH monitoring system ~ without t]
a physician.! In its Advisory Opinion Statement, the Kentucky Board of
practical nurse may perform nasogastric intubstion, which was defined

tube info the stomaoh, under the “direction” of a régistered nurse, phy
word “direction” was defined as a “communication of a plan of care,
assessment and analysis of the patient by the registered nurse, physi
establishes the parameters for the provision of care or for the perform

roverrinefficient-and

. If Petitioner were
in’the building, she
would help meet the

H monitoring system
ky Board of Nursing
es — a process that is
physioal presence of
ursing held a licensed
the placement of a

ician, or dentist, The

nich is based upon an
ian or dentist, which
hee of an act” and in

which the “registered nurse, physician, or dentist is available to assess and evaluate patient
response(s) and to assess, direct and evaluate murse performance.” A |¢opy of this Advisory

Opinion Statement is gttached to this Petition as “Exhibit C.”

There are two important points that should be noted with respect
of Nursing’s Advisary Opinion Statement. First, a licensed nurse
patient’s stomach under the direction of a registered nurse as well as
Second, the definition of “direction™ does not include the requirement
physician or dentist be physically present at the time of the nasogastr
words, a licensed nurse can place a nasogéstric tube into a patient’s
registered nuxse, physician, or dentist is not physically present in the build

Lrhe-KentucleBoard-of Ninsing alse-held; in-2-2003-Advisors-Opinion,
capsule is within the soope of registered nursing practice. A copy of this A
to this Petition as “Exhihit C.” ‘ '

Pagad of 5

the Kentucky Board
insert & tube into a
hysician or a dentist.
t a registered nurse or
intubation, In other
tomach even when a
g.

e-placement-of a BravopH—
ldvisory Opinion is attached
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Petitioner seeks- guidance as to whether it is within Petitioner’s $tope of practice, as a

" registered nurse, to administer the Bravo pH monitoring system when a
in the building, Petitioner seeks a declaratory statement as to whether
464.003(20) of the Florida Statutes and is th_eref'qrc within the scope of

nursing.

“Telephone No.: (850)
ksullivan@mhw-law,

CERTIFICATE OF SERVICE

ysician is not present
s falls within Section
actice of professional

Rimbérly S. Sty

Florida Bar No. 1014
MOORE, HILY, & W
350 W. Cedar Street,
Post Office Box 1329
Pensacola, Florida 32

Telefax No.: (850) 435

l_c_g;aham@,m;hw-lamgﬁ
Attorney for Petitioner

I hereby certify that a true and correot cépy of the foregoing is beity delivered via U.S. Mail and
faosimile tratsmission to the Florida Depariment of Health, Agency Clerk,) 4052 Bald Cypress Way, Bin
#A02, Tallahassee, Florida 32399-1703 (fax: 850-413-8743) on this 28" gay of June, 2017.

™

Kimjfaty S.6ailivar

Page 5 of § '
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860-435-7889

BRAVO™ REFLUX
TESTING SYSTEM
PROCEDURE OVERVIEW

Step One

Position phl capsule
inthe esophagus

Step Two

Apply suction to draw
asmallamount of
tissue into the capsaule's
suction chamber

Stop Three .
Deprass plunger on
handle to attach capsule
8tep Four
Remove delivery aystem
from the esophagus
. ' New Recorder Features
’ Capturas up to 96 continuo urs of esophage
Step Five pid datadi ingle p :
Capsule immediately Mew rneal gnd supine event. buttone™
beglns transmitting Improved calibration exgeution andrecordar setup

pHdata . Direct data upload via USB
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. { Wi S-D! Carlc M-D-
Gastroenterology Associates of Pensacola Rogee M, or, ALD,
_ D. Scott Finellf, M.D.
tEndoscopy Center of Pensacola CarlG. Speer, MB.
- e et e+ ] GG g MD.
) " Pares 8. Haldm, MLD., FA.C.C.
K. Wayne Adkiszon, M.D,
- Pandok E. Reifly, M.D.
- Riehard R, Dobhan, M\D.
- Prederic B Nowiman, M.D.

. e ]

POLICY/PROCEDURE
Wircloss Capsule Bravo pH Monitoring

1 Policy Guidelines

1. The following ate the indications for the pmcednfo:

&  The Brava pH monftoring system with accessaries is intended to be ussd for gastroesphageat pH
measurement and monftoring of reflux .

»  Using the delivery system, the Bravo capsule is positioned and attached in the patigit’s esophagus. following
either endoscopy or manometry

o The pH software analysis pragram is intended to record, store, view, and analyze stroesaphagent pH data
to diagnose reflux disorders

«  The Bravo pH monitaring system has FDA clearance for ages 4 and up

2. The following are contraindication for the procedure:

varices, or obstructions

& Bravo pH monitaring s contraindicated In patients ¥sith hieading diathesis. stﬁcmt]sr severe esophagitfs,
« Itisalso contraindicated In patfents with pacemaloers or implantable cardiac defibrit

ators

3. Pracedure Risks

Potential coraplications when using the Brava nH monitoring system inclide, but
Tollowing events: perfaration; prematiire detachment of the pH capsule; faiture dffthe pH capsule to
detach from the espphagus within several days after placement; faiture fo attach|toe the esophagus;
discomfort associated with the pH capsule; tears in the mucosa; capsule asplration: capsule retention; and
bleading.

e not limited to, the

Medical, endoscopic, or surgical intervention may be necessary to address any of| thase complications,
shauld they occur. Potential énmplications assaclated with endnscopic placement fnclude perforation,
hemorrhage, aspiration, fever. infection, hypertensfon, respiratory arvest, and e arfhythmia or

nasopharyngeal damane resulting in bleeding and soft tisstua damage.

Beuptist Dividion Geoup, LLC
4331 N Davis Hwy 4810 Novth Davis Hwy 3147 N 9th Avenus, Ste 311
Pensacoln, Floridn 32501 Pensacols, Florlda 32503 Pamstosla, Plorida 52504

————

(850)436-4563 {350)-474-8948-

A
P (850) 4364570 Fon (830) 4765312 Thk (850) 478-7941
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The-capsule-contains a small-magnet;
should not have an MRI study within J
undergoing the Bravo pH test.

T-186 P0010/0022 F-414

nd-patients- -
) days of

This information should not be used as a substitute For medical advice conceming specific diagnosis and

treatment., »

Procedure Guidelines

1. The patient’s complete clinical/medical history and p

ysical examination

are carefutly reviewed, making certain to check their
anticoagulant use, latex allergy, and metal altergy. Al
reviewed for any imptantable devices they may have,

2. The nurse performing the procedure then reviews the
repork and records the. measurament. of the GE Juncti
cm above that, for capsule placement.

3. The nurse then brings the patient to the procedure
upright in the chair and explains the procedure to the
consent and answers any questions they may have.

4, The nurse performs hand hygiene and dons gloves,

5. Z?fe patient’s throat is sprayed with Hurricane spray t

ect.

6. The prabe is then marked appropriately with the mea
placement., ' :

7. The patient is assessed making sure threat is aumk in
to he placed.

8. Once the patient is comfortable the nurse advarices th

through the mouth down the throat with the flexible t

the patients tongue pointing downward to the appropr,

Once the probe is in the correct place based on the m

system (6cm above GE Junction based on EGD maasur

9

-

delivery system as straight and horizantal as possible, §

hooked to the catheter, and turhed on. Once the sucti
a timer is set for 30 seconds to allow tissue to fill the
either the patient or the delivery system moves.durin:
second count is restarted,

10, Maintaining a horizontal position, rermove the safety t
the plunger on top of the handle all the way down un
locking position. Rernove your thumb and wait approxi
Using your thumb, rotate the plunger from the side on
turn clockwise,

11.0nce the plungers has sprung back make sure the whi
the 6% rib of the plunger.

12,Ensure that the vacuum source i8 turnied off and remo
system,

yistory of

patient’s history i

atient’s last EGD
and catculates 6

has them sit
has them sign

delivery system
and capsule facing
e measyrement,

and swiftly press
it stops at its
ately 5 seconds.
elghth {1/8) of a

tine is visible on

e the delivery

st oomae e

B e
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13. The patient, is reassessed once the probe has been plaged for any signs.of ... ...
complications or distrags,

14.The nurse ungloves and performs hand hygiene,

15, The patient is given an information sheet about wirel 15 capsule

esophageal pH monitoring and told to call our office with any questions or
concerns that may arise during ther 48 hours of monitoring,
B 16, Patfent is instructed to return the monitoring device t4 our office 48 hours
: after their capsule is placed so that we may downlodd thedr study.
17.0nce study is downloaded it is sent to the physician of record to be
interpreted.
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o aore semerre veee eseme s comengmm s o

o ame e s e

Gilick Reference Guiidé ™

-Capsule Delivery

1. Position Bravo® pH capsule in the esophagus.

> Remadve the capsule with delivery device from the
pH buffer and rinse it in sterile water.

* Determine attachmant location and mark it on the
delivery device.

= With the vacuum source off. carefully advance

- the delivery device through the mouth {with the
capsule facing the patient’s tohgue) to the desired
location In the esophagus.

« Holding the delivery device as straight as possible
In a relaxed, horizontal position, stabllize it by the
pa_tient‘s mouth to ensure it does not move.

2. Apply suction to draw a small amount of
tissue into the capsule’s suction chamber.

v Attach the vacuum hose to the handle.
- Verlfy that vacuum knob is set to maximum and
. turn the vacuum source on.

. After {he vacuum lovel reaches at least 550 mmig
and stabllizes, hoid the delivery system in place for
at least 30 seconds to allow the tissue to fill the
suction chamber.

3. Attach capsule.

* Remova the safety tab from the Bravo handle.

* Press the plunger down with your thumb until it
clicks into position; remowve your thumb from the
plunger.

= Using your thumb, rotate the top of the plunger
clockwise 1/8% of a turn to relesse the capsule from
the delivery device. .

* Ensure that the white line is visible above the
handie body. If not, use your thumb to raise the
plunger until the white marking is visible.

4, After ensuring the vacuum source is off,
remove delivery system from the esophagus.

B. Capsule immediately begins transmitting pH
data.

= @Bravo~

wtering

+_\erify that the recorder is on and recejving data

e avmrrrar 4 ve 0o
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Ca
Peose

TV T T W TR TRy negnts Vi
. . 0 .

o3

e o
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- T QdicK Retérence Giliitde ——————

Data Upload

1. Connect the Bravo® recarder to your PC
using the supplied USB cable. (Fig. 1)

2. Open AccuView™ by double-clicking the
AccuView icon on your desktop, (Fig, 2)

3. Click Upload. A progress bar appears.
Once the uplcad is complete, the Edit
Information & Diary screen appears.
(Fig. 3)

4, If more than one protocol is available for
the Bravo pH capsule, select the desired
one from the Protocol list. (Fig. 4)

5, Click OK. (Fig. 4)

. 6.Unplug the USB cable, You may proceed
with editing the study. Be sure to save the
i study in the AccuView analysis software.

pH manitoring

@ Bravo o

R IR \
o)
Fig. 3
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CAPSULE-BASED pH
MONITORING SYSTEM

pH test, capiures esophageal pH data for up o
single procedure,

itutilizes & small pH capsule that is tamporaril
the esophagus to transmit pH data for up to fo
procedure enhances patient satisfaction and cb
providing improved diagnostic yield to support

Patlent-friendly Procedure

u Patients can maintain regular diet and activities thrL
a Well-tolerated by children age of 4 and older?

m Reduces barriers to care, like sacial embarrassment,
signs that the procedure is taking place

Easyto Use
a Placement procedure s simple to perform

& User-fiendly AccuView™ software vS.2 facilitates eff
reporting of study resuits

aroutine endoscopy

Clinlcal Advantages of tha Extended Bravo

8 Upto96-hour testing provides four times the dataof
supporting greater test sensitivity - > Increasing cleter
Improving diagnastic ylelds

» Enables diagnosis in cases of falled catheter-basad p
results are Inconclusive®

—-Allowsforevalvationof patienteof-PPHherapy-w
patlentswith refractory GERD>?

# Has a strong impact on outcomes and patient mana

Offersan alternative for catheterintolerant patlen I
trisciinically-beneficiatin

T-186  P0014/0022 F-414

06 continuous hours ina

atiached to the wall of
r days, This convenlent
mpliance while

early datection.

u Bettertolerated and preferred by patients over cathster-based pH monitoring

ughout the procedure!

asthereareno outw}vard

ficient anatysis and

¥ Fits seamlessly Into your woriflow~simply place capisule during

™ Reflux Testing System

catheter-based tests,
tlon of symptoms? and

H studies when 24-hour

gement?




13965

06-28-"17 16:07 FROM- MHW Law

SYSTEM
COMPONENTS

860-435-7838

The Bravo™ " reflux t
w HH capzule with deliverydavice
o pHrecorder

M AccuView" software v5.2

u Calibration stand, vacuur pum

Ordering Information

pH Capsule
pH capsale with dalivery device, 5-pk

pH Racorder
pHrecorder

ystrap
Ch £y
USR cable
Document mini D

pH Accessory Kit
Calibration stand
Buffar solution, pl7.01 (bottly)
Buffer sotution, oH1.07 {bo
Vacuum pump (220v)
Vacaurn purnp tubes, 10-pk
Vacuum pums filtars, 10-pk

T-188 P0015/0022 F-414

mcongists of the following compe

2w

Software

\Y !
U-22a S8 ¢

H-

software v5.2

‘ial cable

Miscellaneous '
Vacuum purnp suction tubes, 10-pk
Vacuurn purnp filters, 10-pk
Vacutm puimp kit (cani ahd tubing)

Caution: Federal law restricts this device to sale by or on the order of a llcensed healt

Endoscopi¢ placement may present additional risks. Medical, endoscopic or surgieal in
acidress any of these complleations, should they occur, Because the capsule contalns a
ot have an MRI study within 30 days of undergoing Bravo™ reflux testing. Please rafar
glvenimaging.com for detaled lnformation. . )

Important Information: Therisks of the Bravo™ reflux testing system Include: prernaty]
failure to datach, fallure to attach, capsule aspiration, capsule retention, tedrs In the mug

re practitioner. Rx only.

e detachment, discomfort,
asa, bleeding and perfaration
ention may e Necessary o
8l rnagnet, patients shoutd
he product user manyal ot

bl

Reforencens lung0 ate JGassenurci Sy X00519510a5-1052 & 1.agyU%. ot /Clo Gasreognterol J00R.6551314:318 § Pt
by Yo s 42, 3 Py uy o o o > .

[T K503

20124414 70-27€ & SnusRxa A!M!NW"M ;00‘.!;29659 8§76 7 Qaerepe alai:\mjcasuc;nm 20081034 1521-1

US 1507180 D OIS Madinkne Wiaghin "nsanens Macuong Maotros-¢ 0godndRinar Tageingr acs taaempris of Mautste v,
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) ' ERNIR FLETCRER
255000 - KENTUCKY BOARI) OF NURSING DANOREE T
. 800-3082042- —e o+ ... 313.Whitiington Packieay, Suite 300.- ... . . ‘GOVERNO!
FAX s023%3- 7001 ‘Nonisuille, Kentielty 402225172 .
. December 15, 2003
Kim Preston, RN
Nurse Coardinator
Hearthurn Treatment Center
Highlands Reglondl Medical Center
5900 KY Route 321
Prestonshurg, KY 41653
Doar Ms. Preston:
During the maeting held December 11 and 12, 2003, the Kentucky Board of|Nursing.eonsidsred

your letter dated June 25, 2003, requesting an advigory opinion w8 to whether the insestion of a
“Bravo” pH Capsuls is within the scopa of registerell nursing practioe.

KRS 314.011(6) defines "ragistered nuraing practiog” ae;  dcoh.e

- ...The perfonmance of acts requiring substantisl spacialized knowlsdgs, judgment, and
nursing ekill based upon the principles of psydhologlosl, biologieal, physical, and soelal
stienges in the application of the nursing progessin: _

a) The care, counsel, and health teaching of the ifl, iﬁjuned or infirm
b) The maintenance of health of prevention|of iliness of others; .

¢) The administretion of medication and t ent as prasaribed by 2 physlcian,
physician assistant, dentist, or advancad|registerad nuree practitioner and as further
aulhorized or iimited by the board, and which are consistent elthat with American
Nurses' Assacigtion Standards of Practick or with Standards of Riactice established
by natlonally accepted organizations of registered ntrses. Compohents of medication
atiministration include, but are tiot limited to;

1. Preparing and giving medications in the prescribed dosage, rdute, and frejuency,
incmg dispensing medfications only ag defined in subsection {(17)(b) of this
se N .

2. Ohserving, recording, and reporting desined effects, untowardg|reactions, and side
effects of drug therapy;

3. Intervening when emergency care is required as a result of therapy:;

4. Recagnizing accepted presciibing linjits and reporting deviatians to the
prasoribing individugf; S

6. Recognizing drug inconipatibllities arid réporting interactions (dr potential

. interactions to the &ssoﬂbmg Indhidygal; and : -

Insfructing an individual regarding medications;

wmeeteisnrs o0

- swarciom e momae w sed

Y oaaacer ot b -t

AN EQUAL OPPORTUNNTY [RMPLOYER MED
Printed o0 ) recyfled paper

Exhibit ¢
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Kim P2 R
Decamber 15, 2003

d} The supan}isinn. teaching of, and delegation to other petsonns
activifies relating to nursing care; and

) The performance of other nursing acts which are autharized or
and which are consistent sither with American Nurses' Associ

Practice or with Standerds of Practice established by nationally

organizations of regisiered nurses

KRS 314.021(2) states:

Al individuals licensed under provisions of this ghapter shall be ras
for making decisions that are based upon the individuals’ sducational
sxperience in nursing and shall pracfice nursing ith reasanable skilt

in the perforthance of

ited by fhe boand,
Standards of

Following review of the question and information pjovided in your letter,
govaming nursing practice, it was the advisry opidion of the Board that
“Bravo” pH Capsule is within the scope of registeréd nursing practice, fo
who possesses the requisite educational preparatipn and current clinical
tha pracedure in a safe, compelent manner. .

the atatutes

e placamant of &
registered nurse
mpetense to perfonm

practice. As such, an apinion i ot a regulation of the Baard and dass

have the force and

The Kentucky Board of Nursing issues advisory o‘tniuns as to what muﬁ\u‘“ safe: nuréing

effect of law. it is issued as a guidepost 1o licensees who wish ta engag

practice,
Shauld you have any other questions or if we may|be of further assista
contact Bernadette M, Sutherland, MSN, RN, Nurging Practice Consulta
502-329-7007.
Sincerely,

* M. Susan Jones, MSN, RN
PRESIDENT .-

‘>é4442¢4aruaf Sn. Z%L?é;hz¢a~w4icpquiL)

By: Sharon M. Weisenbeck, MS, RN
Executive Director

BMS:bjm
cox William E. Dunlop, MD

n safe nursing

to you;, please
, at the Board offios

T-186  PO017/0022 F-414
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AOS #11
. — - I . .- oGasttie. .. -

intubation
{Reviewed 5/2013)

KENTUGCKY BOARD OF NURSING

312 Whittington Parkway, Suite 300

Louisville, Kentucky 40222-5172
hitp:/fkbn.ky.gov

ADVISORY OPINION STATEMENT

ROLES OF NURSES IN THE INSERTION AND REMOVAL Of’ A NASOGASTRIC TUBE AND

IN THE REINSERTION OF A GASTROSTOMY TU

1

‘fhe Kentucky Board of Nursing is authorized by Kentuoky Revised

Statutes (KRS) Chapler 314 to regulate nurses, nursing education and Opinlon: Rales pf Nurges in the Insertion
practice, promulgate regulations and to issus advisory opinians on and Removal ofig Nasogastric Tube and In
nummgdf::%ﬂce. in order to assure that safe and effective nursing care the Reinsertlon of a Gastrostamy Tube
Is provi y nurses {0 the citizens of the cammonwe.alm. Approved Dat 5
The Kentucky Board of Nursing issues edvisory opinfons a8 1o what Revised: 2/88; [ 2/87; 1/93; 4/86; 2/05;
constilutas safe nursing practive, As such, an opinion ia nota 4108
ragulation of the Board and doesnot have the force and effect of law, Ediforial Revision: 1/2011; 62012
It is issue as a guldaline o licensees who wish to engage In safe _Reviewed:=520113"
nursing praciics, and fo facilitate the defivery of safe, effective nursing
care to the public.
Al ility and Rosponsibility of Nurses
in accordance with KRS 314.021(2), nurses are responsible and accountable for making decisions that are
based upon the individuals® educationsi preparation and current clinical compatence nursing, and requires
ficensees fo practice nursing with reasonable skili and safety, Nursing practice should be consistent with the
Kentucky Nursing Laws, established standards of practice, and be evidence based.
Ratianale for Advisory Opitiion
the role of nurses,

primarily licensed practioal nurses, in the insertion and removal of nasag

The Kentucky Board of Nursing has received numerous inquiries régardl ¢
study, the Board issued this advisory opinion statement. %

tric tubes. Following

Exhibit D
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AOE #11 Gastric Intubation
Page 2 of5

visery Beitics - .. A | SR .
1. Nasogastric. Intubation -« LPN

"Nasogastrlo intubation” means the placement of a tube into the stomach. The specific type

of tube to be inserfed should be determined after evaluation of muttiple factors, including

but not limited tp the following: a) order.of & qualified provider, b) ingividual patient nesd,

¢) manufacturer product information, d) precaufions and potential copplicati i
: with the specific fube, &) available research data, and f) availability o
' evaluate the placement of the tube. Written approved faoility policy, [and nursing policy and

procedure should be established delineating the specific type of naspgastric tubes that may
be utilized [n the health care setiing.

it is within the scope of licensed practical nurslng practice, for the nurse who is
educaticnally prepared and clinically competent in the performanca pf the procedure, to
insert a nasogastric tube into the stomach of a patient who has hormeat anatomy and
physlology of the respiratory and gastrointestinal tracts, when the hasogastric tube is
placed info the: stomach for such purposes as gavage, lavage for toxic substanoes
collectioh of nasogastrie samples or administration of medications. }j there is any question
as to the safe performance of the prooedure, the licensed practical fiirse should consult
with the registered nurse, physician, denfist, or the patient's provide

A. ThelieHESYPrEstval s sheuld pErETH A S OO CE e
registerecnyrseyphysislivordantistce

sidirestiontihofoams

B. The licensed practical nurse whio performs this procedure is resppnsible for having
dogumented evidence of adequate educational preparation and experience ta perform
this act as required by KRS 314.021(2). Such educational prepaation shouid be

nursing pracﬂoe

2, Nasogastric Intubation -- RN

patient wha has a condifion that alters the normal anatomy and p s ology ofthe
respliratary or gastrointesﬂnal fract, If thereis any question as to the|safe perfarmance of

3. Removal of a Nasogastric Tube

! '-'@iréat‘ﬁri“-mansreemmwnlpatlenmfapian@ﬁea:aamﬂaish,lscbasaé!aup
analysistof:the-patientby-the:registered nurseyphysiclan-ordettistwhic
navametetmforsthgwpmvlsmnaafxearemrnforthapaﬁormanewaf«an-aet-—"l’

pnarassessmenitemd

F wstablishesthe=r

! rTegisteredsurse s
):andfa-assess;

direst-and-eval@atsrarsepafoimance.
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- .clinlcally competent.In the performance of the procedure, to remove-
4. Reinsettion of a Géstrdstomy Tube

A

and clinicaly competent in the perfermance of the procedure, to
inserlad gastrostomy tube inte @ mature stoma site upon an orde
provider, if there is question as fo the safe performance of the
should consult with the patient's medical provider prior to the rel
gastrosiomy tube,

reg ROV <o BTG T ’

3

B. Z-l@h%%nﬁgﬂsmﬂuﬁmkwmmmlﬂf erformathiseprovedireT it
Yedms T'

T-186 P0020/0022 F-414

AO£ Lﬂ 1 Gastric Infubation

Page 3 of 5

nasogastric tube,

it is within the scope of nursing practice, for the nurse who is edu:Fﬂonally prepared and

itis Within the scope of nursing practice, for the nurse who is adu rfﬁonally prepared

ange a praviously
of a quaiified
cedure, the nurse
ertion of the

theidireotiont:af:a-

C. The hurse who petforms this progedure is responsible for having

ocumented evidence

KRS 314.021(2). Such educational preparation should be acqul

in an approved

Magnet Nasal Tube Rehining Device

of adequate educational preparation and experience to pstform t%s act as raquired by

prelicensure education program or through successful completiorjof a Board approved
eantinuing education course. The performance of the procedure ghould be in
accordance with written nursing policy and procedure,

The-plagement and removal of & nasal tube retaining device/system Used to prevent nasal
tube putlouts are within the scope of registered nursing practice. The registerad nurse

would place the device after a physician/APRN has completed an |
the patient and issued medical authorization for ite placement. Following placemeant, the

patlent should be reasssssed by a physician/APRN to assure [is cor
no complicaions have octurred. The registered nurse who placss a
tuba retaining device must passess the requisite educational prep
clinical competence to perform the procedure in a safe, competant

t placement and that
for removes a nasal

Determining Scope of Practice

KRS 314.021(2) halds all nurses individually responsible and acrountabl
acts based upon the nurse's education and experience. Each nurse mu

and prudent judgment in determining whather the performance of a give

of practice for which the nurse Is both licensed and clinically competent £
1o this advisory opinion statement, the Kentucky Board of Nursing has p
Practice Determination Guidelines” which contains a decision tree chart
nurses |n deterniining whether a selected act is within an individual nurs
now or I the futre. A copy of the RN and LPN guidelines may be d

loaded from the

for the individual's
exercise praofessional
ct Is within the scope
Y perform. In addition
lished "Scope of
lding guidance o
seope of practice

39~

Board's websiie_itp:/lkbn.ky.cov/NRirdohlvres/74AGFE75-5430-4E12-8
720876230, S i lines.pdf and a copy of the APR!
downloaded from the Board's webslte

W guidelines may be

hitp:akbn kv qovipractios/Documents/APRN%20S cone%200f%20P ractic

4920%20Decislon%2

OMaking%20Model.pdf .

Approved: 6/86

Revised: 2/86; 12/87; 1/93; 4/98; 2/05; 4/08
Editerial Revision: 1/2011; 6/2012
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Applicable Statutes From the Kentucky Nursing Laws'
KRS 314.011(8) defines "regiatered nursing practice” as:

...Tha parformance of acts requiring substantial specialized knowladge, Judgment, &
upon the pringiples of psychological, blologloal, physical, and soclal sciencaes in the
process in;

a) The care, counsel, and health teaching of the lil, injured or infirm,

b) The maintanance of health or prevention of lliness of others,

c)

d)

8)

KRS 314.011(10) defines "licensed practical nursing practice” as:

... The performance of acts requiring knowledge and skill such ag are taught or acy
for practical nursing in:

a)

b)

0)

d)

Reviewsd: 5/2013

e N

6. Instructing an individual regarding medications.
The supervision, teaching of, and delegation to other personnel in the perform

A0S

The administration of medication and treatment as preseribed by a physician,

which are cansistent elther with American Nurses’ Assodiation Standards of
Practice estahlished by nationally accepted organizatlons of registered nurs
medication administralion include, but are not limited to:

denfist, or advanced practice registered nurse and as further authorized or I:E

1. Preparing and giving medication In the prescribed dosage, routs, and fre
dispensing me
ghservlng, recording, and reporting desired effects, untoward reactions,
arapy;
Intervening when emergency cars is required as a result of drug tharapy;
Racognizing acocepted prescribing limits and reporting deviations to the
» Recognizing drug incompatibilities and repotting interactions or potent!
prescriblng individual; and

hursing cara,

The performance of other nursing acis which are authorzed or Imited by the
conaistent ellher with American Nurses' Agsociation Standards of Practice or
estabiighed by nationally acospted organizafions of registerad nurses.

The observing and caring for the Ill; injured, or infirm under the direotion of a1
physiciah, or dantist; .

leations only as defined In subsection (17)(b) of this sectiph;

O

L

The giving of counsel and applying procedures to safeguard (ife and health,
the board; .

The administation of madication or tregiment as autherizad by a physician,
or advanced practice registered nurse and a8 further authorized or imited by
oonsistent with the National Federation of Licensed Practical Nurses or with
established by nationally aceapted organizations of licensed practical nurses;

Teaching, supervising, and delepating excapt as iimited by the board;

! Acopy of the Kentucky Nursing Laws may be downlaaded from the Kentucky E

at htto://kbn,ky.00v,

T-188  POO21/0022 F-414

#11 Gastric Intubation
Page 4 of §

Ld nursing skill based
pplication of the nursing

hyslclan assigtant,

d by the board, and
ctice or with Standards of
Components of

ney, incuding

d side effects of drug

ing individual;
teraclions {o the

nce of aclivities relaling to

hpard, and which are

th Standards of Practice

red in approved schools
Istered nurge, a licensed
defined and authorfzed by

ician asslstant, dentist,
8 board which is
dards of Practice

yard of Nursing website
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6) The perdormance of olher nursing acts, which are authorized or fimited by the
e e e GUGISTENt With.the Natlonal Federation of Licensed Practical Nurses' Standa
Standands of Practica established by nationally aocepted organizations of lice

T-186 P0022/0022 F-414

AOS|#11 Gastria Intubation

Page 5 of 5

rd and which are
of Practioe orwith . ... .... ..
practical nurses. .
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Moore, Hill SrWestmorelahd, PA

aritime Place | Suite 100
350 West Cedar Street
ensacola, Florida 32502
Post|Office Box 13290 (32591)
Telephone: {850) 434-3541
Telefax: (850) 435-7899
' S =

N
S &
- =
Date June 28, 2017 =) *:30
- Number of pages including cover sheet 22 ol S «*
HOE DD
r—— S-? - 4? l..,.l
. '3.‘."1 o =
. o =2
To: FL Dept. of Health, Agency Clerk From: Karen Graham -
Attn: - For: Kimberly Sullivan, Esq,
Phone
Fax Phone 850-413-8743
‘ce: Phon _|(B50) 434-3541

Fax Phone (hso) 435-7899

[1 Urgent ' Foryourreview [ Reply ABAP ] Please comment

The information contained In this facsimile message Is attorney-priviisged and confidential Informatian intended only for the use of the individual
or entily named below. If the reader of this messegs is nof the intended reciplont. you are hereby notiffed that any dissemination, distribution or
oopy of this communication I strlotly prohibited. If you have reoelved this communication i error, pi

long distance, please oall collect) and return the original messape to us at the above address via U.§|

e immediately nolify us by telephone (if
Postal Service. Thank you,
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