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Rationale and Purpose

Subcutaneous Immunotherapy (allergy injections) is a potentially disease-modifying therapy that
is effective for the treatment of allergic rhinitis/conjunctivitis, allergic asthma and stinging insect
hypersensitivity. Pain, which results from the irritation of nearby nerves is a common concern of
patients, particularly in children, during or after the injections. This can be a stressful and
negative experience for the children. There are various techniques available to minimize pain in
general. However, there is a lack of published research on how to use these techniques in
children receiving allergy injections. The purpose of this study is to evaluate and compare the
efficacy of the standard of care method (Ethyl Chloride/Pain Ease Spray) and three non-
pharmacological pain control devices (Buzzy Bee |, Buzzy Bee Il and Shot Blocker) in
decreasing the perception of pain during subcutaneous allergy injection in a pediatric
allergy/immunology clinic setting.

Objective
¢ Evaluate and compare the effectiveness of utilizing various techniques to reduce the
perception of pain during subcutaneous allergy injections in children

Possible Risks and Benefits
Risk Assessment
e The risks associated with study participation are consistent with standard of care risks.
Potential risk for the study participants may be possible allergic reaction/skin irritation
from the cold spray or ice pack or an increased level of anxiety.
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Benefits Assessment
* The potential benefit associated with this research study includes a better understanding
of study participant’s response to their assigned distraction technique. This study may
help identify which technique is more beneficial to use in children receiving
subcutaneous immunotherapy to decrease the perception of pain and reduce anxiety
related to immunotherapy treatment.

Study Design and Duration

This is a randomized controlled study. Approximately 100 children, age 4 — 17 years, who are
currently receiving subcutaneous immunotherapy, will randomly select a blinded envelope which
assigns the distraction technique to be utilized during their study participation. There will be 25
envelopes assigned to each study group for a total of 100 envelopes. Each envelope will
contain a paper with a colored sticker for the associated group assignment and number
sequence.

The distribution of group assignment by number sequence and color is as follows:
> Interventional Groups
1. Shot Blocker® # 1-25 (RED)
2. Buzzy | (vibrating only) # 26-50 (GREEN)
3. Buzzy Il (vibrating and ice wings) # 51-75 (BLUE)
» Control Group
4. Ethyl Chloride/Pain Ease Spray # 76-100 (YELLOW)

The three interventional groups are currently marketed distraction devices. The control group is
the current clinical standard of care option for pre-allergy injection application.

The study consists of two visits. Both visits will be conducted during the participants routine
clinic visit for allergy injections. At the first visit the investigator will assess eligibility. An
overview of the study requirements will be provided to parent/child and consent/assent will be
obtained.

During the second visit, the child will be randomized to a distraction technique or standard of
care group to be utilized with the allergy injection(s) administered at this visit. Adherence with
institutional allergy injection guidelines will be maintained. Prior to the application of the
distraction method, the investigator will interview the parent to collect data related to
demographic information and their child’s current allergy health and treatment regime. The
child’s pain perception will be assessed before and after the allergy injection. The parent’s
perception of their child’s pain will be assessed after the allergy injection. The investigator will
provide information on the application of the randomized method and will provide instruction on
the completion of the pain scales and questionnaires. The investigator and study staff will not
indicate a method preference or guide the child or parent with their pain level responses. After
completion of the second visit, the child’s study participation is complete.

Inclusion & Exclusion Criteria
Inclusion Criteria
e Children aged 4-17 years on injection immunotherapy
¢ A minimum of three allergy injection injections prior to enroliment at Visit 1
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¢ Child accompanied by parent or legal guardian

Exclusion Criteria
e Children with a known pain or sensory disorders
¢ Developmental delays lacking necessary cognitive ability
* Administration of any form of pain analgesic within eight hours of randomization at Visit 2

Study Procedures

Visit 1:

Children aged 4-17 years who present to receive their injection(s) in the allergy clinic will be
screened by the Principal Investigator or Co-Investigator for study inclusion and exclusion
criteria. During their routine post-allergy injection 30-minute wait time, the investigator and the
research coordinator will provide the parent and child with an overview of the study design, the
risk and benefits assessment and study requirements. The investigator will advise the
parent/child of the pain analgesic administration exclusion for the randomization visit. After
obtaining parental permission and child assent, the child will be considered enrolled in the
study. A subject ID will be assigned. A visible mark placed on the child’s allergy injection chart
will indicate the child is ready to be randomized at their next routine allergy injection visit.

Visit 2:

At a future allergy injection clinic visit the parent and the child will be asked if the child took any
pain-relieving medicines, like Tylenol or Advil, within eight hours before coming to the clinic. If
the participant needed this kind of medicine, the allergy shot appointment will be the same as
before the study.

Study visit 2 will be completed at another routine allergy shot appointment. Preferably the next
scheduled allergy injection visit.

If the participant did not take any pain relieving medicine within the previous eight hours, visit 2
will continue. The participants study group assignment will be determined. The envelopes
identifying the four group assignments will be coded by number and color. The child will be
presented with a basket containing all the envelopes. The investigator will instruct the child to
select one envelope from the basket. The envelope selected at random by the child will
determine the distraction method to be utilized prior to the allergy injection(s). The possible
group assignments, one of three currently marketed distraction devices or the control group
utilizing the current standard of care option, are listed below and are further detailed in
Attachments | — III.

The four study groups are:
» Interventional Groups
1. Shot Blocker®
2. Buzzy | (with ice pack-wings)
3. Buzzy Il (without ice pack-wings)
» Control Group
4. Ethyl Chloride/Pain Ease Spray
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Before applying the assigned distraction method:

Prior to randomization, the investigator will interview the parent to obtain the information
needed to complete the Parent Demographic-Health-Treatment Questionnaire
(Attachment V). The investigator will review the responses for any indicator of study
ineligibility, ie, analgesic medication window.

The investigator or study staff will review the Wong-Baker FACES Pain Rating Scale
with the child. The child will be given a Wong-Baker FACES Pain Rating Scale form and
asked to circle the face which most closely matches their current level of pain awareness
prior to any intervention. (Attachment 1V-a)

The investigator or study staff will review the Numeric Pain Rating Scale (Attachment IV-
b) with the parent. The parent will be instructed to circle the number on the scale which
most closely matches their perception of their child’s pain level immediately after
receiving the allergy injection.

Application of the distraction method and administration of the allergy injection:

The investigator will apply the assigned distraction method per method specifications to
the injection site area (subcutaneous region of the back of the upper arm).

The investigator will administer the subcutaneous allergy injection(s) within the time
frame specified for the assigned distraction device utilized or per the standard of care
guidelines for the Pain Ease Spray, as appropriate. If the child’s treatment plan
includes more than one injection, the assigned group technique will be utilized for all
injections at the visit.

Post allergy injection procedures:

Immediately following the allergy injection, the child will be provided with a second
Wong-Baker FACES Pain Rating Scale form and be asked to circle the face which most
closely matches their post-injection level of pain awareness.

Immediately following the allergy injection, the parent will be reminded to circle the
number on the Numeric Pain Rating Scale which most closely matches their perception
of the child’s post-injection pain level.

The participant and parent will then complete the routine 30 minute wait time for post
allergy injections.

Study participation is complete at the end of Visit 2.

Prohibited Medications

Analgesic medications administered within eight hours of Visit 2 are prohibited.

Adverse Event (AE)

An AE is any unfavorable and unintended sign, symptom temporally associated with the use of
the study technique and does not imply judgment about causality.

AE’s associated with the randomized intervention will be collected at Visit 2. The AE’s
relationship to the distraction technique will be assessed using the following guidelines for
causality and grading severity. AE'’s related to the allergy injection will not be captured in this

study.
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AE Relationship to Study Distraction Technique Guide

Relationship to Study
Distraction Technique

Comment

Definitely

An event that follows a reasonable temporal sequence from
administration of the study distraction technique; that follows
a known or expected response pattern to the suspected
study distraction technique; that is confirmed by stopping the
use of the study distraction technique; and this is not
explained by any other reasonable hypothesis.

Probably

An event that follows a reasonable temporal sequence from
administration of the study distraction technique; that follows
a known or expected response pattern to the suspected
study technique; that is confirmed by stopping the use of the
study distraction technique; and that is unlikely to be
explained by the known characteristics of the subject’s
clinical state or by other interventions.

Possibly

An event that follows a reasonable temporal sequence from
administration of the study distraction technique; that follows
a known or expected response pattern to that suspected
study distraction technique.; but that could readily have
been produced by a number of other factors.

Unrelated

An event that can be determined with certainty to have no
relationship to the study distraction technique.

AE Severity Grading

Severity (Toxicity Grade)

Description

Mild (1)

Mild; asymptomatic or mild symptoms; clinical or diagnostic
observations only; intervention not indicated

Moderate (2)

Moderate; minimal, local or noninvasive intervention
indicated; limiting age-appropriate Instrumental activities of
daily living (e.g., preparing meals, using the telephone,
managing money)

Severe (3)

Severe or medically significant but not immediately life
threatening; hospitalization or prolongation of hospitalization
indicated; disabling; limiting self-care activities of daily living
(e.g., bathing, dressing, feeding self, using toilet, taking
medications)

Discontinuation and Replacement of study participants

A child has the right to withdraw from study participation prior to the completion of Visit 2. Early
withdrawal participants will be replaced one to one.

Participant ID assignment

The study participants will receive a Participant ID at Visit 1 which will be used for all data
collection. The Participant ID used will range from 001 to 100. If a study participant withdraws
before the completion of Visit 2, the Participant and associated group assignment will be
replaced. Replacement Participant ID’s will be sequential beginning with the number 101.
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Data Collection

Medication administration data collected will be limited to the participant’s current
immunotherapy vial and dosing, distraction method utilized, site of the application method and, if
applicable, antihistamine use and pain medication use. Demographic data collected will be age,
race and gender. Symptom and health data point collection will target allergy injection reactions
and the presence of allergic rhinitis, asthma and atopic dermatitis. (Refer to Attachment V).
Pain perception data will be collected from both the child and parent using facial and numeric
pain scales (Refer to Attachment V).

All data collected will be entered into an EXCEL data collection tool and stored on password
protected, secure computers. The data will accessible only to the investigators and research
coordinators in the study.

Data Analysis
Quantitative component data collected and evaluated for this study will include the number of

patient participants within the allergy department, randomized interventions used, diagnoses
including allergic rhinitis, asthma and atopic dermatitis, immunotherapy medication and dose,
antihistamine and pain medication utilization, patient and parental pain scores, adverse
reactions, age, race, and gender.

Quantitative component data collected for this study will be extracted into Microsoft Excel
spreadsheets and analyzed using Excel functions. Target population demographic
characteristics will be analyzed using descriptive statistics by the principal investigator with the
level of significance set at <0.05.

All information collected as part of evaluating the impact of this study will be aggregated data
from the project participants and will not include any potential patient identifiers. Participant
confidentiality will be assured by coding the participants using individual identification numbers
for any analysis activities occurring outside of the electronic health record. This information will
be stored in accordance with Nemours IRB policies and procedures. The Excel files containing
codified data without protected health information (PHI) will be stored in password protected
files at Nemours, on a password protected desktop computer in a locked office space
accessible only by the principal investigator and study designees. The risk to patients
participating in this project will be no different from the risks of patients receiving standard care.

Informed Consent Process

¢ Children who meet study criteria will be identified by Principal Investigator or Co-
Investigator in the allergy clinic.

e Parents/guardians and child will be given an overview of the study, participation
requirements, and complete information on being a voluntary participantin a
research study. They will be given an opportunity to read the consent form, have
questions answered and decide if they want their child to participate.

e If both the parent and child are interested in participating in the study, one
parent/legal guardian will be asked to sign a Parental Permission and Consent Form.

e Children between the ages of 7 and 17 who verbalize understanding and are
agreeable to the Assent information and study expectations will be asked to sign a
Child Assent or Adolescent Assent Form.

¢ The Principal Investigator, Co-Investigator or Research Coordinator obtaining
consent will witness the parent and child signatures, will sign both documents and
provide copies of the signed consent/assent to the parent and child.
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Participating Sites
The study will be conducted at Nemours Children’s Specialty Care in the pediatric allergy clinics
locations:

e Jacksonville Downtown

e Jacksonville South

e Fleming Island
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| — Shot Blocker

ShotBlocker®

ShotBlocker instantly reduces needle pain and anxiety associated with injections.

ShotBlocker distracts and comforts patients of all ages receiving intramuscular or
subcutaneous injections to lessen the perceived pain and anxiety. ShotBlocker is an
innovative, patented device that is both simple and easy-to-use.

Features and Benefits

ShotBlocker

=+ Simple Design - One ShotBlocker per patient
is all you need.

+ Easy to Use - Just press ShotBlocker firmly
over the injection site and give the injection
through or near the opening.

» Immediate Effect - The contact points on the
underside create an immediate distracting
effect. Mo waiting for topical anesthetics to
take effect.

= Versatility — Useful in intramuscular
injections, subcutaneous injections and other
procedures that include a painful needle poke.

» Cost Benefit - Less costly than anesthetic
creams or freezing sprays. (Faster, too.)

= Smiles On Your Patient’s Faces — Invented by
a pediatrician to lessen the pain and anxiety
experienced by his patients.

= It Really Works!

Product Offering
#8050 - Box of 50
#8100 - Box of 100

“EMLT,CM,E Phone 1.800.551.6810  Fax 1.800.4555678  Web www.BlonixMed.com
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How ShotBlocker® Works

¢

ShotBlocker is a novel application of the gate control = 4

theory of pain management. ShotBlocker is a flexible :.; -;"i. =
plastic disk that has a number of blunt contact points -
on its underside. When pressed firmly against the
patient’s skin at the injection site, ShotBlocker saturates
the sensory signals distracting the patient from the - .
pain signals caused by the neadle poke. il@'ﬂ'l .

How to Use

1. Select the injection site and prep the skin as usual.

2. Hold ShotBlocker so that the blunt contact points touch
the patient’s skin at the injection site.

3. Press ShotBlocker FIRMLY against the skin. (A)

DO NOT MOVE OR REMOVE SHOTBLOCKER UNTIL
THE INJECTION HAS BEEN COMPLETED.

4. Immediately administer the injection in the usual manner
through or near the central opening of ShotBlocker.
For subcutaneous injections, angle the needle as needed
to give the injection. (B)
IF MORE THAN 20 SECONDS ELAPSE BETWEEN THE
PLACEMENT OF SHOTBLOCKER AND THE INJECTION
COMPLETELY REMOVE SHOTBLOCKER FROM THE SKIN.
REPEAT THE PROCESS BEGINNING WITH STEP 2.

5. After you have completed the injection and withdrawn
the needle, remove and discard ShotBlocker.

GERTIFIED | &1:012 Bionks Madical Tactraleghes. www . BionixMed.com MEDICAL TECHNOLOGIES

Bl Bbak-E0E
I B* i 5154 Enterprise Blvd. - Toledo, Ohio 43612 /] . BIONIX
= LU, Pakent 4502 555 Phone: 800.551.6810 - Fax: 800.455.5678 B
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Il — Buzzy Bee | (with ice pack-wings) and Buzzy Bee Il (without ice pack-wings)
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a8 Buz
DRUG FREE PAIN RELIEF & ®
Developed by o physician, Buzzy® is @
reusable device for minor
wehes and pains.

Buzzy® Is @ persenal consumer use product
intended to be used by o single user.

Bring with you ta the decter;
ot use af home for:

@ 5TINGS
S SPLIMTERS
& sHOTS

BuzzyHelps.com

Home Use Rev, 02.01.17

ICE WINGS:

Wings wil sy Fozan 10 minues ot mom empessine, For best
pain selief, the Wings must be frozen selid to aveid chsarbing
wibratan.

Faoce the blue o smoath side of the Wings loward the skin for
e ruising pawer. IF sensiive e cold, the soft side of the wings
should foce the skin.

Tipi Far lbong procacumes or far madicatans that bum ar sting,
prapom odailicesl Wings.

Stare fobded Wings In freezer. Gel inside Wings s o nondos,
sed, foodgroda produe that may d if i propey,
Moke: To banspor, placs thes Wings behwean the ColdToGa bag
bl ke nserts |sokd separichy, or bebween 2 comeesdiol eckd
pocks iscld sepamioly] io mainioin freen empemhee.

COMFORT STRAP:

O Combod Svap i o eusable, snglehanded toumiquet,
smoath and pinch ee Ta e, 1. Loop the Camlar Stap anoued
the: arm, pasing one end frough the sit in the ather, 2. Hald
thea sl cand pull the ather end through wnfil the dasired tensian
is reachad, then relecse the sited end. 3. Ta kock the Comlart
Strap in posiion, mlease the tension from the long and. 4. To
redanse, simply pull genty on the short end and the Comfort
Savops will Fall awery.

For shots: Switch on to adlivate the vibration, and
then place Buzzy® on the site of the shot. leave
for 15 seconds for surfacs shols - 60 seconds for
deaper injeciions. Immedialely before cleaning the
site, mave Buzzy® proximal (closer te the head) to
the pain location, and prass in place thioughout
cleaning and getting the shot.

For children who get their shots siting up, a parent
can putan orm cround the shoulders o held Buzzy™
for them.

Evamy daving nlast
ks pien, .

For Vs or phlebotomy:

Switch on ko oclivabe the vibmation,
and then place Buzzy® prodmel
(etaewel b the pain location. Prasein | 1=
place ar huck undartoumicuet befee |
immediately deaning and obigining
occess. Fass ary lourniquet through
shotto sacure Buzzy® 1o aim. Do nat
put directly on site of acoess.

INDICATIONS FOR USE
CONTRAINDICATIONS,
AMD CAUTIONS .
ICEWINGS ..
COMFORT STRA/
DIRECTIONS FOR USE
BUZZY PLACEMENT
1, L) L —
STOMACH IMJECTIONS .
FOR ACHES AMD PAINS
FIMGER STICKS, SPLINTERS .
BURNING, ITCHING
1¥'s AND PHLEBOTOMY
CLEAMIMG, CHAMGING BATTERIES,
TROUBLESHOOTING,
ORDERING, GUARANTEE

“g On 0% Lh b L0 BRI R =

Buzzy cumess wili u sbcors okt Srap ko Tok) Bucey @ |
Etrap arcurd the am, |
. 2 Hold fia s
ad pul the oher end drough undl fie desrad tension =
oot
4. To
Combor Svap

s on edambas 1. th

* moched, hen reease e dited end. 3. To lock e
S1op n posiion, rekass be tendan fom he long erd.
relinass, simphy pul gesdy on he sho end and e
wil ol crvny.

Use Buzzy® cnly on dlean, unbeaken den The sipes on Buzz®,
orboauzzn":nd kudms‘hﬂicpmcndg:ﬂx‘.h
heod on Buzeny™ ond swikh et awy.

Te s, conter e bigger # dirschy net 1o
i pain. :

Far injections in the stomach: [~
Flace Buzzy® loteral to the shot
lie, belly bufion, the shat, and

then Buzzy®

For Aches and Pains:

Apply dirsctly 1o sore muscles for maximum of 10
minutes. Hold in place or aftach with sirap. Buzzy®
has an energy saving automatic shukoff after 3
rinutes of constant uss. Simply press the butten on
top of Buzzy® to reactivate wibratien.

Far addilonal placement information, pleass visit
by yi/howto

CLEAMIMG:

Buzzy® is o personal consumer product intended
to be used by o single user. Buzzy™ moy be deaned
with aleohal based sonitolion wipes, Do not
cutockave, Do nol immerse in figuid. Soiled wings
shauld be dispased of and replaced.

BATTERIES:

Buzzy's bateries will kast of full strength abowt 20 hours.
For best pain relief, replace bomeries when
vibwation weakens.  Unscrew the back using a
Fhillips heod screwdriver to remaove back panel,
Buzzy® is powerad by Z clkaline AfA batieries.
Remove bakeries if Buzzy is nat being used for
entended period of ime.

Hyau are having frouble powering an your Buzzy®
unit, please open up yeur Buzzy®, remove the
batteries, bend the batiery fabs imvard, ond replace
the bioitteries,

INDICATIONS FOR USE:

Conimols pan auocialed wib niecfons  ank -
sats, cosmefic procedunes] and fhe laf of minar
s |msde or tendon ochs, spinks and bea stngsl. Ao

inended to oot myefasciol pain coused by mgger pois,
rasticted modon ond musde ension.

Fold Wings and STORE I FREEZER. Wings must be fazen
selid For best elflect. Persond Buzz® unts coms with universal
parsonol loe Wings & Comlort Stap. .

WARNINGS: For intended use anly * Direct or
prolenged application of ice could vasoconsirict
ar alter lab values.

CONTRAINDICATIONS: Do not use in the
presence of unexplained calf pain. Consult o
physician. » This device should not be used over
swollen or inflamed areas or skin erupfions. * Do
not place directly on @ thermal burn * Do not
use ice pack with underlying sensifivifies to ice or
cold (.. Sickle Corl Disease, Raynoud’s

r)m:\ e,
o

the oddmss 3

Disease].

CAUTIONS: Store in a cool, dry place.

Buzzy PLACEMENT:

The Buzzy® physiologic blockode works best
when placed “between the brain and the pain® in
the same nerve area as the pan. On ams and
shaulders, nerves run from fingers to shoulders 1o the
spine. For the chest and back, the nerves run from
the: cantar of the chest or somach horizonally 1o the

hack. On the thighs, the narves un diagonally from
tha inner thigh around to the back fo the spine,

For children: For best results, let children hold
Buzzy® in advance for familiarity, and let frem
choose whathar or not to usa the ice pack.

For finger sticks or splinter
removal: Switchontoacvalethe
vibwation, cnd then prass Buzzy™
on the palm with tha bottom end
o the finger. leave in place =

theougheut clecning and doing |
the procadure, S

For burning or itching: Like any cold and wom
fhercny opplicafion, Buzzy® can be helphl for buming
ar iiching. For msact bes or medicaticns fhaf cause
burning or fching, taka frozen Wings and mossage the
vibealing Buzzy®/VWings combinafion direcily on the
st Rub or press in place unil the areo fesls befier, Do

ot place Buzzy® directy on o thermal bum.

-

TROUBLESHOOTING:
‘When used com, Buzzy® should lost years F Buzzy®
i dropped repeaiadly, hmshcmud thot hokds fe bateras
in ploce con bend. F Buzz® fals o funcion ofer a fall
iy pinching batteey dip In to rastone corfoct,

ﬁw L‘O omfmoNM NFQRMAT[O;I:
58 Wi L= 1 0 comphets bt
FACY's, uﬁ?{xh maney Meﬂlklpqudeuq
accesseries, replacsmeant parts, ond meonsl

GUARAMTEE:
Prendous

If nat completely  saished, reum wihin fese
[ panchiase for o Rull refund, o coned us

MM Labs
1$5 Arizana Ave ME, IV 08
Buzzyhelpscom. - info@mmlbs.com
elps.
8778052899

US Patented Brish Patent MNo, 2455695
ANE1T10, 1 248-004.5002400, | 2450064500100
Auhet v Farvpmern bacmaritve.
MPC NTEINATIONAL S
26, bonimeard tgcd
e
s T

R Type B Applied Part
R Tree 8 Appled P
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[Il — Ethyl chloride spray

’"““E&"“‘ﬁws
Ethyl Chioride"

MEDIUM JET STREAM SPRAY

T
= Reonly
Inwert the bottle while spraying.

INDICATIONS FOR USE: . i
Gebausr's Ethyl Chicride |s a vapocoolant {skin
retrigerant) intended for topical application to aantral
pain assoclated with injectlons, starting IW's and
i minor surgical p (such as
lancing boils, of Ineision and dralnags of smatl
abscesses), and the lemporary relief of minor sports
injurias. it is also intendad for use as a counteriniiant i
the managament of myafascial pain, restrictad mation
s and muscle tensien.

PRECAUTIONS:

Do nat spray in eyes, Inhalatien of ety ehloride shoul
be avolded as it may produce narectic and genedsl
anesthetic effscts, and may produce deep anesthesia ¢
fatal corma with respiratory of cardisc arrest, Ethd
chiotide is FLAMMABLE and should never ba used in
tha presence of an open flame or electrical cautery
eouipmant, When used to produca local freezing of
tissues, adiacant skin areas should be protested by af
apphcation of pelralatum, The thawing process msy be
painiul, and freezing may lowsr tazal resistance to
iniection and detay healing.

ADVERSE REACTIONS:

Cutaneaus sensitization may ocour but appears to be
axiremely rare. Fraezing can oocasionally aiter skin
pigrmentation,

CONTRAINDICATIONS: -

iyl Chisrida is contraindicated in individuals with a
history of hyparsansitivity to it.

WARNINGS: . )
For external uza only, Do not spray in tha eyes. Skin
absorption of ethyl chioride can eetur; no cases of
chranic polsoning have been reparted. Ethyl chiorde It
knzwn as a kver and kidnay toxin; [eng-lerm exposure
rmay causa liver or kicney damage.

" Gobauers
Ethyl Chloride-
/ 3 :

ger
1;*" s Injuries
yofascial Pain &
goer.Points,

WARNING: This product eentains a chemioal krown lo
1he State of Californiz to cause cancar,

KEEP OUT OF THE REAGH OF CHILDREN
DIRECTIONS FOR USE:

To apply Gebauer's
Etyl Chilorida fom a
botils, hold the battis
inverted while spraying.
Open tha dispensesl
apring valve completely
allowing the

Ethyl Chiorids to flow
from he bottla.

1. PRE-{NJECTION ANESTHESIA
Prepare ha syringe. Swak the traatment ares with

ny.
3.5fl.oz (1 (_33:5 mi) -

Gebauer Compa

Cenkinued ¥
et S e,

- —

)

an enfisaptic, Spray the irsatment araa with
Gabauvar's Elhyl Chiaride continuously for 3to 7
seconds from a distance of 3 to & inches

{8 10 23 om), Spray tha area until tha skin |ust fums
white; do not st Ihe skin and quiskly imroducs tha
naadla with tha skin 1aut. The directions are also to
b fellowad for cthar typas of needla insertion
proceduras such as starting [V's and venipuncture.

TOPICAL ANESTHESIA IN MINOR SURGERY:
Glean the operative sitz with a suitable anfiseptic,
Apply petrolaium lo protect the adjacent area,
Spray Gebaued's Ellyl Chlorids on the largst area
continususly for 3 1o 7 seconds from a disfance of
3% 9inches (8 to 23 em). Spray until the skin just
begins to whits; do not frost the siin and
prarmplly make inclsion. The anesthetic action of
G_emel“s Ethyl Chloride lasis & few secondsto z
minutz,

TEMPORARY RELIEF OF MINOR SPORTS
INJURIES:

The pain of bitisss, conlusions, swalling and minor
sprains may be controfled with Gebauar's Etyl
Shicride. The amount of cooling depends on the
Josage. Dosage varies with duration of appicaton,
Fha smabiest doss needed io praduca the desired
affect sheuld be used. The anesthetic effect of athyl
shioride rarely lasts more than a few seconds to &
minuta. This fime interval is useally sufficient to help
“educe or relieve the inflfal trauma of the injury.
Jatarmine the extent of the Injury (fracture, sprain,
aie.), Spray tha sffected area from & distanca of

1to Binches (8 ta 23 em) for 3 1o 7 seconds uniil the
Hhin just turns white; do net frost the skin, Aveid
:pmlydir:g the ekin beyond thic slata, Usa as you

vould lea.

3PRAY AND STRETCH TECHMIQUE FOR
WYOFASCIAL PAIN:

Sebauer's Elhyl Chioride may be used as a
i in the of myodk

8k paln,
wslricled motion ard muscle fersion. Clinical e
wondlions that may respond to Gebauer's Etni
Jhloride include low back pain {due to light muscles),
wcitte stilf nack, tarficolfis, acuts bursils of the
-haukler, tight hamsirings, sprained ankle, fight
nassater muscles and referred pains due fo inflated
rgger points, Fellef of pain facliates eary
nobifization and restoration of muscle iunction.

"he Spray and Siretch® tachniqus is a tharapeutic
wstem that involves three stages: Evaluation,
ipraying and Stratching. The therapeutic vaiue of

e Spray and Siretch technique is most efiectve
then the practitaner has mastared all of the stages
nd applies them In the proper sequance.

. Evaluation

‘he patient has been evaluated lo have paln causad
{ an;cuue‘ frritated frigger point then proceed to
:.espplaying

) Hawa the patient assume a comiortatle position,

] Take pracautions o cover the patient's eyes, nose
nd mouth If spraying near the face,

Conkinued «

@
3} Hold the bottle inverted. From a distance of
approximately 12 to 18 inchas {30 o 45 cmha'm i
stream s0 it meats the akin.at an acute angle,
lessening tha shack of impact.
4) Direct he spray In parailal swasps 0.5 1o 1 inch
(1.5 to 2 em) apan at the rata of approximately
4 inchesfsecond {10 cm/second), ‘Continue until the
entira muscle hag besn coversd. The numbar of
sweaps 18 determined by the slza of the muscls,
The spray should ba agplidd from the muscle
ﬁ:\:c:{nam aver the h'iwa'juiql. through and over

<. Siratching . .
Pacsively stretch the musgl dilng = yusm
spray applicafion. Gradually increase  “p e
the fores with successive swaeps, E \: w

As the muscls relaxes, smoathly laka %= =,

up the siack by establishing a new ot .
stretch length. |t Is necessary to “a
raach the full normal length of the
muscle to completely inactivate the
triggar paint and relieva the pain.
Rewarm the muscle. If necessary,
rapmat the procadura. Apply moist
heat for 10 to 15 minutes toflowing
treaiment. For lasting benafir,
aliminate any factors that parpatuate
e trigger maechanism.

CONTENTS: Ethyl Chioride

STORAGE:

Contents under pressure. Store In a cool pace. Da not
stare sbove 120°F [S0°C). Do not wes near firé or flame
of placa on hot surfaces. D& not stare on or near high
frequancy uliraseund squiprhent.

DISPOSAL: Tae

Dispase of in accordance with locs), giats and nafional
regulations,

CAUTION: .

Faderal law restricts this device to sale by or on the ordr
of a licanzed healthcare practitioner,

4l

|
3860 00‘103" 4

For more information about this produst
contact Gabater Company.

Manufaclurad by:

@ Gebauer Company’

Cleveland, Ohlo 44128 1-800-321-6348
wiw.gebauar,com
©2014 Gebauer Company  PEV 01/14
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IV — Data Collection Instruments for pain rating scales — (a) facial (b) numeric

Wong-Baker FACES® Pain Rating Scale

~~ —— —
o® o o6 ) (@) (s (e
0 2 4 6 8

10

No Hurts Hurts Hurts Hurts Hurts
Hurt Little Bit Little More Even More Whole Lot Worst

©1983 Wong-Baker FACES Foundation. www.\WongBakerFACES.org
Used with permission.
Instructions for Usage
Explain to the person that each face represents a person who has no pain (hurt), or some, or a lot of pain.
Face 0 doesn't hurt at all. Face 2 hurts just a little bit. Face 4 hurts a little bit more. Face 6 hurts even more.
Face 8 hurt a whole lot. Face 10 hurts as much as you can imagine, although you don't have to be crying to have

this worst pain.

Ask the person to choose the face that best depicts the pain they are experiencing

Numeric Rating Scale

PAIN SCORE 0-10 NUMERICAL RATING

0-10 Numerical Rating Scale

Moderate Worst
Pain Possible Pain

Instructions: Parent/ Guardian, please circle what pain level YOU percieve YOUR child to be in just after
receiving their subcutaneous Immunotherapy (allergy shots).

PPAST v1.0-Numeric Rating Scale
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V — Parent Questionnaire: Demographic — Health — Treatment Questionnaire
I E E E _ —E EEEEEhIit=—=—=————

PPAST study Source Document Worksheet — Attachment
Pl: Jennifer Pfieffer, M5SN, APRM, PCNS-BC, CPEN

Participant 10 Visit 2: ! !

Demographic — Health — Treatment Questionnaire: Parent Interview

frrvestigetor will interwiew the parent to complete s questionnmive.
Guestiamamre fo be completed priar o administering aiiergy shot.

1. How ald s your child?

2. what race / ethnicity is your child?

3. what gendsr is your child?

4. How long has your child been on allergy shots? (Estimats in weeks, months or years)

5. what is the number of allergy shots your child will receive today?

. what color vial is your child on?

7. what is your child's dose for the allergy shot?

8. what kind of allergy shot is your child receiving — venom / fire ant / environment?

9. Has your child ever had symptoms after receiving allergy shots?

If yes, explain:

10. Has your child taken any medication for pain today?

If yes: What was the name and dose of the pain medication?

For what reason was the medication given?

‘what time was the medication given?

11. Does your child use antihistamine medications?

Ifyes: what was the name and dos= of this medication?

How often is the medication given?

‘what time was the medication given?

11. Flease check the [ if your child has any of the following symptoms:

Od Allergic Rhinitis O  asthma O Atopic Dermatitis

: —
Investigoftor Sigrature Tieme form completed Durte form compieted

V10— 150ecls
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