1D: HM20007302 Wiew: SF - Study Identification

Study ldentification

1. " Sedect the Principal Investigator:
Praveen Dharmagpalan Prasanna

2 ° Study Tiie:
General anesihesla with endotracheal tube versus laryngeal mask alrway In patients undengoing catheter abiation for atrial Morkation, a
narHrerority trial

3 Ia this a student or fraines project in which activities will be carried out by that Individual under your supervision:
Yes
= Ho

4. Select any assoclated VCU IRB protocols:
{v] Pl

HM2DD0TE95 Praveen Dharmapalan Prasanna

1D: HM20007302 View: 5F - Research Determination

Research Determination
1. " Sedect one of the following that applies to the project:

= Ressarch Project or Clinlcal Investigation
Excaption from Informed Consent for Planned Emergency Research
Humanitarian Use of Device for Treatment or Diagnosis
Humanitarian Use of Device for Cinical Investigation
Emergency Use of Investigational Drug, Blologic or Device
Treatment Usa (Expanded Access io Investigational Product for Treatment Lise)

Center or Instfule Adminstrative Grant Review

1D: HM20007302 iew: SF - Federal Reguiaions

Federal Regulations
1." Ia this a Clinical Trial:
= Yeg
HNo
2 |z this an Applicable Clnical Trial that must be registersad and reported fo clinicaltriale.gov:

= Yeg
Mo

3 Is this a FDA reguiated study:
Yeg
= Ho

4. Ia this study supported by the Department of Defense [DoD):
Yes
= Ho

5 ° Check If any of the following funding sources apply to this ressarch:

Naone of the abowe

1D: HM20007302 Wiew: 5F - Personnel







O —" N

|

1D: HM20007302 View: 5F - Conflict of inberest

Conflict of Interest

1. " To the best of your knowledge, do you [as P1) or any other engaged individual hobd a Nnancial confict of interest related to this

study?
Yes

= Ho

2 If Yes, provide:



= Hame(s) of the engaged conflicted Indlvidualjs)
= [Brief description of the Nnancial confiict of Interests

3 " Describe any poiential non-Ainancial conficte of Interest for members of the ressarch team that could Impact the conduct of
the study [If Hone, pleass stale "Mone™):
None

4. Describe any Institutional confict of Interest with this research that you or any member of the research fsam may be awars of:

1D: HM20007302 Wiew: SF - Communication Pian for Research Team

1D: HM20007302 Wiew: 5F - IRE Panel Setup

IRB Panel Setup

1. " To which IRB Is this study being submitied for review:

= WCUIRB
‘Westemn IRB
NCI Central IRB

Other IRB (Request io Defar to Another Instiution)

1D: HM20007302 Wiew: SF - Review Satup

Review Setup

1. " Does thiz study involve greater than minimal rek:
fes ® Mo

2 " Review Type Requested: (subject to IRE approval)

= Full Board

Expesdited
Exempd

1D: HM20007302 View: 5F - Research Description

Research Description

1. " Describe the study hypothesls andior ressarch questions. Use lay language whensver poasibba.
Primary hypothesis:
The hypothests of this prospective single bind rEndomizad trial Is that genaral anesthasla wiih laryngeal mark aiway 15 non-inferior in
lengih of procedure i endotracheal fube for patients undergoing ablation for atrial balagon.

Sacondary hypothasls:
The secondary hypothests ks that general anesthasla with LMA Is suparior or norHnferior to endotracheal tube In duration of ucroscopy,

post procedure side effects, patient satisfaction and recurmence of PAF.

2 " Describe the study's specifiic alms or goals. Use lay language whensver possible.
Study goal Is to determing If the wse of laryngeal mask alrways In abiation of atral Nbnllation s non-nferior o endotracheal fube In ferms
of procedure length.

3 " Describe the study's background and significance, Including citations, or upload a ciitation list In document upload. Use lay
languags whenawer possibie.
In recent years it has been shown that catheter anlation of symplomatic airial fibdllation (FAF) s superior io antiamhythmic dng therapy
with regamis to efMectivenass and clinical cutcomes. 1 Atrial ibdliation s the most common candiac amtythmia, with high rates of
concomitant heart fallure, stroke and mortalty:2,3 During an abiation procedure, a patient can be managed with Infravenous sedation or
General Anesthesia. Wihin this sefiing, General anesthesia Is associated with Improved procedure ime and cure rabe compared o
sedation.4

Alrway management during GA can be achieved through a LMA or an ETT. The use of LMA compared io ETT has bean shown In diferent
surgical populations to decrease procedure and recovery me, Improve hemodynamic stabllity and reduce anesthetic requirements.5,6,7
It has also shown o decrease ainway complications, and postoperative nausealvomiting which are Important factors that affect overal
patient satisfacion.d,9,10,11,12

Although general anesthesia In electrophysiology procedures Is associated with a higher cure rate, there have been reports of Increased
alnway trauma. 13 Additionally, | Is belleved that volatlle anesthetics may be associated with Increased ventricular action potential duration
as well a5 projonged G Inefval. 14,15 The Increased usage of aplalds during general anesthesia |s also thought o Interfers with

electrophysiniogy studies by affecting vagal tone. 16

ALVCU Health system, Anesthesiniogists have been successTully using LMA [General Anesthesia) for ablation In PAF In eligible patients
Tor over five years. The Investigators ane proposing a randomilzed, single blind study to evaluaie the use of LMA versus ETT In this patient
population. A concuent retospactive study will be conducted to evaluabs the |ast two years data of oulcomes In this patient population at
VCL. The Investigators wish to do a prospestive study to reduce blas, 35 the patients who have greater comorbidities are more Ikely b
have ETT for anestheska, and we belleve this wil skew the retrospective data when it ks collected. The LMA wsed at VG Health are LMA
Supreme [Telefiex Madicals, Ireiand). The stugdy Is designed as a norHnferiorty study with a primary outcome of procedure length.



Secondary outcomes wil Include flourcscopy duration, total anesthesla ime, total Indra- and post- procedure oplokls and
lonoirpes press0E/Chionatropes, patient satisfaction, PAF recurmence.

4" Briefly describe the study design, Including all interventions or Inferactions with ressarch particlpants and access to
IdantiNable data. Ues lay language whenever posaibba.
Sty Deskgn:

This wil be a prospective, randomizad single bing study comparing the use of general anesthesia with endofracheal tube versts
larynigeal mask airway In patients undergoing ablation for paroxysmal atial fibrillation. Patients will be consented the moming of the
procedurs and will be conductad mlyhj‘ﬂncrypemuﬂrel Al patient denifers will be stored In 3 separate, password protected document
from data set. Patients will be randomized, data collected and stored In the secure REDCAP database. REDCap database randomization
sofware will be usad to rEndomize patients Into one of the two study groups. Patients wil be ENdomized after they sign Informed consent
the moming of the procedure. Randomization wil be done by study personnel using REDCap and verbally conveyed io anesthesla
provider that moming of procedure. The minimum necessary study personnel will have access o patient idanifers.

Power analysis: Estimated mean procedure fime 3 hours, range 1.5-4.5 hows, standard deviation 0.9, n = £2 to detect 0.5 hour margin of
norHnferiorty between the two groups. Including 5% grop-outs, final n=87. Goal enmliment 44 patients per group.

Patients assigned fo the ETT tube group will have ETT placed In the safest manner deemed appropriaie by atiending anesthesiciogist.
Possiblz ways o have ETT placed will be using direct lanyngoscopy, glidescops or fiberctic Intubations. Size of ETT will be decided based
on patient charectaristics and discretion of att=ndng anesthesinlogiss. Ones placed, auscultation and capnography will be wsad to ensure
comect placement of ETT.

Patients assigned io the LMA gropu will have LMA placed In a standard fashion by anesthasla provider. LA size will b2 decded based
on patient charecteristics and at the discretion of attending anesthesitogist. LMA used wil be LMA Supreme [Teleflex Medicals, Ireland).
Once placed auscuitation will be used to ensure comect placement of LMA.

Once assigned to a tial group patients will undergo anesthesla per standard of care, using the necessary anesthestic medications o
provide adequate anesthesta, amnesia and analgesia. Mo change In medications will be dictated by patient enroliment In study.

5 Upload any supporting tables or documents:

10: HM20007302 View: 5F - Study Activities
Study Activities
1. " Sedect which study typs best describes the majority of the study. Your response will help defsrmine which IRE pansl should
reviaw thils.
% Blo-Medical

‘Qualltative - SocialBehavioralEducation (SBE)
‘Quantitative - SBE
Mixed Method - SBE

Mixed Method - Bliomedical

2 * Thie study will Involve (check all that apply):

# procedures such as surveys, Interviews, Nedd studies, focus groups, educational tests, deception, peycho-physiobogical
testing, any oiher similar data collection

# secondary data analysis: procedures such @8 analysis of Information collected for non-research purposes (Inciudes both
retreapective and prospectively collected Information), or analysis of data previously collected for a prior ressarch study

# drugs, devices, experimental Intersentions, blohazards, radiation, other medical or surglcal procadures

1D: HM20007302 View: SF - Blo-Med Project Detalls

Bio-Med Project Details

1. Select all detalls that apply:

Drugs, Bloiogics, Supplements, and'or Other Compounds

Placebo

‘Washout Period

Device Evaluation

Bio-Hazands, Other Toxins, Recombinant DMNAMGene Transier

Readiation Exposure andior Scans Involving radiation [PET, MRA)

Stem Calls

Expanded Access - Treatment Lise of an Investigational Product
« Other Medical or Surgical Procaduras

+ Protected Health Information [FHI)

1D: HM20007302 Wiew: SF - SoclalBehavioral Project Detalls

Social/Behavioral Project Details
1. " Select all that apply to this study:

+ Analysls of Information Originally Collected for Mon-Research Purposss

Analysis of Data Originally Collecied for a Previous Research Study



Behavioral intervention or Experimentation
Observations
Educational Settings/Assessments/Procedures
Papulation Easad Fleld Study
Peychophysiological Testing
Decaption
Oral Histoay
InterviewFocts Groups

# Surveyai@uestonnalres/Peychomstric Testing

Hone of the Abowe

2 ° Wl any porfion of the research be pofenttally upestiing to the participants:
Yes
= Ho
3 If Yee, describe the nature of the queations and how you will manage the sifuation should participants become upast:

4. Upload ALL Instruments/gubdes that will be used, Including scripte/questions to guide Interviews, surveys, questionnalres,
obsarvational guides, stc._

1D: HM20007302 View: 5F - Data Collection Detalls

Data Collection Details

1. * Sedect all Involved in the study:

SpecimenBiclogic Sample Colaction
+ Protected Health Information [PFHI)
AudioNiden
+ Existing Data or Specimens Mot From a Regisiry or Reposiiory
Use of Imtemet for Data Collection
RegistriesReposiones [Includes Accassing, Contributing or Creating)

Hone of the Abowe

2 * elect all identiNers that will be collected a8 part of this sfudy [Including for recrultment, data gathering, data analysis, etc.),
even If the data will eventually be anonymized:

+ Mames
Geographic Locairs Below State Level
Soclal Security Numbers
« Dates (year alons ls not an identifer)
Ages =83
Phone Numbers
Facsimile Numbers
E-mall Addresses
+ Medical Record Humbens
Device ldenifers
Blometric ldeniferns
Web URLs
IP Addresses
Acoount Numbers:
Health Plan Numbers
Full Face Photos or Comparable Images
License/Certification Numbars
Wehicie ID Mumbers
Other Unique Identifar
No Identiflers
Employee Vi

3 Ir "Other Unique Identifier wae sslectsd above, describe the ldentifers:
4" Wl participants be able fo withdraw their data [paper. slectronic, or specimens) from the study If they no longer wish to
participate:



= Yag
Mo

5 If yes abowe, describe how participants will be able fo withdraw their data:
Patients will b= given a copy of consent form with contact Information of sbudy PI's and will b2 able to withdraw after dischange from the
haspital by contactng those Individuals. During hosplal stay the care teams will have contact Information for study personnel In case a
patient wishes io withdraw during thelr hospiialzation.

1Dz HM20007902 Wiew: 5F - HIP&A
1. " Describe the protected health Information that will be obtalned or used in this ressarch:
Data collection:

Demographics: age, race, comoridities (diabeles, hypertension, connary artery diseass), weight, and heaight
Procedure fme: Will be measured as fime from start of procedure to end of procedure, as recored In minutes
Flworoscopy time: As measured and reporied by elecirophysiology and rmdiology nofes, recorded in minuies

Total anesthesla time: Total anesthesia time as measurad In minutes and recorded In Me anesthesia recom, from anesthesia start time to
anesthesia stop time

Time o discharge from RACLE tme from amhval to PACU untll discharge from anesthesla cane

Total Intra-procedure opiokds: Measured In fotal amount of opickds required during procedure, If diferent oplkokts used will convert to oral
moaphine equivalents

Anesthetic Requirements: average end tidal wolatle anesthetics, average amount of inbravenous anesthetics

Infraoperative hemodynamics: average heart rate, maximum heart rate, minimum heart rate, average MAP, minimum systolk: biood
pressure, maximum systolic heart @ie, minimuwm dastos bood pressure, maxmum dastollc biood pressure

Infraprocadure pressorfonotropedchronotrope requirements: total measured amounts of all pressorsionoiropes and chionatropes
Intraoperatively

administered
Parameters: size of left atrium (mej, lef ventricular election fraction; duration of paroxysmal atrial fbrillation prio o

procedure

Alrway trauma: Any noted frauma In the anesthesia or post-procaure notes, Including damage to ipsAzeth, laryngospasm, need for

reintubation post procedure

Post-procadure nasea; Measured by number of doses of antiemetics given In the post-procedure time period.

Post-procadure emesls: Measured by number of imes patient has emesis during post-procedure time pariod.

Alrial fibrillation recurmence: defined as recumence of panoxysmal atrial fbrilation recurming at any time afer 5 weeks past the day of
procedure. As standand of care these patients are followed up with Holter moniiodng for 3 perlod of & monihs. Holer manitoring will be
fane for 45 hour time periods Immediataly post-procedure, 2 weeks, 6 weeks, 4 MONS and & mMons post procedurs as is standard of
care.

Aspiration events: aspiration events s noted In the anesthesia, PACL and post procedure nodes would be documented.

Patient Satisfacton: patients will be given an survay by study personnel prior to discharge from the hospital; survey will be conductad In
person by study personnel

Cost - an ana of cost to patient as well as overall cosis will b2 conducted
pa

2 " Describe the source{s) of the protected health Information:
Information will be collected both by reviewing data from the medical record of VCU Health, Cemer as well 35 by In person sUnveys
conduwcied prior bo hospital discharge.

3. " Explain how the PHI collecied or used In this research ks the minimum necessary to accomplish this research:
PHI coliected Is minimum necessary o detenming gur primary and secondary ouicomes In determining I the use of LMA Is norHnferior o
ETT for ablation for atrial fibrillation.

4. " Sedect all pathways this research will employ to uss or access PHI:

De-identilied Data
Umited Data Set
Walver of Authorization
+ Partlal Walver of Authorization
« Signed Authorization Combined with Conesnt Form

Signed Authorzation as Stand-Alone Form

ID: HM20007902 View: SF - Partial Walver of Authorization

Partial Waiver of Authorization
1. " Sedect the purpose for requesting the partial walver of suthorization:

# Identify poesible parficipants fo recrult for the study

Walve some elements of aulhorization (such as slgnature)

2 It you selected “Walve some slements of authorization™ above, lizt the alements you want to walve and explain why:

3. " Explaln how the partial walver of authorization posss no greater tham minimal rzk to participants” privacy:
Partial walver poses no greater than minimal risk as the patient chart will be briefly reviewed io detesmine eligiblity for study enrdment.
Mo ideniiflable patient information wil be collected or siored prios fo patient consent to enroiment in study. Only the minimal necessary
study personnel will be Involved with Idaniifying possible paricipants o recrult for study.

4. It you selected "ldentify posaible participants to recrult™ above, describe when will the identiNers be destroyed for thoas who do
not eventually enrcdl In the study?



+ Following Participant Contact
Fodlowing Participant Enmliment
Upon Reaching Siudy Accrsal Oojectives
Other
5 * Other than the Pl and resaarch personnel identified In this ressarch application, who slss will have access to the Profectsd
Health Information?
Mo oiher paople wil have access to the protected health Infoemation.
& " Explaln why the study cannot practicably be conducted without the partial walver of authonzation:
The parilal walver Is necessary for study personnel to idantify possible patiants for recruliment into the study. Once a patient Is deemed
nat a eligible participant of declines to corsent io participate, they will have no identfiable Information siored.
7. " In applying for a partial walver of authorization, the Pl agrees to the Tollowing:

w the dentifers wsed for this research study will not be used for any other pupose or disciosed fo any other person or entity {aside
from memisers of the resaarch team ldeniifed In this application), except as required by law

= [T at any time the P| wanis to rewse fis Information for other purposes or disciose the Information to other Indivivdals, the P1 wil
saek approval from the IRB/Privacy Eoard

n ihe Pl owill comply with WVCLU HIPAA pollcies and procedures and to the use and disciosure resinctions described abave
n ihe Pl assumes responsibility for all uses and disciosures of the PHI by members of the study team

= Yeg
Mo

1D: HM20007302 Wiew: 5F - Existing DataiSpecimen Detalls

Existing Data/Specimen Details

1. " Describe the source and nature of the datalzpecimens being cbiained:
Patient Information will b2 collecied from existing medical record will Include: diagnosis list, comorbid conditions, previous laboratory data,
demographics, walght, haight.

2 * Describe how you have access to the datampecimens:
Access Is through VCU Health medical record, Cemer.

13-
Describe any ldentiflers or coded Information that will be obiained that can be linked directly or Indirectly to the identity of
participants:
Medical recond numier, dates, and names {36 signed on consent forms)
4. " Did individuals provide congent for research when the data I samples were originaily collecied?
Yes

= Ho

5 It yes, did the conssnt allow for sharing of the data:
Yes

Ho

1D: HM20007302 Wiew: SF - Data Confidentlality and Storage

Data Confidentiality and Storage

1. " Confdentiality refers to the way private, identifiable Information about a participant or defined community Iz maintalned and
shared. Describe all of the precautions that will be used to maintaln the confidentiality of ientiNable Information, samples or
Imans:
;.I‘p“mﬂﬂdeﬂidhfbmm'll be stored In a password protected manner and only be accessile by the minimum necessary personnel Tor
study completion. All patiend Information will b siored separatedy from the patient identiflars, In separabe flas which will only be accessibie
by the P1, Co-Pls and oiher minimwm necessary siudy personnel. Downioaded fles will be stored on password protected secure network
drives. Data coliect and randomization will b= done wsing the secure REDCap databae.

Paper documents will be stored In a locked cabingd In Ov. Preannas ofMce once they are collected and signed.

2 ° Who will have access fo study data:

P, Co-Pl, reseanch assistant and other study personnel will have access o study data. The fewest necessary personned wil have acoess
o IdentNable patient Information. Other personnel will only have access to de-dentified patient data.

3" If applicable, describe the process for assigning codes to the data Including :
- how codes will be assigned
- whether there will be a key linking Identifable iInformation fo the data
- where the ey will be stored
- wiho will have access o the key
- when the key will be destroyed
The code will be done In a numenc fashion, as assigned by REDCAP. Al patient data and Information will be kept exclesively In REDCAP
and key only accassible io minlmum necessary siudy pessonned. Kay will be destroyed onee all data collection and analysls are compiste.

4. " Wl the sponsor or Investigator obialn a certificats of confdentiality for this study:

# Mo - CoC will not be Dbtsined
ag - CoC has been Obtained
ag - CoC Reguest is Pending
ag - Plan to Submit CoC Reguest

5 It the Certificats of Confidenttality has been obiained by the PI, upload it here:
& " What will happen fo the ressarch recornds when the research has been completed:

& Stored indennitely with Identifers removed



Stored Indefinfedy with kdentilers attached

Destroyed at the end of study once the millmum time required for data refention has been met per VCU Data Retention Policy andior
GPONGON Netention requiremantis

Destroyed when notifled by sponsor but not less than the minimum fime required for data refention per VCU Data Retenfion Policy

Other
7. It Other, axplain:
B If "gtored Indefinliely with ldentiNers attached”, explaln why ldentifiars are necessarny:
1Dz HM20007902 View: SF - Types of Sites

Types of Sites

1. " Sedect which of the following accurately describes this study:

= Mot Multicenter Study
Multicenter Study - VCU Lead

Multicanier Study - Non-w'CU Lead

2 * Sedect all aites where study Interventions or Interactions will oceur andior identifiable data will ba held:

# VCU Sits
Hon-VCLU Site [VCU Investigatons are conducting'overseaing the conduct of the study)

3 " Iz thers 8 community parimer in thiz ressarch sfudy:
Yes

= Ho

ID: HM20007902 Wiew: SF - WCU Site Detals

VCU Site Details

1. " Sedect all VCU =lies that will be utilized In this sfudy:

Cinical Research Senvices Unit (CRSU)
Massay Cancer Cenfer

# VCU Health System
VCU Qatar

Other WVCU Site

2 " Provide detalls regarding each VCU Sits including:
- what clinics | faciiities will ba wasd
- regurcas that are avallable for the conduct of this study:
The Inltial comtact and Intervention will be at VCU Healh electrophysioiogy unilt In the gateway baliding. Patient contact for sunvey will be
done at the iInpatient unit of VCU Health prior to discharge. Patients will have follow-ugp visits In the dinics of WCU Health

Electmphysioiogy Depariment.

1D: HM20007302 Wiew: 5F - VCU Health System

WVCU Health System

1. " The Pl has reviewed and agress to comply with the Conduct of Clinical Research in VCLU Health System Patient Care Areas
policy:
= Yeg
HNo

2 " Explaln how you will notity and obtaln support from patient care providers in the units where the study will be conducted:
Patieni care providess, speciiically anesthesia pre-op, Intra-op and post-op S, will be Informed of the shady plan prior o patent
enrpliment. Mo change In practice will be required except for anesMesla providers, who will be Informed of randomization of patients o
LMA vs. ETT.

1D: HM20007302 View: SF - Study Funding

Study Funding

1. Have you applied for funding:
Yes

= Ho

2 If =0, Is this study already fundsd:
Yes

HNo

1D HM20007302 View: 5F - Fedy Population



Study Population

1. " Provide the total number of participants you sxpect to enrodl in this study under the VCLU IRB:
B3

2 Irthis ks a multl-Center Project, what Is ihe total anticipated number of subjects acroes al sites:
3 " Provide justifcation for the sample slze:
Power analysis: Estimated mean procedure time 3 hours, range 1.5-4.5 howrs, standand deviation 0.9, n = B2 to detect 0.5 hour margin of
nor-merority between the two groups. Inciuding 5% drop-owls, final n=-67. Goal enmliment 44 patients per group
4" List the study Inciusion critera:
- Patients undergoing primary ablation for paroxysmal atrial Noriation
- Able to ootain consent In Engllsh language
- BMI =35
5 " List the study exchesion criteriac
- Pabients <13 years oid
- Patients undergoing abiation for amtvyihmias other than panooysmal airial fioriition
- American Society of Anesthesiologist physical status of 4 or greaier

- Patients undergoing repaat abiation
- EMI=35

- Pregnancy

- Prisoners

- Patients unabde mermm[

- Patients having trans esophageal echo on the same day

- Patients unabie to give consent In Engllsh language

- Patients will also be exciuded If the attanding anesthesiniogist detenmines that they would not be sultable candidates Tor Intubation with

efther method (ETT ube or LMA mask).
- Patients with severed gasiroesophageal refliux disease
- Patients with high risk of aspiration

& " Check all participant groups that are Ilkely to be Involved In this etudy. If It Is possible that a regulated vuinerable population
[chlldren, pregnant women, prisoners) COULD BE involved In the study, be sure to check them:

Healthy Voluntears
Children
Emancipated Minars

Pregnant Women
Fetuses, Meonates, Fetal Materal or In-vitno Fertlization

Priscners

Decisionally Impaired Adults

When cancer ks Integral o the research - cancer Patients, Family Members, Healtheare Providers o Prevention
# VCU Healih System Patients

Hon-VCL Patients

VCUVCUHS Students or Tralnees

VCUVCUHS Employees

Individuals with Limitad English Proficiency

Active Milllary Perscaned

When researching In a K-12 environment - populations Within School Districts or Other Leaming Emvronments

T.If you are either targeting, or excluding, a particular sagment of the poputation | community, provide a description of the

groupdorganizationicommunity and provide a ratlonale:
Patienis who are unable to consant In english language are belng excluded 35 the Investigatons Teed that i would be dificult b unformily
obtain informed consant and collect dia In this patint population.

B " Sedect the age rangs{s) of the pariicipants who may be Involved in this atudy:

< 1 Year
1-6 Years
T- 12 Years
13 -17 Years
# 18 - 20 Years
# ¥ -E&5 Years

+# > &5 Years

1D: HM20007302 View: 5F - Polential Subject Identification and Recnutmant

Potential Subject Identification and Recruitment

1. " Chooss all recrultment methods that may be used:

E-mall Campaign
Phone Sollcitation
Flyers, Latiers or MewspapenTWRadio Ads

Websle



# Direct Contact
Psychalogy Research
Participant Pool [SOMA)
VCU TelegRAM announcement
Word of Mouth

Other

2 if Oiher, please describe:
3 " Select the methods used to obialn names and contact iInformation for potential subjects:

Pre-Existing Relationship with Participants
# Eelsctsd from Pra-Existing VCU Records

Salected from Pre-Exlsting Non-VCU Records

Salected from Publicly Avallable Records

Feeferred by Health Care Provider or Other Health Professional

Recrulted from Database or Regisiry

Identified throwgh Community Based Organization {Schools, Churh Groups, eic.)

Saif Refemed (FlyernAd)

Other

4. It Other, pleass describa:

5 " Describe specific detalls for identifying and recrulting participants, iIncluding but not imited fo:
- Spaciic locations where recrultment materials will be displayed
- How contact iInformation k= obtalned for any direct contact with potential participants

- Who will approach andior respond to potential participants:

Mo recruiiment materials will be dispiayed. Direct contact will be done In the pre-procedure area of electophysiology at WCU Health.
Sty persormel as listed will approach potentlal participants who have bean determined io be eligible for participation In study. Contact
Information will b= from electophysiology schedule and pre-screening of potental study participants.

Patieni sereening will be done by evaluating the posted schedule for elecirohysiclogy for each day and potential patients undergaoing
ablation for atrial fioriiation will be identfied. These charis will then be evaluated to determine If they qualify given the studies strict
Inciusioniexciusion criteria.

& Describe any special recrultment procedures for vulnerable populations:

7. Upload all recrufiment materials Including ads, fyers, scripts, lsthers, small iInvitations, TelegRAM announcements, and
postcard remindars:

B " Before potential participants consent to the study, will ecresning questions be asked or will any scresning proceduresissts be
dong would not otherwiss be done as standard of care:
No

5.1 Yee, will identifable Information about Individuals be recorded during scresning:
Yes
HNo

1D: HM20007302 Wiew: SF - Privacy

Privacy
1. " Privacy s an individualge right to confrol how others view, record, or obtain Information about them. When privacy ls
violated It can Involve such th as being asked I tions In a Ic satting; bel Icly Identified as having a
particular {:Mmubrh‘hcordwm Is; halnn% pml:ugapwﬂ wﬂmm urr“m -mmm mﬂn' IJllml:{?'rvllaut:\hunulnp pmwnn:g
Information.

Describe how participants’ privacy will be protected during:
- identification,

Patients’ privacy will be respactad by ensuring that only those people they are comiortable being present will be there during the consent
process, and that thelr participation In the study will not be made known to anyone not providing direct patient care. Patient consent
process will 0CCU In anea separated by curains of a door 1o enswe privacy. Addionally, hiek reconds will be accessad by on the

minimLEm necessany number of peopie fior study completion.

1D HM20007302 View: FF - Cosis to Participants

Costs to Participants
1. Select al categories of costs that participants or thelr Insurance companies will be responslble for:

Participanis will have no costs associabed with this study
# Study related procedures that would be done under standard of care
Study related procedures nod associated with slandard of care

Admilnistration of drugs | devices

Sfudy drugs or davices



Other

2 Ir Other, axplain:

3 " Provide detalls of all Anancial costs to the participant, ofher than time and transportation. Addiional detalls regarding
standard of care costs will be requested on another screen, I applicable.
No additional financial costs to participants above standard of care wil be chamged.

4. If applicabls, upload a Cost Analysis form here:

1D: HM20007302 Wiew: 5F - Standard of Care V5. Research Cosis

Standard of Care Vs. Research Costs

1. " Describe any procedures, therapy, lab work, x-rays, drugs, or devices, efc that are conaldersed standard of care and will be
charged to the participant or thelr Insurance:

All associated procedures involving anesthesia, ablation, hospitalzation, post procedurs hoiter monitors and post procedure offics visits
are considerad standard of care and will be charged to participant and thelr Insurance.

2 " Describe the process fo determine whether participants’ Insurance will cover the expensss:
Patients will have the procedure and all associated expenses submitied to Insr@nce as standard of care.

1Dz HM20007902 View: SF - Compsnsation
Compensation
1 mﬂ;:ng.mpm“ that will be provided Including:

- total monstary amount
- type (e.g.. gift cand, cash, check, merchandiss, drawing, extra class credit)
- hiow It will be disbureed:

No compensation.
2 if companzation will be pro-rafed, sxplain the payment schedule:

D: HMZ20007902 iew: SF - Risks, Discomforis, Potential Hams and Bensfits

Risks, Discomforts, Potential Harms and Benefits

1. " Describe the risks to participants sssoclated with this study:
- physical, peychologlcal, social, legal, inanclal, and other risks
- seriousness of given raks
- probabiitty or Mkelihood of glven risks
The risks of LMA airway management in abrial fibaiilation ablafion are; gastric aspiration, Intraorl frAuma, InbaorEl nerve palsles,
langynospasm, Incomect placement, need for conversion to ETT, sore throat, pulmonary edema, bronchoconstriction

The risks of ETT airway management In atrial fibrilation abiation are: oral Injury, dental injury, Incomect placement, hoarseness, sone
throat, laryngospasm, laryngeal injury, dificulty swallowing.

There |6 a potentlal risk of loss of condientiality.

2 * Describe how the risks / harms will be minimized:
FiigksMarms will be minimized a5 patient data will be carefully managed and aceassible by mINkMUm necessary study personnel. Risks
are minimized 3s both groups will have anesthetic plans that have been proven safe and Standard of care in 3 wide varety of clinical
sltuations.

3 Ir the dizciosurs of any of the Information obtalned during mmw place the individual st fek for harm (legal,
reputation, st ) and the information will be recorded 8o that the Individual could be Identified, sxpiain the protections
that will be put In place fo decreass the risk of disclosurs:

4. " The Coda of VI la Ires that t madical pareonnel and all smployess of institutions of h sducation report
suspected :hlmﬂrm";nay:;‘h nuwmmﬁmmnm Mnﬁ“u:'mqlm mandatory

reporting by the investigators or stam:
Yes

= Ho

5 " Ia It Mkely Investigators could discover a participant's previcusly unknown condiiion (eg disease, sulcidal thoughts, wrong
patarnity) or If a participant ks engaging in Ilegal activities:
Yes

= Ho

& If yos, sxplain how and when such a discovery will be handisd:

7. " Describe any potential risks or harms to a community or a specific population based on study Nndings:
There Is minimal to no risk or hams i 3 community or speciic population based on study Andings.

B " Describe criteria for withdrawing an individual participant from the study; such as safety or box concems, emotional
distresas, mn@mmmmﬂnmm.: - ety
Participants will be withdrawn from the study If they are conwverted from thelr infial Andomiza®on. They will also be withdrawn I they
request o be removed from study. Patiants who 0 not complete all e post dischamge holter montior evaluations will be kept In the study,
and the missed data fields will not be evalualed for that specific patients.

5. " Summarize any pre-specified criterla for stopping or changing the study profocsl dus fo safety concemns:
Mo specified criteria for stopping or changing study protocol for safety concems.

10. Where appropriate, discuss provisions for ensuring necessary medical, professional, or peychological Imbervention In the event
of adverss events to the subjectsa:

11. " Describe any potential for direct benents to participants In this sfudy:
Participanis In this sfudy have polential for benefits of possily fawer side effects, while also having a simiar cutcome with regards bo
procedure length.

12. * Describe the sclentific bansfit or Importance of the knowledge to be galned:
The sclentific beneft of knowing If the use of LMA Is associaied with simllar {non-inferior) cutcome In tesm of procedure length and
detanmining I the side effects and patient satisfaction are superior coukd Improve the anesthatic cane of patients undengoing ablation of
aftrial fibrillation.

13. If applicable, describe aftematives (research or non-research) that are avallable fo potential participants If they choose not to
p pats In this study:

14. " Indicats If this study will have a Data Safety Monitoring Board (DSMB] or a Data Safety Monitoring Plan [DEMP): [Required for
all Full Review studiss]



DSME Review Reguired
# DEMP Requirsd

ot Required

1D: HM20007302 View: 5F - DSMP Detalls

DSMP Details

1. " Describe your Data Safety Monltoring Plan for monitoring the data collected to ensure the safety of participanis:
Data collection will be done In a timely manner, with iniial data Input within a week of each visit. After the irst 25 pabients are enmilied an
Interim analysis of pimary oubcomes as wel 35 adverse outcomes will be done to defermine If there Is an association between elther
group and Increased Incldence of adverse owicomes. If an association Is seen the IRE will be noffled and the project design reevaluated.

1D: HM20007302 View: SF - Consent Quallfiers

Consent Qualifiers

1. " Are you submitting your study as exempt and thersfors no consent s required:
Yes

= Ho

1D HM20007302 View: 5F - Consent Groups

Consent Groups

1. List all coneent groups:
Group Types Waivers Roles Roles Consent Coercion Decision Status
- Change
Other
Qualifled  yrittan, fncipa Consent will be Patients will b= Patients will be
Fatlents mfﬂm p",';m :W cotained in e approached by ghven from time
Participant Requested e preoperative halding study approached by
area priar to personnel and study personned untll
Investigatar procedure. Consent given facts of  medications which
Research will be pbtained prior study, no may alier decision
Coordinator 1o patient recaiving coercion will  making abllity are
any medications ~ be utlized i ghven.
Hm‘ﬁ‘ wilch would encolage Approdimatesy 30
AsglEta potenfally Interfere  patienisto  minukes to 1 hour
TralnesrStudent with decislon making participate.  prior to procedure
ablity. start.
Patlent Maone of the Walveraof  Principal Mo consent wil e Mo consant will Mo consant will be
Scresning Above {select  Some ar Investigator obtained be oblained  obatined
walver below] Al
emerts SO
of Consent
Research
Coordinator
Tralnee/Ftudent
2 Upload any consent | sssent documents:
1Dz HM20007902 Wiew: SF - Walver of Some or All Elements of Consent
Waiver of Some or All Elements of Consent
Consent groups that require a walver of gome or ail slements of consant:
Roles - " i Status
Group Ot Consent Coercion Decision Change
Patlent Mo consent will be Mo consent will be Mo consent will be
Scresning iotained oibtained obatined

Thi baslc alements of Informed consant are as Tollows:

1. All of the Tolowing:

a statement that the study IMvoives research

an explanation of the purposes of the reseanch

an explanation of the expected duration of the participants nvolvement

a tascription of the procedures o be Tollowed

Identification of any procedures which are experimental

2. A description of any reasonably foresseable risks or discomforts fo the participant

3. A description of any benefits to the participant o o obhers which may reasonably be expactad from the research

4. A disciosure of appropriate altemative procegures of coursas of treatment, If any, that might be advantageous to the participant

5. A statement describing the extent, If any, to which confidentiality of reconds ldentifying the participant will be malntaines

&. For reseanch Invohing more than minimal risk, an explanation as to whether any compensation and an explanation as io whether
any medical treatments are avallable If Injury occurs and, If 5o, what they conslst of, or whare futher informiation may be obtalned

7. An explanation of whom to contact for answens to pertinent questions about the research and resaarch paricipants' ights, and
whoem to contact In the event of a research-related Injury to the participant

8. A statement that participation ks voluntary, refiesal to participate will Involve no penaity or 1055 of benefits to which the pasticipant ks
othenwise entitied, and e participant may discontines participation at any tme wihout penalty or loes of benafits to which the
participant Is otharwise entitied

1. " Describe which of the slements of informed consent you are walving or altering for gach group Nsted at the top of this pags:
All elemenis of consent will be waived for this group. This group will conslst of the Individuals listed on the slectophysioiogy procedure
schedule whose charis will be reviewed for possibie elgibllity for shudy recruitment. These patients charts will be accessed by the
minimum necessary study personnel. The walver Is requesied 50 appropriate screening can be done without undue burden on patients or
shudy personnel.



2" Wl you be walving parental parmission for any of the conssnt groups at the top of this page:
Yes
= Ho
3" Is this study sanctioned by State and Local Government and designed to study public benefit or service programs:
Yes

= Ho

1D: HM20007302 Wiew: SF - Walver 45 CFR 46.1164d] - Adults

Waiver [45 CFR 46.116d] - Adults

1. " Explaln how the research involves no more than minimal rigk to the participants:
This portion of fhe research involved no more than minimal risk a5 this portion will Involve screening of potential patients for pessible
recrutment. The minimum necessary study personnel will evaluate patients chart for eligiblity. Mo change In patient care will ocour.

2 " Explaln how the walver or alieration will not adversely affect the righte or welfares of the participants:
Participants rights or weifare will not be affected a5 there will be no change In patient care secondary io the screening, and the screening
will be done by only sfudy personnel and the minlmum necessary chart evaluation wil be done.

3. " Explaln how the research could not practicably be carried out without the walver or alteration:
Walver Is requested 50 that patients can be property screened for possible Incusion Into research study. Without screening patients the
study personned would not be able io propery evaluated and enrcll poiential participants.

4. " Explaln how participants will b provided with additional pertinent information after participation. if this will not be provided,

sxplain why not:
Patients will not be provided additional pertinent Information, as this will be a simpile chart review for eligiblity Tor the shedy.

1D: HM20007302 Wiew: SF - Documents
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