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Getting Started in eProtocol

Wel come to eProtocol , Al 1l inads | nsRoliowthet i on al
instructions belovo get started in theystem

1. If you do not have a user ID and passwarcess thaser agreementn Al | i nads Rese
Administration site.

2. Read andgign the usergreementthen submit it to Allind Research Administratiokblpon
receipt of your signed user agreensaministrative staff will emaibur user ID and
passwordo you

3. Please notthe followingas you begin working in the system

1 eProtocol tracks dhe actions on a study and who performs thEmerefore, please do
notshareyourusébor password with anyone el se or u
password to access the system.

1 The system times oahd willrequire you to log in if your account hasrbieie for 45
minutes.

1 Avoiduploadng anyProtected Health InformatiofPHI) in the system; if a document
cont ai ns a s u bbscare orééemova itbafere uplpatireg ahe @ocument.

1 When scanning documents to upload, ensure that the docuncamgete biere
attaching it in eProtocol. The document mustibe f ai t hf ul reprooducti o

1 Use the spell check featuaed proofread your responses before submitting your forms.

4. Log into eProtocol.
a. You will be required tohange your password the first time you access the system.

b. Your home page will then appear.
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SPA Create Protocol Clone Protocol Delete Protocol

Protocols (In Preparation /| Submitted) ¥

NEW v
Currently there are no New protocols.

AMENDMENT

|{.<

Currently there are no Amendment protocols.

CONTINUING REVIEW

|<.<

Currently there are no Continuing Review protocols.

REPORT ¥
Currently there are no Report forms.
DEVIATION ¥
Currently there are no Deviation forms.
FINAL REPORT ¥

Currently there are no Final Report forms.

MISCELLANEOUS FORM

|<-{

Currently there are no Miscellaneous forms.

5. Follow the tips outlined below when using the system.

a.

Use a recommended browser.
If you are using Windows, eProtocol works best whenlasémget Explorer If you are
using a Mac, eProtocol works best when (Barfayi

Allow popup windows

Popup blocking software prevents the eProtocol application from opening certain
windows. You'll need to make sure that your browser has -afb ppdgcking software
disabled while using eProtod@ee thé&AQsfor instructions on removing pap
blockers.)

Avoid using your browser's BACK button.
Instead, use the menus and links within the application to navigate.

SAVE frequently.

eProbcol will time out after 45 minutes of inactivity. Only actions that cause the page to
refresh or reload (such as saving or navigating to a new section) are indications to the
system that your session is active.

Be patient.
Some processes can take a teitmirun. Although data is loading, your browser may not
indicate activity.

Read the Instructions.
Many pages in the application offer instructions on the page to guide you and to answer
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the most common questions. You can also chedkARQgpage for answers to eProtocol
guestions.

g. Sign out.
To protect your private information, always log off and shut down your browser cgmpletel
(close all browser windows) when you are finished using eProtocol.

6. Click the ACreate Protocol o button.

7. Enter the title of your studf?lease use standard title capitalization (i.e., capitalize the first
letter of each word with the exception of asideanandthd and prepositionsith fewer
than five letters).

8. Select the check box nextRB. (For SPA submissions, please consuB#d-orms User
Guide) Two form opti onsodEwipleldia pepde aFru:l | fBBiaa ndedd ic
Exempt. 0

Home = Create Protocol

J|IRB SPA

Biomedical - Expedited/Full Board
Biomedical Exempt

9. Decide whether your project requieapediteffull board review owhether itmay qualify for
anexemption This decision will determine which of the forms you complete.

Note: Researchers may not make an independent determination of whether a research study is
exempt. The authority to determine whether a study is exempt from revieediselesy with
the IRB or its designee.

10. Follow the instructionbelow if you selemtithein Bi o m&Edxipceadli t ed/ Ful | Boar
consultt h Biomedical Exempt f iastruntionsif you seleedthat option.
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IRB Biomedial Expedited/Full Revieworm

ThelRB BiomedicaExpedited/Full Revieworm haghe following sectiort® completdor IRB
review.

[ ot ent-E ant-RN an-RN et eI an-R e et

Personnel Information

Review Fees

Vulnerable Subject Checklist

Study Sites

General Checklist

Funding

Potential Conflicof Interest

Protocol Informatiorn(22 subsections)
Assurance

In addition, eProtocol has several features that assist the researcher in completing the submission
and receiving approval for the study.

i

c-CcCCcCC

Note:

Check for Completenedsslentifies the sections that nilie® completed before the
protocol can be submitted.

Submit Form Electronically sends the protocol to the IRB for review.

Print View Enables the user to print a hard copy of the protocol.

Event History Lists the actions that have occurred since theqmiovas created.
Return Notes Explains any actions users must tBlteeir submissions are returned to
them.

The system requiresuyto completethe Personnel InformatiorthroughPotential Conflict
of Interestsections (in ordebheforeproceethgto the Protocol Informatiosections

1
il

T
T
1

Click Spell Checlin the top menu to spell check the entries.

Click the Navigation Links on the blugavigatiorbaratthe left to proceed to #section
you wish to complete

Click the Previousor Nexticon to go ¢ the previous or next page.

Click Closein the strip above to close the Protocol Application Form.

Click Savan the strip above to save the Protocol Application Form.

Each section is explained in detail below.
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Personnel Information

Principal Investigator*

Allina defines "anestigator™ as an indiddual whe conducts a research study. If the study is conducted by a
teain of indidduals, the inestigator is the responsible leader of the team (21 CFR 312.3[b]1. Also referred to as
the principal invastigator.

Harme of Principal insestigator Crexgpresd (RDHPILH Tithe

Lizer, Allina L[]

Emmail Fhone Fax

allina.usen@keyusa com (B12)262-4953

Research Group Mail Cade Mailing Address
10105 2925 Chicago dve

Sty Role; Select all that apply.

[ Study-related procedures [ Obtaining coensent

ALL research persomnel are required to complete 1esearcher training prion te engaging in any reseanchaelated
actities.

Please insert the date (MDY of completion i the appropriate boxiesh below,

CITEHor MIH Training Cther Training (title & date completad)

0220007

Co-Investigator

Allina defines "co-nnvestigater™ as a persoen o1 persons who is or are part of the research team and help{s) the
ivestigatorn comduct the study. Sometimes refernred to as a sub-iinvestigator.

Narme of Co-linastigaton Dhargprae (WIDPhHDE Title
Emmail Phane Fax
Research Group Mail Coile Mailing Adidress

Stuily Role: Select all that apply.
[T Study-related procedures [ Obtaining consent

ALL research persomnel are redquited to complete 1esearchel taining prion to engaging in any resaan chaalated
activities.

Please insert the date (MDY of completion in the appropriate boxiesh below,
CITIHor NIH Traiming Other Training (title & date completad)

The Personnel Infonation section ithe first [defaul) sectionthat displagwhen a nevprotocol

is created oan existingorotocol is openednter information regarding thpersonnel whavill be
participaing in the study The grincipalinvestigatois mandatory; theoinvestigatorstudy
coordinato(s) academic advisor, SPA contact, and gibesonnel may be added if they apply to

the study( Not e : Study team members | isted under
they cannot edit or submit formBhey ale do not receive email notifications from eProtocol

when there are changes to the status of the study.
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Follow thestepgiven belowo add users the Rersonnel Infomation.
Step 1

ThePrincipal InvestigatdPl)field autepopulates with the name ofetluser who created the
protocol. You can changtne fieldby clickinghe binocular iconbesidehe name fieldThe Find
Userpopup will display Searctior, select and adithe userwho will serve as the principal
investigatar

You may search by FirstiMe, Last Name or User IB/hen thelist of users appears, select the
radio button next to the name of the person you wish to add.

Mame of Principal lnvestigator

Atherton, Michael ﬁ/

Find User m

User ID: | |
First Mame: | M |
Last Marme: | Atherton |

Select User m

User ID User Name Title  Department Ernail

3 michael Athertan, Michael SE Fharmacy ep?.michael@amail.com

Step 2

Enteranydemographidetailsthat do not display

Step 3

Select the studglated role or roles that the Pl widlrform.
Sep 4

Verifythe dates of completidior CITI or NIH training. In the case obther training, enter the
title and date. Upload documentationtbfs training in the Attachments section.
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Step 5

Follow the stepabovefor entering details for othersers excef@tudy Coordinator®r Other
PersonnelFor Study Coordinators an@ther Personnetlick Add.

Study Coordinator(s) . Add

Please click on Add to add Study Coordinator

The popup will appear

Note: * denotes mandatory field.

Study Coordinator Save

Allina defines a "study coordinator” as an individual who assists the investigator in the conduct of research.

Name of Study Coordinator™® Degree Title
F)
Email * Phone Fax
Research Group Mail Code Mailing Address
SelectOne |E|

Study Role: Select all that apply.

[[] study-related procedures [] Obtaining consent [[] Regulatory activities [[] Submitting forms

ALL research personnel are required to complete researcher training prior to engaging in any research-related activities.
Please insert date (MM/DD/YY) of completion in the appropriate box{es) below.

CIThor NIH Other Training (title & date completed)

Step 6
Follow steps 1 to 5 tmter detaildor Study Coordinator®r Other Personnegland clickSave
Step 7

If youwish to add gperson who is not aexisting user ¢ Clickch&re té add other pergontiein
Find Userpopup.

Note:

1 Acceséinks, if anyto view the relatemhformation andguidelines
1 Toclearthe details of any user, clickear.
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1 To deletea user Bted a©ther Personnel, select the record and Eiekete
1 All users rceptthose listed a®ther Personnemayedit and submit the Protocol.

Personnel Information

Vulnerable Subject
Checklist

Study Sites

General Checklist

Potential Conflict of
Interest

Protocel Information

Py

D

! 2
D

g s
S

D

D

a1 ()]

Assurance

Review Fees

An administrative review fee is charged for all proposed research applications submitted. The fee is used to
defray costs associated with review and ongoing monitoring of the proposed research. Fees are assessed for
all industry-sponsored andlor externally funded studies, including studies conducted by Allina
departmentsiservices when funded by a non-Allina source (e.g., industry, foundation, grant, etc.).

IRB Application: $2,000

[[] Review Fee Submitted to the IRB
Check Number
Date Submitted

[[] Review Fee Transferred Internally
Date Submitted

Upload Internal Transfer form in the Attachments section.

[ Request for Invoice

[ Requestto Waive Fee
Please explain why you believe the IRB should waive the fees for this study.

Select the payment option that applies to your study. If youRetpatst to Waive Feplease
provide a detailed explanation to support your request.
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Vulnerable Subject Checklist

Vulnerable Subject Checklist*

a)  Selectall that apply.
Decisionally Impaired

Elderly ("Elderly” does not necessarily mean “wulnerable.” Explain below what makes the population
vulnerable, e.g., senile dementia.)

Fetuses

Minors (under 18)
Meonates

Man-English Speakers
Pregnant Women
Prisoners

Other (i.e., any population that is not specified above)

Mo vulnerable populations will be included.

In this sectionselecthe check bogs foranyvulnerablesubject populatiosthat are part of your
research.

1 Youmustselect at least onelnerablesubject populadn or the option thafi N o
vulnerable populations will liecluded dn orderto proceed to the next section.

If you seledDther, enter a description of the populationthe textbox belowthe item
Answer questions (b) and (c) if they apply to youy,stueénter N/A if the questions do
not apply.

il
il
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Study Sites

Study Sites

Select all that apply.

Abbaft Morthwestern Hospital
allina Madical Clinic: Spacify clinic narme.
Aspen Clinic Specify clinic name
Buflala Haspital

Cambridge Hospital

Marcy Hospital

Mew Ulm Hospital

Cnwiatonna Hospital

Phillips Eye Insfiute

Quella Clinic: Specly dinic name.
River Falls Hoapital

Sl Francis Hospilal

United Hospital

Unity Hospital

Qther Allina-0wned Facility, Specify,

Cther Mon-allina Facility: Specify.

Click thecheck boxr boxes for thateswhere you are planning to conduct your research.

1 Youmustselect at leashe StudySiteto proceed to the next section.
1 If atext field appears bésiyour selectigrenter thespecific name of thainic.
1 ForOther facilities, enter the name and address of the facility.
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General Checklist

General Checklist

O OO 0O oOoDEE .

O0OOoO o O O oo

The purpose of this section is to determine whether the study involves any special situations that
may require additional information. Please read through this section carefully, and select all that
apply.

This study will be submitted to Allina’s Sponsored Projects Administration.
This study invalves services provided at an Allina facility.

This study will be funded through outside sources.

This study will receive federal funding (e.g., NIH, MSF, DOD, etc.).

This study may qualify for expedited review.

The principal investigator ar other research personnel have a financial, personal, or professional
conflict of interest related to the study as defined in Allina’s Conflict of Interest Policy.

Subjects will be paid for participation or reimbursed for expenses.
There is an Inter-institutional IRB Authorization Agreement to rely an Allina for IRB review.

This study will use human blood, body fluids, tissues, ar cells (including cell lines) by drawing
samples, accepting samples already drawn, receiving samples from any source, orin any other way.

If yes, provide the lab’s name.

Provide the lab's location.

Biological specimens and/or data will be stored for future research projects.

The study involves the use of medical devices or equipment clearedfapproved for marketing.

The study involves the use of experimental or investigational devices or equipment (i.e. not
clearediapproved for marketing).

The study involves the use of commercially available drugs, reagents, or biological products
administered to subjects (even ifthe drugs themselves are not being studied).

The study involves the use of investigational drugs, reagents, or biological products (i.e., not
clearediapproved for marketing).

Protected Health Information (PHI) will be viewed, created, accessed, used, or disclosed.
This study involves minors (i.e., children under the age of 18).

This study involves social, behavioral, or educational research.

The purpose of the General Checklist is to determine whether the proposed study involves any
special situatins that may require additional informati@hecking certain boxes also enables
future pages. For example, if your study involves tissue banking, checkingabardmg storage

T

of samplesvi | | e ngar batlyediel(sfomni the Tissue Banking paigth® Protocol
Information.
1 Checkthe boxby each statement that is true of your study

Youmustselect at least one checklist option to proceed to the next section.
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ClinicalTrials.gov

Is the study posted on www.ClinicalTrials.qov?

[ Yes — Specify number;

[] Mo - Explain the reason below.

Enter theClinicalTrials.gowumber or the reason the study haslegn posted.

Funding

[[] MNOMNE--This project does not have any external funding. If you want to add Funding for the study,
please uncheck "NONHE."

Funding

Add external funding source{s) below: Sponsor, Federal, or Other. Select "None" above if there is no external
funding for the study.

Sponsor(s)

Please click on Add to add Sponsor(s)

Federal Funding

Please click on Add to add Federal Funding

MOTE: Submit Allina's Unaffiliated Investizator Agsreement if the research study is federally funded
{e.q., HIH, HCI, etc.) and the principal investigator is not affiliated with Allina Hospitals 8 Clinics.

Other Funding

Please click on Add to add Other Funding
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No Funding

SelectNone at the top of the pagkyouare not receiving anyrfding to conducthe study. A
Add buttons will disappeaandyouwill not be able t@ddother Funding options(Uncheck the
box to add funding.)

Funding Options

You can add informatiofor funding received from various souréeslow the steps given below
to add differentypesof funding.

Sponsor(s)
Step 1

If you are receiving funding from a sponsor for the stlidyttwe Add button on the Sponsor
tab. The Add Funding popup will appear.

Note: # denotes mandatory field.

Sponsor(s) Cancel

Sponsor Name: *  Select One v

Contact Name:

Contact Title:

Mailing Address:

City:

State:

Zip Code;

Contact's Phone Number:
Contact's Fax Number:

Contact's Email;
Award Amount;
Start Date: |

End Date; 3
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Step 2

Select he sponsor 6s -downmenuflfthe sponsdisane doesonpt appear,

sel ect Ot her, and inghe tex flreld tnbee thesdpgpwnsmenudé s n a me
Step 3

Enter the informatia about the spons@nd sponsor contatt the remaining fields.
Step 4

Click SaveThe popup will closeand the recoravill beadded to thdunding Checklispage.

Federal Funding
Step 1

If the study is federally fundedick the Add button on the Fedral Funding tabrhe Add
Funding popup will display

Hote: * denotes mandatory field.

Federal Funding Save

Type of Proposal: ‘SelectOne ;T|

Mame of Funding Agency:® SelectOne E

Agency's Grant Number:

Title of Grant Proposal:

Hame of Fellow:

Hame of Awardee Institution:*

Step 2

Select he AType of Proposal o @and the fAName of

Fun
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Step 3

Entert he @A Agency 0Title&iGant Propbs@dmedi,Name of Fell ow, 0 ar
Awardee Institution. o

Step4

Click Save Thepopup will closgand the recoravill be added tohe Funding Checklispage

OtherFunding
Step 1
Click the Add button on theOther Fundingtab. The Add Fundingpopup appears

@l eProtocol - Allina Health System - Cther Funding - Moz...lilglﬁ

|| https://allina.eppilot.keyusa.com/applicationform/FO

Hote: * denotes mandatory field.

Other Funding

|I Principal Investigator:*

Hame of Donor:*

Explain the nature of the
donation.*

II Done a8

Step 2

Entert h Brindipal InvestigatarifiName of Dono, @ndiiNature ofthe DonationoAll fields are
mandatory.

Step3

Click Save Thepopup will closeand the recoravill beadded to thd=unding Checklispage

November 2009 Pagel8



eProtocol IRB Forms User Guide

Note:

1 You can add multiple recorflsr each funding optian

1 Click the link of a Funding reato viewor edit the record.

1 Click Cancelin the popup to returnto the Funding pag®ithout saving the entered
details.

1 To delete a Funding record, select the rebgrdicking theheck bodeside itand click
Delete
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Potential Conflict of Interest

The conflict of interest section begins with a brief policy statement and definitions of the key
terms used in the questions that foll@uestions (a) through (h) apply to all research personnel
on the studyThe person completing the form must have kadgg of all potential conflicts of
each member of the research team and their immediate farimltegsge questiorthe wordyou
refers to each person participating on the research study.)

Conflict of Interest: Please check Yes or No or N/A for each item below.
a8} "l vags () Mg Does the research involve a drug, device, or biological invented by you, an
immediate family member or other research personnel?

b} ) ves ) o 15 the research sponsored by an entity with which you, an immediate family
member, or other research personnel have a paid consulting or advising
relationship?

Cl ) ves ) Mo Will you, members of your immediate family, or other research personnel receive
special compensation or increased compensation if the research generates a
favorable outcome?

d} ) ves O Ho Will you, members of your immediate family, or other research personnel receive
any money, gift ar anything of monetary value above and beyond the actual costs of
enroliment, conduct of the research, and reporting on the results, including, but not
limited to, finders fees, referral fees, recruitment bonuses, and an enrollment bonus
for reaching an accrual goal or similar types of payments?

e} ) yes () o Do you members of your immediate family or other research personnel have any
other interests orrelationships (including volunteer services) that might constitute a
conflict of interest or an appearance of conflict of interest in connection with the
research project?

) ) vags ) o Will payment you receive for services provided during the conduct of the research
(e.q., investigator and research personnel time and tests) be consistent with fair
market value forthose semvices?

Significant Financial Interest: Please check Yes or No for each item below.

al ) ves O Mo Will you, your immediate family members or other research personnel receive
salaries, royalties and other payments for services (e.g., consulting fees, honoraria,
research design, management position, independent contractor, service on
advisary or review committees, board membership seminars, lectures or teaching
engagements when totaled together exceeded $10,000 during the previous 12
months or are expected to exceed $10,000 over the next 12 months)? This excludes
reasonable costs of conducting the research, as specified in the research
agreement.

M) ) ves O Mo Do you, your immediate family members, ar other research personnel hold any
ownership interests including stocks, bonds, or stock options that exceed §10,000
andfor that constitute more than a five percent (5%) ownership interest in the
sponsoring organization? This does notinclude any interests held saolely by reason
of investment in a business by a mutual, pension or other institutional investment
fund owver which the investigator andior his or her immediate family do not exercise
day-to-day cantrol of investment decisions.
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Minimizing Risks and Disclosure to Subjects

i) ) yeg ) Mg Have you disclosed any actual, potential or perceived conflicts of interest in the
consent form? Research personnel are required to disclose all such conflicts to all
research paricipants in the research consent form.

i} What steps, if any, have you taken or will you take to manage the conflict of interest and minimize the
risks associated with any actual, potential or perceived conflicts of interest arising out of this research?

If you checked Yes to any statement (a-h) above, please identify the research team member(s) below and
provide details concerning the potential conflict of interest. If there are more than two team members with
potential conflicts of interest, please attach descriptions of the conflicts in the Attachments section.

Research Team Member(s) with Potential COI Add

Please click on Add to add Research Team Member{s) with Potential COI

By submitting this form, you are attesting that you have read the Allina Hospitals 8 Clinics Conflict of
Interest Policy for Research Personnel and agree to abide by its terms, that you will update this disclosure
form when new or changes in conflicts of interest arise, and that you will comply with any conflict
management plan required by the Conflict of Interest Committee (COIC) and/or Institutional Review Board
(IRB) to manage, reduce, or eliminate any actual or potential conflict of interest for the duration of the
research.

If any of theresearch personnal their immediate fami#ishave consulting arrangements,
management responsibilitiegjuity holdings in thgponsoring company, or any financial
relationship with theponsoring company, selé@sin response to the appropriateestions
Thenclick Add and enter details conecang the conflict of interest.

& ASi=R= nttps://allina.eppilot. keyusa.com/applicationform/FORM_PERSONNELINFO.do

Note: * denotes mandatory field.

Research Team Member(s) with Potential COI

Research Team Member®

Please describe the nature of your financial, personal,
or professional interest(s) that present a potential
conflict. State specific roles and amounts as

applicable.®

Add a record for each person who has a financial, personal, or professional interest
that may present a potential conflict.
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Protocol Information

The Protocol Informatiosection consists of severalsedtions wherde investigatomust
provide information regarding the research stiddgh section is explained in detail below
although manyfahe sections will not apply to every study

Expedited Paragraphs

Hhotnedic of T xpoditod Reviow

An oxpoditeod toviow procodure consists of a teview of hang b abs)s by the
IRE Chalr. of by ono of 1note experienced 1oviewer s designated by the Chaltperson 11011 Mnong
he momber s of the conmnitioos.,

My order 1o be oligible Tor oupon.od roviow, ALL aspeocts of the rosea ¢l invast chinde acthation that
ol risk to b jects. and (2) nvolve only procedm es chuded
more of the -pocl‘c catogorios Natod helow atud in the togulations of Foderal Registes
Volumne 63, No 216,

Select ane oFf 1ore of the TolowW g par agr apls s):
[ 1 Clscol stidion of degs annd tnodic ol dovicos only wiien condimion (a) and (b) are met,
@) Resenrch on drugs for which an iInvestigationsl new drug application (21 CFIR Part 312) 18 not
required. (Note: Research on marketed drugs that significantty increases the risks or
HOCroases he accoplability of the fske ASS0CIAed with the use of the product s Not eligidle for
expedited review.)

b) Research on medical devices for which

D an inve al device P Vapplicaton (21 CFR Part 812) Is not required, or
) the medical dovice s cleared/approved for Marketing and the medical device is being used in
accordance with its cleared/approved labeling

(] 2. CoMection of Blood samplos by Tger stick, heol Sthck, oar Stick, of o as O

@) rom healty, non-pragnant aduits who weigh @l least 110 pounds For these subjects, the
amounts drawn may not exceed 550 mil in an 8 woek period and collection may not occur more
Traquently than 2 times per wook, or

B) Trom other adulls and chidren, CONSIdenNng the age, weight, and heallth of the subjects, the
collection procedure, the amount of blood to be collected, and the frequency with which it will be
collectad. For those Subjects, the amount drawn may not excood the lesser of 50 mi or 3 mil per
kg In an 8 week penod and collection may notl occur more frequently than 2 times per week

] 3. Prospective collection of ol o spoci To1 toseatch purp by 0o "

Examples

@) hair and nall clippings In & non-disfiguring manner,

b) deciduous 1oeth at time of exToliation of If routing patient Care INYICAtos & need for exiraction,

) permanent teoth If routine patient care iIndicates & need for extraction,

d) excrela and extomal secrotons (ncluding sweat),

o) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing
QUMDASHE OF Wax Of by applying a dilute citric solution 1o the tongue,

0 placenta removed at delivery,

Q) amaiotic fluid obtained at the tme of rupture of the Membrane pror to or during lavor,

h) supra- and gingival dental Q and calculus, provided the collecbon procedure (s not
MOore INvasie than routine prophytactic Scaling of the teoth and the Process Is accomplianed in
accordance with accepled prophytactic techniques,;

) Mucosal and skin colla collectod by buccal SCraping of Swab, Skin Swab, ofr mouth waahings,

1 sputum collected after saline Mist nedbulization

[ R Collection of data thiotgh non Ivasive procednos (01 volMng genetal anesthesia of

L3 o I clinkcal practice, exchading procedimons Bnvolving x<aays or
INECT oW Ve s, \Nlnlo m«lcal devices are employed, llwy st be  cloar edappr oved voc
o koting, { dodd to Ul oty ol il of the Heal dena
not genetally oligible for expedited review, chuding stilies of cleated medic al deviceos Tor now
Irmlic ations.)
Examples

@) physical sensors that are applied either 10 the surface of the body or at a distance and do not
Involve nput of significant amounts of energy Into the subjec! or an invasion of the subject's
privacy,

B) Welghing or tesling sensory acuity,

€) Magnetic resonance iMmaging,

d) electrocardlography, electroencephalography, thermography, detection of naturally occurring
radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow,
and echocardiography,

@) moderate clse, muscular strength testing, body composition assessment, and fexibility
testing whe PRIOPHAte given the age, weight, and health of the individuat

1ecords, of specknen) that have been

agnosis). (NOTE: Solno roseamch in this par oo aph may
for the
That Is ot exemp. D

Pt Trom the HHS regulations
» 4% CFIL 46,10 1(bA), This liuting refers only to resemch

[ ] 6, Colection of data T om volce, vidoo, tHgital, of HNage recot ings made Tor research puarposes,

] 7. Research on mdbadusl of group <h-\lncto¢ll"c. o lnmu(.‘chmu but not lmited to,
tesomch on per el cubtural
bollefs of practices, My social Behaviorn) of fesearch employing survey, itentew, oral istory,
focus group, program  evaluation, hurman  factors  evaluation, of  quality  assurance
methodologles. (NOTE: Some resemch in this category may bhe exempt from the HHS
togulations for the g of T e B A5 CER 46,10 1DLM2Z) and (DN 3), This luting
refers onty to resear ch that is ot exempt.y
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The ExpeditedParagrapkpagdsthe first (defaultsectionthat displagwhen you clickhe

Protocol Informatiorlink in the navigation menat the left of the scree@lick Nextto adwance

to Sections 4 if the study does not qualify for expedited review; if you believe the study may
qualify for expedited review, follow the steps below.

Step 1
To enable theheckbo# s on t his page, you must fyforst sel e
expedited reviewo on t hoethedspedted®hrag@phepadge! i st . I

shaded (grayed out) and you wish to select one or more categories, return terdleCBecklist,
and select the statement regarding the expedited rétemvreturn to the Expedited Paragraphs

page.

Step 2

Select one or more of thmtegoriethat apply to the study
Step 3

Click Nextto advance t&ectiors 14.

I s g 58 ) [a10 ) [2 ) faa3) [ Jhsne) (7 J s J s J[a0 J[71,)[ 7))

[ Purpose, Background, Collaborative Research ]

Note that yu can navigate through the Protocol Information sections by clicking tba secti
numbers at the top of the page. By hoveringthearumbers, you can see the headmigjsin
that section

Protocol 1D: 3119

Study Title

Both the Protocol ID and the Study Title will be auto-populated by the
system; however, you can edit the title here if you wish. (The Protocol ID
cannot be changed.)

Short Title :
Study Start Date: H (mmiddiyyyy)
Study End Date: ﬂ (mmiddiyyyy)
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You may edit th&tudy Titleif you wish to do so. THehort Titleis mandatory for studies that
require submission t8PA.

Account for the tne needed to receive IRB approval (and SPA approval, if applicable) when you
enter theStudyStart Date Note: You must receive final approval from both the IRB and SPA (if
applicable) before you may begin to recruit potential participants or performestaechelated
activities.

Enter an estimate8tudyEnd Date If you anticipate that the project could last indefinitely, select
a date 10 years out, keeping in mind that this datbecartended later, if necessary.

Purpose, Background, Collaborative Research, Qualifications of Study Personnel

IComplete each section. When a guestion is not applicable, enter NIA. Do not leave any sections blank. |

1. Purpose

Provide a brief explanation of the proposed research, including specific study hypothesis, objectives, anc
rationale.

2. Background

Give relevant backaround (e.q., summarize previous/current related studies) on condition, procedure,
product, etc. under investigation, including citations if applicable. Attach references or a bibliography in
the Attachments section.

Note the instructions at the top of the sectiBach question requires a response. Enter N/A if a
guestion does not apply to your study.

1. In thePurposesection, entea briefsummary of the purposetbk study and what you
hope to learn fronit.

2. Enter relevanBackgroundinformation onthe condition, procedure, product, etc. under
investigation, including citationseep in mind that the IRB most interested in assessing
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the risks potential subjects will face; select information that will provodgestivigicture
of the product or procedure being studied.

3. Collaborative Research

If any non-Allina institutions or individuals are engaged in the research, explain here. NOTE: “In general,
an institution is considered engaged in a particular non-exempt human subjects research project when
its employees or agents for the purposes of the research project obtain: (1) data about the subjects of
the research through intervention or interaction with them; (2) identifiable private information about the
subjects of the research; or (3) the informed consent of human subjects for the research™ (45 CFR
A46.102[d],[f).

If any non-Allina institutions or individuals are collaborating in the research, click Add below and complete
the table. Attach any relevant IRB approvals in the Attachments section.

Non-Allina institutions Add |

Please click on Add to add Non-Allina institutions

In the Collaborative Researdectionprovide an explanation for engaging any-Akina

institutions and individuals in the researEbr example, if you are collaborating with a researcher
from the University of Minaesota, enter information about the researcher; thenAuidko

provide details regarding IRB of the study at the atis&tution. TheNon-Allina Institutions

popup will appear.

Hote: * denotes mandatory field.

Non-Allina institutions Save

Institution Name: *

Contact or Affiliate of the Institution:
FVWA Number:

Local IRB Review: Yes or No

IRE Approval Date: 3
IRE Approval Expiration Date; 3

Enter the detailsegarding the other institution.

Contact or Affiliate of the Institufidre primary person involved in the research at the
other institution
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FWA NumberFederalwide Aggance Numbé&f\c hec k t he institutionos
the other institution for this number.

Local IRB ReviewnswerYesif the other institution has also reviewed the stiNdy;if it
has not.

IRB Approval Dat&nter the date the other institutigprovided final approval for the
study.

IRB Approval Expiratate: Enter the date before which the approval must be renewed at
the other institution.

Thenclick SaveThe ppup will closeandthe recordof the norAllina institution will beadded
to the Protocol Information page.

Note:

i To delete mon-Allina institution, select the recardnd clickDelete
9 Click thelnstitution Nameto viewor edit the record.

4, Qualifications of Study Personnel

a) Explain the study-specific expertise of the principal investigator, any co-investigators, or other key
personnel listed in the application (e.q., sponsor certification in the use of the device).

b} Student Researcher Only: Describe the expertise you have, or have access to, that prepares you to
conduct research in this location and/or with this subject population, including specific qualifications
(e.q., relevant coursework, background, experience, or training).

In the Qualifications of Study Personneéction, describe tistudgpecifiexpertise fothe key
research personné&nter N/A if no speciabr additionaltraining is required to conduct the study.
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Subject Population

5. Subject Population

Describe the subject population:

Age Range:

Gender Breakdaown:

Race/Ethnicity:
American Indian or Alaskan Mative

Asian

Black or African American

Hispanic or Latino

Mative Hawaiian or Pacific |slander
White or Caucasian

Racial/Ethnic Crigins Mot Recorded

Language/Literacy: — T o o] ——" i

OO0OO0OO0OO

Select Ong——————
Check all that apply. English Speakers Only

Mon-English Speakers Included

Contral subjects .
) : Mot Applicable

[] Experimental Subjects
[ Mon-Patient Volunteers
[] Placebo

[ Randomization

a) How many subjects do you plan to enroll {i.e., your enrollment goal)? MNOTE: You must receive IRB
approval before increasing enrollment in the study.

) How many people do you estimate you will take through the consent process (but not necessarily enrall)
to get the number of subjects you need? Subjects who go through the consent process are counted
toward the total number of subjects even if they have no further paricipation in the study (i.e. withdraw,
screened out, etc). Mote that this is the number of subjects for which IRB approval will be granted.

c) Ifthis is a multi-center study, what is the total number of subjects to be enrolled from all centers?

1 Inthe respective textboxester theAgeRangeand GenderBreakdwn of the
subject populatiorSpecifyN/A if appropride.
1 Then identify the_anguage/Literacgf the subject population. Note: If n&mglish
speakers will be included, upload a translated consent form or short consent form(s) in
the Attachments s e c beselatted fai dharttrevidws.p | i cabl e 0
1 Question (a) focuses on the number of subjects that you plan to enroll in the study;
guestion (b) asks you to provide an estimate of the total number of subjects who will be
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taken through the consent proceésu mustreceive prior approval from the IRB
befbre increasing the enroliment goal or the total number of subjects consented.

Note: These questions also apply to chart reviews; for such studies, subjgotdcludes
medical records.

Recruitmeahd Screening

6. Recruitment: Be as specific as possible in the details you include.

a) How will prospective subjects be identified andfor selected for study participation?

by BY WHOM will prospective subjects be approached for study padicipation? If the researcher is the
subject's instructor, physician, or job supervisor, explain what precautions will be taken to minimize
potential coercion or undue influence to paricipate.

c) WHEN and WHERE will prospective subjects be approached for study participation?

d) List any recruitment materials (e.q., letters, flyers, advertisements [note the type of media and where it will
be posted], scripts for verbal recruitment, etc.) to be used. Include a brief description of how each will be
used. Attachthese documents in the Attachments section.

Information aboutherecruitmet methodssa very i mportant part
Bespecifim yourexplamtion of thedetails of theecruitment criteria and precautions that will be

of

t
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taken to minimize potential coercion or undue influence to participate istudyIf you identify
an individual in question (b) who is not listed in 8tedy Personnedection, dscribethe
personbés relationship to the subjects and the

For item (d) lisany recruitment materiais be used and specifietdetails of their usgor
example, if you plan to use web baratsrtopubliciz the study, indicate the types of web sites on
which they will appear.

7. Screening

a) Provide criteria for subjectinclusion.

b) Praovide criteria for subject exclusion.

c) If any inclusion/exclusion criteria are based on gender, race, or ethnicity, explain your rationale for the
restrictions.

d) If prospective subjects will be screenedvia tests, interviews, etc. prior to entry into the "main® study, explain
how, where, when, and by whom the screening will be done. Mote: Consent must be obtained for
screening procedures as well as the main study procedures. As appropriate, either (1) Create a separate
“screening Consent Form,”™ or (2) Include screening information within the consent form for the main study.

In the Screeningsection, providéne criteria for subject inclusion and exclusitrenexplainthe
rationale forany gender or race/ethnicity restrictioBgplain how, where, when, and by whom
screening will be done in secti@h SpecifyN/A as apficable
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Compensation, Reimbursement, and Costs

8. Compensation, Reimbursement, and Costs to Subjects

a) Describe the plan for compensating or reimbursing subjects. If subjects will be compensated for their
paricipation, explain in detail the amount and methods or terms of payment. {If no compensation or
reimbursement will be provided, indicate M/A in the field below.)

Include any pravisions for partial payment if a subject withdraws before the study is complete.

When subjects are required to provide their Social Security Mumbers in arder to be paid, this data must be
collected separately from consent documentation. Describe security measures that will be used to protect
subjects’ identities.

b) Discuss the rationale for the amount, method, and terms of compensation; include a description of the
appropriateness of compensation for the study population and how you will avoid any undue influence it
may have on the subjects” decision to participate.

c) Costs to Subjects: If applicable, list and describe any costs or charges that subjects or their insurance
carriers will be expected to pay. (Ifthere are no costs to subjects or theirinsurers, indicate MNiA)

Describdhe plan for compensatg or reimbursingubjectsinder (a). Be certain that you have

responded to each of the three parts of this item. In itemsd)sthe reasonindor theamount

method andterms of compensatiadentified in item (a)For instance, if subjects will receive $50

for eacHollowup appointment, you might explain that the appointments may last an hour or that
the amount is reimbursement for the subjectsd

Then cescribe any cogischarges subjects or their insurance carriers will be expected to pay
underitem (c).IndicateN/A as appropriate.
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Study Proceduned Alternatives

9. Study Procedures

3) Describe in chronological order how the research will be conducted, providing information about all study
procedures (e.g., all interventions/interactions with subjects, data collection procedures, etc.), including
follow-up procedures.

b) Indicate the frequency and duration of visits/sessions as well as the total time commitment for the study.

c) |dentify any procedures that are experimentalfinvestigational, and explain how they differ from standard
procedures (medical, psychological, educational).

d) If a placebo will be used, provide the rationale, and explain why active control is not appropriate,

&) Study Endpointis) What are the guidelines or end points by which you can evaluate the alternative
treatments during the study?

f} When will the study end if no impertant differences are detecled?
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g) Will it be possible to continue the study therapy for the subjects after the ) ves 0 Mo O MIA
conclusion of the research?

h) If one treatment proves to be clearly more effective than another (or others), will ) vae ) No ) NIA
the study be terminated befare the projected total subject population has been
enrolled?

i} s any deception or withholding of complete information required for this study? ) ves 0 Mo O WA

[f¥es, explain why deception is necessary, and attach the protocol for debriefing subjects.

In the Study Proceduresection, providéhoroughanswers teach of the questionsote that
item (b) requires an estimate of the time commitment required of subjggs\isits over a
year 6s tini8hotrg)r a t ot al of

If the study involves deception, clickifegin response to the questiarill enable the textbox so
that you can enter the rationale fsruse

10. Alternatives to Participation

Descripe appropriate alternative resources, procedures, or courses of treatment that are available to
prospective subjects (if any). If there are no appropriate alternatives to study participation ar the study does
not involve treatmentfintervention, enter MIA here.

Mote: Any standard treatment that is being withheld must be disclosed. This information must also be
included in the consent farm.

Describeanyappropriate alternative resourga®ceduresyr courses of treatment that are
available to prospective subjetthe alternative is simply not to participate, state that in the
textbox.
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Risks and Discomforts

11. Risks and Discomforts

a) Indicate if any of the following risks are involved in this study.
[] Administration of physical stimuli (other than auditory or visual stimuli associated with normal
classroom situations)

Deprivation of physiological requirements (e.q., nutrition, sleep)
Manipulation of psychological andfor social variables (e.g. sensory deprivation, social isolation,
psychological stress)

Physical exertion beyond normal clinic procedures

Possible invasion of privacy of a subject ar family, including the use of personal information or
records

Presentation of offensive, threatening, or degrading material
Probing for information that an individual might consider to be personal or sensitive
Other risks to which subjects may be exposed - Please identify below.

OO0 oE @ag

b) Of the risks and discomforts identified above, note the likelihood (probability) and degree (magnitude) of
potential harm.

c) Discuss measures that will be taken to minimize risks or discomforts to subjects.
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d) Explain how unanticipated negative outcomesi/experiences or serious adverse events will be
(Mote: This item applies to social-behavioral as well as biomedical research, e.g., undue stress or anxiety
of subjects or breach of confidentiality via loss of laptop computer with study data. Provisions to protect
subjects should be made and described here if applicable.)

e) Discuss plans fnrunantin::ipated problems, involving risks to subjects or others, or serious
adverse events to the IRB. (This item applies to all types of research.)

fy Describe plans for provision of treatment for study-related injuries and how costs of injury treatment will be
covered. Mote: This information should also be included inthe consent form.

Two of the seven criterffasmandated by the Office of Human ResbarotectionfOHRP)),

that the IRB must consider when evaluating research relate to the risks involved in the proposed

s t u @LyRisksfio subjects are minimized: (i) By using procedures which are consistent with

sound research design and which doumstecessarily expose subjects to risk, and (ii) whenever
appropriate, by using procedures already being performed on the subjects for diagnostic or
treat ment purposes. o0 And fA(2) Risks to subjec
any,to subjects, and the importance of the knowledge thateaagnably be expected to résult

(845 CFR 46.111

It is essential to provide sufficient details in thisaesb thatRB members camake
appropriatedeterminationsbout the studyFocus not only on accurately listing the risks involved
but also on describing how you and your study team will minimize those risks (item [c]).

Note that item (d) requires youdgplain how adverse events will be managed. For example, what
steps will research team members take if a participant experiences an advdusag\aent
researchelated activigQuestion (e) pertains to the process of reporting such aneinttherso

the IRB.You may wish to distinguish between serious angerawus events in your response
Nonserious events may be reported to the IRB at the time of continuing review if you detect any
trends in them.
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Benefits

12. Benefits

Describe any potential benefits to the individual subject, group of subjects, andior society. If subjects will
not benefit directly from study procedures, state this.

Mate: Do not include compensation/payment of subjects in this section since remuneration is not
considered a "benefit” of participation in research.

In the textboxunderthe Benefitsheading list and describany potential benefits to individual
subjecs, group of subjects, and/or socidiyrectly statefiit is unlikely that subjects will beinef
from the study intervention,

Data Collection, Protection, and Monitoring

13. Data Collection, Protection, and Monitoring

a) Indicate which of the following will be used for data collection. Select all that apply.
[[] Case Report Forms (CRFs) - Aftach copies in the Attachments section.

[7] Data banks, archives, medical records

[7] Existing registry

[] Filming, video, or voice recording of subjects
[7] Other: Please identify.

b) How will study records be stored? Select all that apply.
[[] Locked storage file cabinet

[ Password-protected electronic database
[[] =ecure Internet site
[ Cther: Please identify.

c) Explain how subject privacy will be protected and how confidentiality of subject information will be
maintained.
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d) Who will have access to study records or specimens?

e) Does your study require data to be electronically transmitted? If Yes, describe how data will be securely
transmitted.

f) Does your study require special handling of digital radiologic images?
[ Mo, itdoes not,

[ es,itdoes. Please identify the security measures below.
De-identification for secure transmission
Storage in a study-specific folder
Other: Please identify.

a) Will there be an independent Data Safety Monitoring Board for this study?
[[]Yes—Inthe space below, describe the Data Safety Monitoring Plan (DSMP). Mote: MIH may reguire
a DSMP far some projects.

[[|Mo—In the space below, explain how safety monitoring will be conducted.
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h) Will there be a code linking the data to personally identifiable information?

[T Mo
[ Yes—Answerthe questions below.

[fthe data are coded, explain where the key to identifiers will be stored, how it will be protected, and
who will have access to it.

The Data Collection, Protection, and Monitoringection of the application addresses issues
related to the confidentiality and privacy of the data that will be collected. Answer each of the
guestiongah) as they apply to your study.

Note Many of the textoxes are shaded; clicking theck boxabove the respective boxes will
enabl egroaydiutnhe box so that yoYesodNamrspgnseovVvi de de
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Tissue Banking

14. Tissue Banking Form

Intent to Bank Tissue

a) Does the consent form include the information that sample(s) will be used
fortissue banking?

b) Can subjects continue to paricipate in the main study if they decline
participation in the tissue banking porion of the study?

Use of Samples
c) How will tissue bank sample(s) be used?

d) Will subjects have the option of limiting use of sample(s)?

Identification of Samples
e) Will the sample(s) have identifiers or a link to identifiers?

Disclosure of Results to Subjects
f)  Will research findings be given to the subject's physician?

a) Will research findings be given to the subject?

If Yes, answer questions 1) through 5) below.
1) Will subjects be given the option of being informed of the results
of their testing?

2) How will research findings be disclosed?

3) Atwhat pointin the research, will the findings be disclosed to subject?

4)  What information will subjects receive?

Yes

Yes

Yes

Yes

Yes

Yes

Ho

Ho

Ho

Ho

Ho
Ho

MIA

NIA

NIA

MIA

NIA
NIA
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8) Ifthe results from this research could lead to adverse psychological outcomes, social
stigmatization and discrimination, describe what resources (e.q., counseling, etc.)will be offered
to subjects.

Duration
h) How will tissue bank sample(s) be used?

Control and Ownership of Specimensi/Materials
i} Who will own specimens/materials?

[} Willthe research lead to a commercially valuable product? Yes Mo MIA
k) Will subjects receive a portion of profits? Yes Mo HIA
Future Use

[} Will subsequentinvestigators be given access to sample(s) with direct or Yes Mo HIA

indirect identifiers?

m} Will subjects be given the option of consenting to future second uses? Yes Mo MIA
n) Will subjects be re-contacted by current or subsequent investigators? Yes Mo HIA
o) Will subjects be given the option of indicating if they are willing to be Yes Mo HIA

re-contacted?

Risks

p) Does the study involve the following risks to the subject?

Social risks (e.g., breach of confidentiality, insurability, employability, reproduction plans, family
relations, including paternity, etc.)

Psychological risks (e.g., impact on subject of learning genetic or other results if information is
disclosed, impact if no effective therapy exists, psychological stress for family members)

Physical risks (e.q., risks associated with collecting samples for research)
LInknown risks (e.g., subjects should be told that there may be risks that are presently unknown)

The Tissue Bankingection of the application requires coetioin only if you will be collecting

and storing samples for additional research. Note thahthek bogs and textoxes will be

di sabl ed (figrayed out 0) u Géneral €hegklstoat relaeg® ¢ h e c k
ti ssue bankdImegci meBrn ol aomgd/carl data wi |l | be stor e

Answer each of the questions regarding the proposed tissue banking. Also, keep in mind that the
information provided in this section showddncurwith the information presented to prospee
subjects in the consent form.
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Medical Equipment

15. Medical Equipment

[fthe research involves use of medical equipment, explain whether the equipment is approved for
marketing and routinely employed in clinical practice.

In the Medical Equipmentsectionjndicate whether theedical equipment, if anigroutinely
employed in clinical practicBpecifyN/A as appropriate.

Investigational Devices

16. Investigational Devices

Complete the items below for each Investigational Device to be used on subjects.
Investigational Devices Add

Please click on Add to add Investigational Devices

Attach the manufacturer's device specifications {including model numbers and sizes) to the SPA submission
for all devices.

In the Investigatioral Devicesection, add detaifer eachnvestigationadevice thawill be used
on subjectdNote that he Add button is enabled only if you select theck boxor the
investigationallevices irthe General Checklist

Follow the steps given below tal adchinvestigational devid¢e be used in the studyist only
one device on eagopup form.

Step 1

Click Add. The Add Investigational Devicpopup will appear
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Note: * denotes mandatory field.

Investigational Devices Save

Allina defines an "investigational device” as a medical device that is the subject of a clinical study designed to
evaluate the effectiveness andior safety of the device.

Device Hame: *

Manufacturer:

Describe how dispensing of the investigational device(s) will be controlled; describe where the device(s) will be
stored and how access to the device(s) will be limited to only the individuals listed as study personnel on the
protocol.

Step 2

Enterthe Device NamendManufacturer, then explain how dispensing of the inigadional
device will be controlled

Requlatory Status: The FDA is responsible for defining the development, testing, approval, and marketing of
each medical device. Except for certain low-risk devices, each new medical device must be submitted to the
FDA for review and assignment of its regulatory status. For more information, see FDA Information Sheet, titled
"Medical Devices."

Select a device category that best describes the study device's requlatory status and enter the details below.

' a) FDA Approved Device: A device approved by the FDA for distribution, marketing, sale to, and use by the
public for the study's indication.

|5 the device lawfully marketed inthe U.S.7 Yes Ho

|5 the device being used for its FDA-approved indication? Yes No
"~ b) Investigational Device Exemption (IDE)

Please select ONE option that describes the use of the device in the study.

New Indication--FDA Approved Device: A device NOT approved by the FDA for distribution,
marketing, sale to, and use by, the public far the indication used in the study.

Investigational:- An FDA designation that permits a manufacturer to lawfully ship an unapproved
device for use in a research study.

IDE #

Please selectthe FDA-assigned device category.

Category A
Category B
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' €) Humanitarian Use Device (HUDY: An FDA designation for a medical device intended to benefit patients in
the freatment or diagnosis of a disease or condition that affects or is manifested in fewer than 4,000
individuals in the United States per year. For more information about Humanitarian Use Devices, see
FO&'s "Humanitarian Device Exemption: Final Guidance.”

Humanitarian Use Device (HUD) Mumber

ood) 510(k) Status: A device determined by the FDA to be "substantially equivalent” to an existing device that is
legally marketed in the .3 Until a 510(k) device is approved, it is still considered investigational. For
maore information, see FDA Information Sheet, titled "Premarket Motification [510(k)]."

510(k) Number:

Provide the name of an equivalent device,
and attach sufficient documentation to
justify 510(k) status.

o) Nonsignificant/Significant Study: A study in which the IRB is asked to make a risk determination about a
device and its use when it has not been assigned an IDE from the FDA.

1) Areyou requesting thatthe IRB determine the risk level of this Yes Mo MIA
study?

If¥es, complete items (2) and (3) below. The IRE's risk determination of a medical device (and the
study in which the device is used)is based on the proposed use of a device in an investigation and
naot on the device alone. The IRB will consider the nature of harm that may result from use ofthe
device. The IRB risk determination will be made by the IRB at a convened meeting. This
determination does not qualify for expedited review. For more information and a list of devices with
their risk designation, see the FDA Information Sheet, titled "Significant Risk and Monsignificant
Risk Medical Device Studies.”

2) Please selectthe risk status for your study device.

Monsignificant Risk Device: The study device does not meet the definition of a significant risk
device. Monsignificant risk devices should not be confused with the concept of "minimal risk,”
a term used in the IRB regulations to identify certain studies that may be approved by an
expedited review. Attach sufficient information to justify the non-significant risk determination.

Significant Risk Device: A study device that presents a potential for serious risk to the health,
safety or welfare of a subject and (1) is an implant or (2) is used to suppaort or sustain human
life or (3) is of substantial importance to diagnose, cure, mitigate or treat disease or
otherwise prevent impairment of human health or (4) otherwise presents a potential for
serious risk to the heath, safety or welfare of a subject. Significant risk device studies must be
conducted in accordance with full Investigational Device Exemption requirements. For
information on how to obtain an IDE, visit the FDA Web site.

3) Has another IRB determined whether the device is significant Yes Mo MIA
ar non-significant risk?

If Yes, attach documentation in Attachments section.

Step 3

As the form indicates, there are five FDA regulatory statuses of medical devices. Select the radio
button of the status that bedescribes the study device. Note thigt@ne radio button may be
selectedor each device.

November 2009 Paget2



eProtocol IRB Forms User Guide

Step 4

Enter any required information (e.g., IDE number, Category A or B, etc.) for the selected FDA
status.

Step 5

Respond to the SPA items at the bottom of the page.
Step 6

Scroll to the top of the screen and click/e

The popup will close, and the recowdll beadded to the Protocol Information page.

16. Investigational Devices

Complete the items below for each Investigational Device to be used on subjects.

Investigational Devices

Device Hame Manufacturer Device Type FDA Assigned #

O |Test TestInc. Investigational Device Exemption (IDE) 60,123

Attach the manufacturer's device specifications (including model numbers and sizes) to the SPA submission
for all devices.

Note

1 To delete an Investigational Device record, select the record amntbthiek
1 Click the Device Namdink to viewor edit the record.

Drugsind Biological Products

If you wil administeranyinvestigational or commercial drugdmiogical product® subjects
during the study, enter detaglgncerning thenm this section.

a. Begin by identifying whether the study involves the use of a combination
drug/biological product andevice

b. Indicate whéter the drug will be dispensed by a hospital pharmacy.

c. From the drogdown menu, select the phase of the drug study, if applicable.
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17. Drugs and Biological Products

a) Does your study involve the use of a combination drug/biclogical product and §i™: T No O NA
device? If yes, you must complete and submit the Medical Device Form.
b) Ifthe drug/biological productis being used in a hospital, will it be dispensed byl J Yes ) No O N/A I

the hospital pharmacy?

Provide the following information about the study drug or biological product. ALL fields are required
for each drug entered. You may provide the location (title and page number) where the information
can be found in the protocol, investigator's brochure, package insert, or other reference. These
materials must be attached in the Attachments section.

FlPhase: 0 Select One—

Note that there are thresction tabsn the Drugs and Biological Products page

1 Investigational Drgs or Biological Products
1 New Indication for Approved Drugs or Biological Products
9 Drugs Being Used for Their Approved Indications

Add all INVESTIGATIONAL drugs, reagents, or chemicals to be administered to subjects during this
study.

Investigational Drugs or Biological Products

Please click on Add to add Investigational Drugs or Biological Products

Add all commercial drugs, reagents, or chemicals to be administered to subjects for a NEW
INDICATION.

New Indication for Approved Drug or Add
Biological Product -

Please click on Add to add New Indication for Approved Drug or Biological Product

Add all commercial drugs, reagents, or chemicals to be administered to subjects for their approved
indication.

Drugs Being Used for Their Approved Add
—J

Please click on Add to add Drugs Being Used for Their Approved Indications
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You may see only one or two tabs, depending upon the selections you made in the General
ChecklistIf you do not see theppropriate sectioor sectionsreturn to theGeneral Checklist
and revise your selections. Please avoid enteringundarghe wrong heading.

Addinginvestigational Drog®iological ProdbiotsNew Indications for Approved Drug or Biological
Prodcb

Follow the steps below to aiddvestigational Drugs Biological ProductsThe same steps apply
to ANew I ndication for Approved Drug or Biolo

Step 1

Click the Add button to enterinformation about the drug or biological product. Hogup will
display.

Step 2

Ent er t NameofirT rBaidoel o g and ather réquiredddetails, including the
Investigational New Drug (IND) number.

Note: * denotes mandatory field.

Il Investigational Drugs or Biological Products

Trade Name or Biological Product: *

Generic Name (if drug):

Has this study been submitted to the Institutional
Biosafety Committee (IBC) review? The IRB requires

documentation of IBC approval before final approval 'Yes ©J No ©J NA
of the study can be granted.

Investigational New Drug Application (IND) #

Is the drug provided free to your site/Allina? ) Yes ) No ) NIA

Please provide sponsor's cost of the investigational
drug to Allina.

1 SelectvesNo or N/A for the questionsoncerning whether the study has been submitted
to the Insitutional Biosafety Committee and whether the drug is provided free to your site

or Allina.
f Then provide the sponsorés cost of the inv
Step 3

Enter the required information about the drug or biological product. You may refer to pages
wit hin the protocol or investbepat or 6s brochure
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Manufacturer;

Chemical Structure:

Pharmacology:

Form of Administration:

Maximum Tolerated Dose in Humans:

Toxicity Observed:;

Phamacokinetics Data:

Procedure for Minimizing Adverse Events:

Step 4

Then answeYes No or N/A to the questions about the holder of the IND.

Is IND held by the sponsor? If Yes, provide a copy of
the investigator's brochure and the sponsor's protocol ) Yes () No ) NI/A
in Attachments Section #22. *

Is IND held by the Investigator(s)? If Yes, provide a
copy ofthe IND application letter submittedtothe FDA ) Yes ) No ) N/A
in Attachments Section #22. *
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Step 5

Click Saveat the top of thdorm. The popup will close, and the recowdll beaddel to the
Protocol Information page.

Investigational Drugs or Biological Products m

Trade Name or Biological Product Manufacturer IND #

[C] ep7734 Demonstration 999999

Note

1 To delete aentry, select the recotay checking the bdeside the drug name; thelick
Delete
1 Click the trade name linto view/edit the record.

AddingDrugBei ng Used for Their Approved I ndicati on

Follow the steps below to adllthe commercial drugs that will be administered to subjects as part
of the study.

Step 1

Click the Add button. The popup will appear

Step 2

Enterthe drug namend other required detailas with the information entered for

investigational drugs, you may refer to pages
response to theequireditems.
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Note: * denotes mandatory field.

Drugs Being Used for Their Approved Indications

Trade Name or Biological Product:®
Generic Name (if drug):

Has this study been submitted to the Institutional
Biosafety Committee (IBC) review? The IRB requires
documentation of IBC approval before final approval
of the study can be granted.

) Yes ) No ' NIA

Is the drug provided free to your site/Allina? ) Yes ) No ) NIA

Manufacturer:

Chemical Structure:

Pharmacology:

Form of Administration:

Maximum Tolerated Dose in Humans:

Toxicity Observed:

Pharmacokinetics Data

Procedures for minimizing adverse events in
humans

Step 3

Click Save Thepopup will closge and the recoravill beadded to the Protocol Information page.
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Add all commercial drugs, reagents, or chemicals to be administered to subjects for their approved

indication.

Drugs Being Used for Their Approved
Indications

Trade Name or Biological Product | Manufacturer Is the drug provided free to your site/Allina?
[ Study Drug Company Mame Y

Note

1 To delete aentry, select the recottay checking the box beside the drug name;dhehn
Delete
1 Click the trade name linto view/edit the record.

Radiation

18. Radiation

a)  Will radiation be used as part of this study (including as part of routine = vegs ) Mo ) NIA
care)?

If¥es, check all that apply, and describe their use.

Radiation used for routine care

Radiation used in addition to routine care
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Radiation used in a non-standard manner

Radiation that the subject would not normally receive

b) Have you submitted this study to the Radiation Safety Committee? O Yes O Mo O MIA
If Yes, upload a copy of the approval letter in the Attachments section.
SelectYes No, or N/A for questios (a) andb). If the answer i¥'es describe each type, including

radiation used for standard care. Note that if you have submitted the study to the Radiation Safety
Committee, you must upload (attach) a copy of the approval letter in the Attachments section (22).
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Informed Consent

19, Informed Consent

Add the Consent Forms, Altered Consent Forms, andior Waiver or Alteration of Consent needed for this
research. You will be asked to provide relevant backaground information for each consent document or waiver.,
(Hote: Do not include childiminor assent forms and assent waivers or parental permissions forms here since
these are addressed in the next section. Also, attach translated/foreign language versions of any consent
materials in the Attachments section.)

Allina defines "consent™ as an agreement to paricipate in research that is made voluntarily by an individual with legal
and mental competence and the capacity to understand the information transmitted and its implications, after having
been informed of the physical, psychological and personal risks and potential benefits inherentin a research study.
Consent is usually demonstrated by signing a consent form (45 CFR 46.118).

The consent form can also be presented as a "short form™ document stating that the required elements of informed
consent have been presented orally to the paricipant. When the shont form method is used, a "summary” of the
information that is presented to the paricipant must also be provided for IRB approval, and there must be an
impartial witness to the oral presentation. The witness and the participant must sign the short form. The "short form™
method may be used in circumstances where aral presentation of consent is preferable or necessary, e.g., subjects
are illiterate in English or their native language.

Researchers may request a waiver or alteration of consent to waive the requirement for the research consent
process or alter some ar all ofthe elements of the research consent process ifthe research meets the criteria
for a waiver or alteration.

Hote; If you are attaching multiple consent forms and the consent process has already been described for

another consent form, simply refer to the other form (e.g., "consent process is the same as the process
for Group A").

Informed Consent

Please click on Add to add Informed Consent

In this section, yowill upload theconsent documents and respond to questions concerning the
consentprocessollow the steps below to aithé consent documents

Step 1
Click Add. The Informed Consentpopup will appear
Step 2

Entera descriptor for the consent formthe Title fielddfore x a mp | e , AMain Study
Formo or AScreening Consent. o
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Note: * denotes mandatory field.

Informed Consent Save

Consent Form Descriptor (e.qg., Main Study
Consent). *

Consent Information Type* ————-SelectOne-—- — E

Consent Form Sample

Alteration of Consent Regulations

Waiver of Consent Regulations

Note:

T The fAiConsent Form Sampleo |ink will connec
IRB Forms page.

T The AAlterationo and AWaivero | i mgmingvi I | ¢
those consent options.

Step 3

Selecthe form type from th€onsent Informationdropdown menu

Note: * denotes mandatory field.

Informed Consent Save

Consent Form Descriptor {e.g., Main Study

Consent):*

Consent Information Type* — SelectOne-—---- iv]
. -

Consent Form Sample Consent Form

Alteration of Consent Regulations ' Consent Letter for Questionnaires

' Requestfor Waiver or Alteration of Consent
| Short Form for Translations

Waiver of Consent Regulations

Different fields will appear, depending upon
dropdown menu. These fields vathableyou to addnformatian about the consent processd
attach required documents
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Consent Forms

Note: * denotes mandatory field.

Informed Consent Save

Consent Form Descriptor (e.g., Main Stud .
Lok ptor{eg y Main Study
Consent):

Consent Information Type* :Consent Form v

] Attachment|

Consent Version Number

o
.
o
w
]

Consent Form Sample

Alteration of Consent Regulations

Waiver of Consent Regulations

Who will be obtaining consent? If the person is in a position of authority in relation to potential subjects, describe
how you will minimize the potential for coercion or undue influence.

Recognizing that recruitment is part of the informed consent process and that consent itself is a process of
communication, describe what will be said to the subjects to introduce the research. (Do not say, "See consent
form.”) Write the explanation in lay language. Include examples of questions that will be asked to assess the
subjects’ understanding. (Questions should be cpen-ended and go beyond requiring only a yes/no response.) If
you are using telephone surveys, telephone scripts should be upleaded in the Attachments section.

Describe in detail the consent process to be used in the study.

a. Clickthecheck boyyfiAttachmendto attachthe consent form; doing so will enable the
fiBrowse option.

b. Click Browseg and select theonsentdocumentyou wish to uplaa

c. Then respond to each question about the consent process

d. Repeat the process for each consent form you will use in theNsitedthat you may refer
to previously entered information if the consent process is the same for an additional form.
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Request foWaiver or Alteration of Consent

Consent Form Descriptor (e.qg., Main Study

Consent). *® Main Study

Consent Information Type* I Request for Waiver or Alteration oﬁ v ||

Consent Form Sample

Alteration of Consent Regulations

Waiver of Consent Regulations
If you are requesting an alteration, how will you ensure the subjects’ continued consent throughout the project?

a. Selecthen Request f or WaamvrenttheanomoAnd meeur at i on o
b. Respond to the question if you are requesting an alteration.
c. Then ®lect Option A or B, depending upon the nature of your research.

Waiver or Alteration of Consent: To qualify for a waiver or alteration of one or more elements of informed
consent, EITHER criterion A or B must be met. Select the applicable criterion, and provide your justification in
the fields below.

® A (1) The research involves no more than minimal risk of harm to the subjects.
(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects.
(3) The research could not practicably be carried out without the waiver or alteration. and

(4) Whenever appropriate, the subjects will be provided with pertinent information after
participation.

Note:

Although there is only one textbox, please ensure that you explain how the research you plan to
conduct meetsach of the foucriteria.
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© B (1) The research or demonstration project is to be conducted by or subject to the approval of state
or local officials and is designed to study, evaluate, or otherwise examine: (i) public benefit or
service programs, (ii) procedures for obtaining benefits or service; (iii) possible changes in or
alternatives to those programs or procedures; or (iv) possible changes in methods or levels of
payment for benefits or services under those programs; and

(2) The research could not practicably be carried ocut without the waiver or alteration.

Note:

If you select Option B, please ensure that you explain how the research you plan to conduct meets
both of thecriteria.

Child Assent and Parent/Guardian Permission

20. Child Assent, Parental Permission

Add the Assent Document(s) and Parent/Guardian Permission Form(s) needed for this research. You will be
asked to provide relevant background information for each assent document.

An "assent document” is a form or script of the information that will be conveyed to the child about the study. In
general, researchers must obtain the affirmative agreement of children ages seven years and older for their
participation. Assent forms should be written at a level understandable to the child. If the study includes a broad age
range of children, more than one assent form may be needed (i.e., an assent form suitable for a 15-year-old is not
usually suitable for a 7-year-old child).

A Parent/Guardian Permission Form is a document that embodies all of the required information (elements of
informed consent) designed to help the parent/guardian of a child make an informed decision about whether or not
to permit the child's participation in the research. The form must include signature and date lines for the
parent(s)/guardian(s) to sign ifthe child is permitted to take part in the research.

Documents Add

Please click on Add to add Documents

In this section, yomayadd assent forms and parental permission forms if they apply to your
study

Follow the steps below to atthése document¥ou may add as many documents as your study
requires.
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Step 1

Click Add. The Add Documentspopup will appear

Step 2

Follow these steps to complete the items on thewdmrm:

Enter thename of the assent form or parental permission ifotire Title field.

Select the form type fromhme dropdown menu

Click thecheck boxyAttachmentto attachthe documentand enable thBrowseoption.

Click Browsg and select the documetiot attach
Then respond to the questions about the consent process

®ao0op

Sep 3

Click SaveThe ppup will close, and the recowdll beadded tothe Child AssentParental
Permissiompage.

Note:

1 Ont h €hildiAssentParenthPermissioapage, lick theTitle to view/edit the record.
1 Click the Attachmentlink to openor save the attachment.
1 To delete aecord, select the record and clizkete

Health Insurance Portability Accountability Act (HIPAA)

This sectioraddresses the use of Protected Health Information (PHI). Begin by responding to
guestionga), (b), and(c). Selecing Yesin response tguestion(b) will enable the textbox; in it
enterthe detailsof your plan to comply with HIPAA requiremertipecifyN/A as appropriate.

21. Health Insurance Portability and Accountability Act (HIPAA)

The HIPAA Privacy Rule establishes the right of an individual to authorize a covered entity, such as a health plan,
health care clearinghouse or health care provider, to use and disclose his/her Protected Health Information (PHI) for
research purposes. The Privacy Rule defines the elements of individual information that comprise PHI and
establishes the conditions under which PHI may be used or disclosed by covered entities for research purposes. It
also includes provisions to allow an individual's PHI to be disclosed or used in research without the person's
authorization (i.e., IRB Waiver of HIPAA Requirement Authorization). For more information, consult HIPAA Research
Guidance.

a) Does the study involve the use of PHI from an Allina covered entity? vyes @ No © NA

If Yes (and a limited data set will not be used), EITHER provide a HIPAA Authorization Form in the
Attachments section OR request/add a Waiver/Alteration of HIPAA Authorization below.
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b) Does the study involve use of Protected Health Information (PHI) froma ) ves ) No ) NA
covered entity outside of Allina (i.e. another organization or institution)?

If Yes, explain what arrangements have been made to comply with the HIPAA requirements of the entity
from which the PHI will be obtained.

c) Does the study involve use of a "limited data set"? ™ Yes @ No © NA

If Yes, patient authorization for use of the data set is not required; however, you must have a data use agreement
in place with the entity from which the data will be obtained as required by HIPAA. Attach a copy of the agreement

in the Attachments section
Follow the steps below to atthe HIPAA Waiver/Alterationinformation.

HIPAA WAIVER/ALTERATION: For each waiver or alteration of the requirement for authorization from
the subjects for use of their PHI, provide justification in the table below.

Click Add ONLY when requesting a Waiver or Alteration of HIPAA Authorization for use of PHI from an
Allina covered entity.

HIPAA Waiver/Alteration Add

Please click on Add to add HIPAA Waiver/Alteration

Step 1

Click Add. The Add HIPAA Waiver/Alteration popup will appear
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HIPAA Information Waiver Type*®

-SelectOne——

a)Provide a brief description of the Protected Health Inform4 Waiver of Authorization alteration is requested.
Alteration of Authorization

b)Explain how the use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals.

c)Explain why the research could not be practicably carried out without the waiver/alteration of HIPAA Authorization.

d)Explain why the research could not be practicably carried out without access to and use of PHL

d)Explain why the research could not be practicably carried out without access to and use of PHI

e)How will you protect the health information from improper use and disclosure?
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f) Describe your plan for destroying identifiers at the earliest opportunity consistent with the conduct of the research,
or provide a justification for retaining them.

Step 2
Selecteither theWaiveror Alteration of Authorization.
Step 3

Respond to each criterion, explaining why your study qualifies for the waiver or alt@cation
enter N/A for any of the items.

Step 4
Click SaveThe ppup will dose, and the recoxdill beadded tahe HIPAA section
Note:
1 Click the link to the record undddlPAA Waiver/Alteration to viewor edit the record.

1 To delete &IPAA record, select theheck boxext to therecord and clickthe Delete
button.

Attachments

In this section, yowill attachdocuments related to thetudy Follow the steps below to attach
documents.

Step 1

Click Add. The Add Attachmentpopup will display.
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22. Attachments

Add appropriate attachments (e.g., federal grant/sub-contract, questionnaires, surveys, advertisements,
reference list, investigator's or sponsor's protocol, investigator's brochure, etc.) in this section.

Attachments m

Please click on Add to add Attachments

Step 2
Select th®ocument Type

Note: * denotes mandatory field.

Attachments

Type * Select One v

SelectOne

Approval Documentation from External IRB
| Biosafety Letter
| Case ReportForms

Conflict of Interest Information

Debriefing Script

Device Information

Drug Information

Explanatory diagram (Sequence of events)
FDA Letter(s)

Grant/Sub-Contract

HIPAA Authorization Form

HIPAA Waiver Form

Internal Transfer Form

Interview/Focus Group Questions
Investigator's Brochure

Letters of Agreement. Cooperation —
Other, supplemental information

Pl Affirmation

Protocol ba

|

Attachment *

Attachment Name

m

Step 4

Browsdor and attach the document. The name of the documwéhautomaticallypeupdated in
the Attachment Namdield.

Step5

Click SaveThe popup will closeanda link tothe attachmenwill appeaion the Attachments
page as shown below
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22. Attachments

Add appropriate attachments (e.g., federal grant/sub-contract, gquestionnaires, surveys, advertisements,
reference list, imvestigator's or sponsor's protocol, investigator's brochure, etc.) in this section.

Twpe Attached Date Submitted Date
I'|5tud~_.f Frotocol 433199 |11merznng
Note:

1 Clickthelink underDocument Typeto view the attachment.
1 To deletean attachment, select thkeeck bo)y therecord and clickDelete
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Assurance

The Assurancesectionlistsvarious obligationsf the Principal Investigator.

Assurance

The Principal Investigator of this study provides the following assurances:

The eProtocol application submitted for this study is complete and accurate.

The Pl acknowledges responsibility for the conduct of this project as described in the IRB application.

The Pl has evaluated the protocol and determined that s/he has sufficient resources to conduct the study as
submitted and necessary to protect subjects who enroll in the study.

All co- or sub-investigators, study coordinators, and other research personnel to whom the principal
investigator delegates study-related responsibilities will receive thorough training in human subjects
protections as well as in the specific details of study procedures.

The principal investigator will not begin the study until s/he has received notification of final IRB approval. If SPA
approval is required, s/he will not begin the study until s/he have received notification of final SPA approval.

The principal investigator acknowledges his/her responsibility for the accuracy of all documents research
personnel submit to the IRB on his/her behalf.

The principal investigator will comply with all IRB requests to report on the status of the study.

The principal investigator will seek and obtain prior approval from the IRB for modifications in the study, including
changes in procedures, consent forms, etc.

The principal investigator will promptly report any unexpected or otherwise significant adverse events or
unanticipated problems or incidents that may occur in the course of this study.

The principal investigator will notify the IRB when his/her research has been completed or terminated.

Note: If applicable, attach the Federal Grant Application (including competing renewals), investigator's
brochure, and protocol for all industry-sponsored clinical trials. You will be prompted for these in the
Attachments section.

[ The Principal Investigator has read and agrees to abide by the above obligations.

Step 1
Read thatemscarefully.
Step 2

Check the bokyii Th e Pr i nci paldahdagreestb abglehy the abdva s
obligations. 0

Note:

Youmustagree to the obligations to complete the protocol submission process.

e a
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Check for Completeness

Before you submit the protocadlick the Check for Completenedimk in the left navigation
pané.

Personnel Information

Review Fees

Vulnerable Subject
Checklist

Study Sites
General Checklist

Funding

Potential Conflict of
Interest

Protocol Information

Assurance

Check For Completeness

Submit Form

Print View

Event History
A popup will displaya list of the sections that are incomplete

Protocol ID: 2008-01 Principal investigator: Atherfon, Michael

S.No. Resolntion

1 Pur - Compl ion 1

2 [ - Complete Section ify N, ropri

3 ] ive reh - Complete Se. i o o

B Qualifications of Study Personnel - Complele Section 4(a) and 4{b} Specify NIA as appropriate
5 ject Population - Compl ign 5(a) an ify A ropri

Each of thencompletitems listed is a link to thearious sections of the Application Form. Click
eachink, and addhe requiredinformation

Note:

To return to the list, clickhe Check for Completenedmk in the left navigation panelhe
system will check the protocol and refresh the list of incomplete sections.
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Submit Form

To submit the form to IRB Committee for review, ctichomit Formin the left navigation panel.

The onfirmation popup will display

In the popup, clickYesto submit the form. If there are any missing dethgsCheck for
Completenespopup will display again.
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