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I. Principal Investigator Activities in IRBWise™

As a principal investigator you will be able to use IRBWise to submit new
protocols, continuing reviews, amendments and adverse events online.

Il. Introduction to your IRBWise account

You will need to enter your user name and password in order to be able to
access the system:

2 IRBWise Demo: Login - Microsoft Internet Explorer EH@[E

:© Fille Edit  view Favorktes Tools Help 'l';'
e Back - \_) Iﬂ @ :j /_‘J Search \:l'( Favaorites €3 <]~ :,\’_ = J 3

: Address ‘@ http:jflocalhast/myalerts "‘ Go  |:links

i Google - v | Epscachweb ~ §2  ER0blocked [ options

Feedback Help

A |IRBWISE™

Welcome to IRBWise Demo. New to IRBWISE?
IRBWISE is a web-based IRB management and tracking tool,

Authorized U :Login H 0
uthorized Users: Login Here System Requirements

Enta yOUI‘ Username: l:l « Javascript Enabled

+ Popup Blockers Disabled

username and _> Password: l:l + Cookies Enabled

{not required, but recommended)

password here
Detected Browser: Microsoft Internet Explorer, 4.0 {compatible; MZIE

6.0; windows NT 5.1; SW1)
Detected JavaScript Yersion: 1.3

WARNING: This i3 NOT the production system. Use the five IRBWISE systern for production data.
Page generated on: December 15, 2004 12:00 AM

v irbwise .com

IRBWISE v.2.0.5 (02519} on Mov 28, 2004 09:57:04 PM EST

2004 IRB Solutions, Inc., Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

@ Done ‘j Local intranet

P — [ = . s o
1y Start i 4B 3 IRE ... i Documentl - & % 12:00 AW
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Once you enter your username and password you will be taken to your “Home”
page:

< IRBWise Demo: Alerts for P Investigator - Microsoft Internet Explorer E‘E‘FX‘
,l}:

Rl Edt Wiew Favortes Toos Help

Oﬁa(k -9 \ﬂ E'I ;l /“‘Eear(h 5:/F aaaaa ] i F - 4J i‘i
£ address €] http:fflacalhostjmyalerts v[Eeo ks ?

i Google~ v @osearchweb - F) | BN 0blocked f# options

Home Help Feedback Logout

™
A |[RBWISE
Search by Protocol Number: Go Tasks: |SelectOne -

Welcome to IRBWise Dema, P Investigator,

a] er tS —> my protocols | my account

Date Notice
Mo Alerts

User: P Investigator

WARNING: This is NOT the production system. Lise the live IRBWISE systern for production dats.,
E-rnail messaging is disabled or not configured on this instance of IRBWISE

Page generated on: Decemnber 15, 2004 12:23 4M

wwwirbwise com

IRBWISE v.2,0.5 {02513) on Now 28, 2004 09:57:04 PM EST

2004 IRE Solutions, Inc., Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

&

—_—
‘g start o statREwisePOFT.. AR no: Alert,,, | @l Department Head.do. .

& Local intranet:

Here you will see any “alerts” or items on which you must take some action.
Once you take action on the item in the “Alerts” section it will automatically
disappear from this section.

You will also be able to see all protocols with which you are associated as well
the current status of each of your protocols.
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3 IRBWise Demo: Protocols for P Investigator - Microsoft Internet Explorer

Fie Edt View Favorites Tooks Help

GBEEK - Q |ﬂ @ .lj /inear[h \:":/Favnntes 2) - _7 - Iﬁ
Address @ hitpz/flacalhostimyprotocols

R — e : All protocols with
T e T ET— which you are
associated aswell the
o — dypreiesls current status of each
of your protocolswill

P Submit New Protocal

s belisted in the My
Submission Protocol Title Current Status Current Approval Period Last Update e I In e
Protocol Test123 Subrnitted to IRB 12/15/2004 Pr Ot OCOI S w:tl On o
Pratocol My First Online Protacol Submitted to IRB 11/11/2004
Protocal HO4D22 Saving Maney Using IRBWise Accepted for IRB Processing 11/09/2004
Protocol st. johns test protocal 2 Waiting for Sign-Off 11/09/2004
Protocol PRIMR DEMO Subrnitted to TRE 10/30/2004
Tor
User: P Investigator

WARNING: This is NOT the production system. iise the live IRBWISE spstem for production data,
E-mail messaging is disabled or not configured on this instance of IRBWISE.

Page generated on: December 15, 2004 12:24 AM -
i irbwise.com

IRBWISE v,2,0.5 (02519 on Nov 28, 2004 09:57:04 PM EST L
&

— ——

J Local intranet

2 IRBWise Demo: Activity History for, P Investigator - Microsoft Internet Explorer

: Fle Edt View Favoites Toos Help "

€ LR |ﬂ \i"‘ L) ) ssarch g Favarkes 2) - &3 )3
{ acress ] hitpiiflocahost/Mistory 2perid=41daterange=36500

B> L
: Google - ~| fosearchweb - g3 Ehoblocked {4 options

Home  Help  Feedback  Logout ~

™
A IRBWISE
Search by Protocol Number: Go

Tasks: | SelectOne 3

Welcome to IRBWise Demo, P Investigator,

alerts my protocols (AT - M y account

profile protocols certifications history

Show: | All My History

1- 8 of 8 items

Activity Submission Date Has Comments Has File E-mail  Letter
Submitted to IRE Protocol Hovernber 11, 2004 11:08 PM sent
Endorsed Protocol Hovernber 11, 2004 11:08 PM
Created Frotocol Hovemnber 11, 2004 10:49 FM
Created Frotocol October 30, 2004 08:12 PR
Created Protocel HO4022 October 30, 2004 06:41 PM
Submitted to IRB Protocol October 30, 2004 06:39 PM
Endorsed Protocol October 30, 2004 06:39 PH sent
Created Protocol October 30, 2004 06:36 PH
1-8of 8 items 1
Top
User: P Investigator

WARNING: This is NOT the proguction systemn. Lse the llve IRBWISE spstemn for production data,
F-rnail mescaning is disahled ar not canfinured nn this instance nf TRRIMTSE

& /

& Lacal intranet

By clicking on the links you will be able to see your profile, all your protocols,

your certifications and the history of all the actions performed by you in the
system.

IRB Solutions, Inc.
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[1l. Submitting a new protocol

In order to submit a new protocol in the system you will need to choose
“Submit new Protocol” from the drop down menu of the “Tasks” box:

3 IRBWise Demo: Alerts for P Investigator - Microsoft Internet Explorer EEX)

File FEdt Yiew Favortes Tools Help o
Qe - O [¥] [B] @D O sach Siprooies €5 (=N - LB

acdress [] http:fflocahostfmyalerts v B ums >
Google - v| @ sachwed - §0  Ehoblocked [ options

Home  Help  Feedback  Logout

A¥ IRBWISE"
Search by Protocol Number: Go Tasks: | Select One W .
Select0 b |
Submit New Protoco

Submit Mew Protoco

E my protocols I my account

Date Notice
o Alerts

ToP
User: P Investigator

WARNING: This is MOT the production system. Use the live IRBWISE system for production data.
E-mail messaging is disabled or not canfigured an this instance of IRBWISE.

Page generated on: December 15, 2004 12:31 AM

W irbwise corn

IRBWISE v.2.0.5 (02519) on Nov 28, 2004 09:57:04 PM EST

2004 IRB Solutions, Ing,, Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

&] Dene & Local inkranet

ert... | il Department Head.do.., | O % 123am

After choosing that option the IRB application will automatically open. You will
need to enter a protocol title and research personnel in order to save the

application in the system. If you do not enter that information and exit IRBWise
your protocol will not be saved.

Section |: General Protocol Information

3 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer, BEEE
”

Fle Edt Vew Favortes Took Help

Qo - () ¥ [A] (i P ormenes @) (30 1L WP

T ——e B e
i Google - v| @ cearchwes v §3  Lhoblocked 2 options
Home  Help  Feedback  Logout a
A IRBWISE"

Search by Protocol Number: Go Tasks: | SelectOne v

Weloame to IRBWise Demo, P Investigator,
» Submit New Protocol

mromch|wease oo D (e .21 o) (i o) e i 5000 50 el e B ot Gl e m.|

| Enter your title

here

1. General Protocol Information

el whe P Add/Modify Certified Parsonnel

\

‘ \K Click on thelink to

recocotpepartment open the new window

P
In which department does the Protacol
belong?

IRB Solutions, Inc. 7
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Continue
with

Application

To enter your research personnel you will click on the hyperlink and a new pop
up window will open:

I — . Enter thelast name of the person
3 IRBWise Derno: Associate Study Personnel - Microsoft Internet Explorer EHE\\ you Wid«] to add as per g)nnd in the

Fie Edt View Favortes Took Heb 7
Google ~ <] @psearchwes - g  Ehoblocked Y2 Auoril | [ options 1
T sear ch box and then click on

A IRBWISE" = “Search”. Once you find the
» Associate Study Personnel — - pe’ son ,S name CI i Ck on “Add th i S
e yton [ (G ., [ I Person. The name will be added

v| P view their certific help

113 2

S — der th €r SO

(If there is a person associated with this i enrer the first fow 12 7 U n e U n n .
list above, list therm here.) letters of their name,

] dickon Findand 0 e

s e B e g want, The List all D

) The system isdesigned to assign

i ThisPerson | i Confinus with 2 2y ziable. Click add this
> the PI role before any other role.

directions: IMPORTANT: ll research persannel must have campleted approved human project personnel list, If
the name you want is

study Personnel Listed: ot on the drog down | OncethePl roleis assi gnaj you

list, fill out the section
Ul Associate Other b

o . will be given other personnel roles
L 1 from which to choose.
&) J Local intranet
MRy [solctone %] tfFunded, b Add/odify Funding Sources Once you have added all
S sy S Lt personnel click on the “Continue

note: B afen sau K often

e W e , - with Application” button.

m

-

Research L
Where will the

a

You will be taken back to the main application page after clicking the
“Continue with Application” Button.

The Protocol department is a drop down list. The Research Funding and
Research Locations questions are pop up windows.

2 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer [AEE
Fle Edt Vew Favorites Tools Help w

Qe+ (0 [x] @] (e Jlormenes @) (U0 L NE 3
Adiress | €] bttp: locahostfsubnewprotocolsubid=311 RIS ES

Google - v| gpseachweb - g3 E0blocked 2 options

b ersonnel who P Add/Madify Certified Personnel

)
will be condueting the research?

o

Protocol Description

Click on the hyperlinksto

protecl peptert theR h Fundi

e B == P 2 = _— open the Resear ch Funding

sener o [eewcheshe v ke d c ocations

B the first few e an Re%al h I_

Research Funding W / letters of the .

How will the research be funded? EIEcOne ¥| 1f Funded, W Add/tiodify Funding Sources department and click WI ndOWS.
the 'Search’ button, or

click the "List All

o

m

-

Research Locations

P add/Modify Location(s) g Choices button and
wihere will the research be conducted? <4 GHGE the ract
note: Ba safa-- save your vork often entry in the drop down
Save Application | [__Save and Finish Later__| menu below

II. Lay Summary

A &l persons involved in the conduct of research protocols must complete the OHRP Training Program far the Pratection of Human Subjects, accessible
from http: //nintraining. com/ohsrsite or other approved program, prior to any study involvement. Has training been completed by all personnel listed on
this study?

[ o, but training will be completed

0 ves
B Ifin the event you are away or incapacitated, who will assume responsibility for continued care of the subjects?
o
&] Done &J Lacalintranet

IRB Solutions, Inc. 8
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Section II: Lay Summary
This section consists of questions with no hyperlinks or pop up windows.

Section Il labeled “Subject Information” consists of several pop up windows.

Section lll: Subject Information

3 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer

File Edit Wiew Favorkes Tooks Help

Q- Q [HN A G ) search S Favortes ) (- s R} Human &ij &ts

sddress | 2] hitps/flocahost/subnempratocol?subid=311 v B I nter aCt 1on
Google - v| @pseachweb ~ | g3 SHoblocked [ options

III. Subject Information / &)&i fy Con%r]t

A (I el |EE Procedures
will the research involve direct — 1f oo " p Click Here,

interaction with hurnan subjects?  1f no B Click Here.

[E3

-]

Proposed Consent
Procedures

If you are using minors you must P Specify Consent Procedures
submit as Assent farm and
Parental Consent form

HIPAA Questions P answer HIPAA Questions &ij eCtS Data
Subjects Data P nswer Subjects Data Questions
Type of Review Requested

e Type of Review Requested

for exempt or expedited review  IF exempt or expedited review, please
according to the provisions of 45

Pindicate the specific relevant regulatory categories
CFR 46.101(b) and 45CFR 46,110,

HIPAA Questions

o

(]

m

1f you answered “ves" to I11.B.: g
F Drugs ,—‘
will the study invelve Drugs? SelectOne | 1f yes, P List Drugs

«———————— Useof Investigational
Will the study involve 1f yes, P List Investigational Devices .
sl R Devices

o

I

Radiation SelectOne ¥ 1f yes, P Step [1]: List Radiation

il i sl et Redledton P step (2] answer Radiation Questions — v

€] Dare

: : i iR Use of Radiation

il & AR . il - M % 43LPM

ick on the link a new window will open.

When you cl

A: Human Subject Interaction Link:
If you choose “Yes” the following window will open:

73 IKWise Vemo: Description o Subjects/ata o be Colleted - Microsoft Internet bxplorer EED
Fo ECk Vew Fovoies Toos Fep 7
Cocgle- ~| Bpscwchweb - B | Fr05kded [ optins

el Festbesk  Lowut a
A IRBWISE"”
» Description of Subjects/Data to be Collected
Subject Information:
Number o Subzects for this Protocol —
Subjent Goraee(s)fur s el

Papulation Information:
Indicate which of tha fallowirg populations will ba nolucad in tha rasearch. Chack all that apply,

mote: If yaur rezasrch includa: any of tra “allowing papulstions, you rrust olick an ths "Quastions” link te ancwar the quastions ascosiatad wit that populstian.

* Indieztes that some questions for this Vulnerable Mapulation cre mandatary.

Population

Description Included? Questions
el a} Gy
Hemeless/Dndiaert [u} (nane)
Mentally imaarred a} (nane)
Nursing ~ome -esidents a] (none)
Hursing ~ome -esidentis u] (nane)
Other (desaribe) a] (none)
Pragran: Women mn (none)
brsoners [u} (nane)
Sturtentc u} (o)

3 Locl nranet

At the bottom of the new window you will see three options:

IRB Solutions, Inc. 9
July 2005



icrosoft Internet Explorer [9]=1] >
Fils o
Google - & searcheb - | 5 | 590 blocked 2 options
] QI>E
E when wil participants be paid?
SelectOne v Save & 8

Continuewith
vl paricpants o thit eathcare proiders be v 0oy o AAPOIICALION
2

procedures or products? If yes, explain below

Select One v
- - e ie et wemes incurred due to injury?
v
d
Save & Confinue with Application <« 5 Can Cd g
o c]
&] pone &3 Localintranet

Will the study involve Drugs? [SEEERTE ) Iryes, Phizt brge

G Investigational Devices
will th
Inves

SelectOne v | If yes, P List Inwestigational Devices

a

H Radiation SelectOne ¥ | 1f yes, P Step [11: List Radiation
or

will the study invalve Radistion?

If you choose “Save Answers” your answers will be saved and you will remain
on that page. If you choose “Save and Continue with Application” your answers
will be saved and you will be taken back to the main application page. If you

choose “Cancel” your answers will not be saved, the window will close and you
will be taken back to the main application.

IRB Solutions, Inc. 10
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B: Proposed Consent Procedures:

The next section concerns the consent procedures to be used in the research.
After clicking on the hyperlink a new window will open:

3 IRBWise Demo: Subject Consent Information - Microsoft Internet Explorer

S S m— T =TT LT E- In the first section you will be asked
A RBwE" _ to specify what type of consent you
> Subjecrt::r;ij:t Information Wl I | Obtal n

Csigne: d Consent Require ed consent will be sought from the subje

1. Written

45CFRA6.117( ©) an IRB may waive the

2. Waiver of Documentation of
Consent or

3. Waiver of Consent

B List persons who will not obtain consent but are otherwise invalved in the protocol v

The next section will involve questions regarding the informed consent process.

You will also find in this section the link to upload your consent documents.
IRBWise will electronically stamp your consent forms once they are approved so
it is very important that all consent documents are uploaded here rather than
at the end of the application.

IRB Solutions, Inc. 11
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When you are ready to upload your consent documents you will need to click on

the “Upload/ Mail/ Fax consent forms” link:

3 IRBWise Demo; Subject Consent Information - Microsoft Internet Explorer:

Fle Edt Vew Favartes Tools Help

Googie-| %] Gasemchies - | @ | Shobhed 3 otens

Per 4SCFR46.116 (d) an IRB may approve  consent procedure which does not include, or which alters, same or all of the slements of informed
cansent set forth in this section, or waive the requirements to abtain informed cansent pravided the IRE finds and documents that:

(1) the research invalves no more than minimal risk to the subjects;
[Cwaiver of Cansent
Requested (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 alteratian; and

(4) whensver appropriate, the subjects will be provided with additional pertinent inform ation sfter participation

Informed Consent

A List persons other than those listed above who will obtain informed consent:

B List persons who will not obtain consent but are otherwise involved in the protocol

[ SavessStayHere | [ Save & Continue with Application | fOI‘ ms

User: P Investigator

WARNING: This is NOT the production system. tise the live IRBWISE system for production data.
E-mail messaging is disabled or nat configured on this instance of IREWISE,

Page generated on: January 5, 2005 01:24 PM
waw irbuise.com

IRBWISE v.2.0.5 (02519) on Nov 26, 2004 09:57:04 PM EST
@ 2004 IRB Solutions, Inc,, Portions Gopyright 2000-2004 Georgia Tech Researh Corporation ALL RIGHTS RESERVED v

#lpore &3 Local ntranet

A new window will open:

3 IRBWise Demo; Attach Documents to Protocal - Microsoft Internet Explorer [BEE]
>

Fle Edt Vew Favartes Tools Help 7

Googie-| %] Gasenchies - | @ | Shobhed 3 ot

Help  Feedback  Logout

A IRBWISE™

» Attach Documents to Protocol

INFORMATION | Al docurnents that are associated with the submission should be listed on this page and must be sither physically sent to the IRB (via mail or fax) or

electranically uploaded. ll fields below are required in sither case.

Attach New Consent Forms:

1

Attach thIS elivery Method: n? Paper Copy via Mail or Fax (404-867-5309)
® Electronic Upload | |[(Browse.
document

Document Ti

document Type: Consent Form

[__Aftach This Document | [ Confinue Application

Currently Attached Consent Forms

None

WARNING: This is NOT the production system. tise the live IRBWISE system for production data.
E-mail messaging is disabled or not configured on this instance of IRBWISE

Page generated on: January 5, 2005 01:35 P
wu irbuise.com

IRBWISE v.2.0.5 (02515) on Nov 28, 2004 09:57:04 PM EST

2004 IRE Solutions, Inc., Partions Capyright 2000-2004 Georgia Tech Research Corparatian ALL RIGHTS RESERVED

#lpore &3 Local ntranet

IRB Solutions, Inc.
July 2005

P Upload / Msil / Fax Consent Forms < Upl Oad/M aj I/Fax Con%r]t

You will be ableto upload your
consent documents here by
clicking on the Browse button.
Thiswill allow you to find your
consent documents and attach
them to the application by
clicking on the “Attach this
Document” button. You may
attach as many documents as you
need. Once you have attached
your documentsyou will need to
click on “Continue Application”
to return to the consent
procedur es page.
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To return to the main application page you will click on “Save and Continue
with Application”.

3 IRBWise Demo: Subject Consent Information - Microsoft Internet Explorer

File Edt View Favorites  Tools  Help
Googe - G seachiies - | | Gr0boded R optrs

Per 4SCFR46.116 {d) an IRE may approve a consent procedure which does not include, or which alters, some or all of the elements of informed
consent set forth in this section, or waive the requirements to obtain infarmed consent provided the IRB finds and documents that:

(1) the research invalves no mare than minimal risk to the subjects;
[waiver of Consent
Requested (2) the waiver or afteration will not adverssly 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 additional pertinent information after participation

Informed Consent

A List persons other than those listed aboue who will obtain informed consent:

B List persans who will nat ohtain consent but are otherwise invalved in the protocal:

Pupload / Mail / Fax Consent Farms

[ SaveastayHere | [ Save & Continue with Application Save and Contl n ue Wlth
Application

User: P Investigator

WARNING: 7his is NOT the production system. Use the live IRBWISE syster for proguction data.
E-mail messaging is disabled or nat configured an this instance of IRBWISE

Page generated on: January 5, 2005 0L:24 PM
wuirbwise.com

TREWISE v.2.0.5 (02519) an Mov 24, 2004 09:57:04 PM EST

2004 IRE Solutions, Inc., Fortions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

% Local intranet

The next section of the application is the HIPAA section.

C: HIPAA Questions Link:

After clicking on the hyperlink a new window will open:

IRBWise Demo: Subject Information - Microsoft Internet Explorer.

Fle Edt Ve Favortes Took e

Google - v| @osearchweb - §  EH0blocked [ options

Help  Feedback  Logout ”|
A IRBWISE"™

» Subject Information

HIPAA Question:

A Does this research collect health or medical information for individuals? If so, describe your HIPAA compliance plan.

SelectOne v
1

B Does this research collect information from medical records? If so, describe your HIPAA compliance plans.

SelectOne v,

G Does this research collect information from billing recards? If so, describe your HIPAA compliance plans

SelectOne v,

D Does this research collect infarmation from clinical or research databases? If so, describe your HIPAA compliance plans

SelectOne v,

E Does this research collect information from samples or tissue banks? If so, describe your HIPAA compliance plans
SelectOne v
\ .
a 3 Local ranet

IRB Solutions, Inc.
July 2005
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After answering all the questions on the page you will be able to save your
answers and return to the main application page by choosing the link at the
bottom of the screen:

A IRBWise Damo: Subject Infol icrosoft Internet Explorer

Fle Edt Vew Favorkes Todk Help
Google - v| @ searchweb ~ 3 Ehoblocked [ options

File Uploaded: | ~

O Does this research collect incriminating or sensitive information regarding
[ Abortion, AIDS/HIY, or Sexual Activity
alcohol ar drugs
Depression or suicide

Legally incriminating information

[}
[m]
[ Learning disabilities
[}
[0 Psychological Inventory

P For each item checked above, will a certificate of confidentiality be saught? If not, justify

Select One v

Fle Uploaded: | |CITKI®

Q Does this research collect specimens or tissues for nan-genetic uses? If so, describe protections,

Select One v

Save & StayHere | [ Save & Confinue with Application

Tor
User: P Investigator

T S S eSS s sy 8 Save and Continue with
E-mail messaging is disabled or not configured on this instance of IRBWISE Appli |On

Page generated an: January 5, 2005 04:18 PM

ww irbuise com

IRBWISE v.2.0 5 (02519} on Mov 25, 2004 09:57:04 PM EST
2004 IB Slutions, Inc., Portions Copyright 2000-2004 Georgia Tech Research Corporation AL RIGHTS RESERVED

& % Localintranet

;20 PM

The next section of the application involves the subject data questions.

D: Subject Data Link:

After clicking on the Subjects Data link a new window will open:

2 IRBWise Demo: Subject Information - Microsoft Internet Explorer

Fle Edt View Favorites Taok Help

Google - ~| @pscachweb - | §  E10blocked [ed options

A% IRBWISE™

Help  Feedback  Logout ~

» Subject Information

Subjects Data,

A IS there 3 DSMB (Data Safety Moritoring Board) or other committes in place to review safety information for this study? If no or NA&, 3
justification must be given for not having such a committee in place. Any protocol submitted for IRB approval should both identify the DSMB
(not members names), if any, that will be reviewing interim results, and their operating procedures with regard to data and safety monitoring

SelectOne v

B Are the participant's social security number, hospital recerd number or any identifier (ather than study number and initials) being sent off-site?
If yes, describe and explain reasons

SelectOne ¥

C will any external entity ther than the investigative staff have access or be provided to canfidential medical or health related information about
the participant, Describe provisions made to maintain confidentiality of data, Include wha will have access ta raw data?

SelectOne v

D will raw data be made avaiable to anyone other than the PI and immediate study psrsunns\ (i.e. medical personnel, school officials)? If yes,
describe the procedure for sharing data. Include, with whom it wil be shared, how, and wi

SelectOne v

& 4 Local intranet.
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At the bottom of the screen you will find three options. If you choose “Save
and Say Here” your answers will be saved and you will remain on that page. If
you choose “Save and Continue with Application” your answers will be saved
and you will be taken back to the main application page. If you choose
“Cancel” your answers will not be saved, the window will close and you will be
taken back to the main application.

E: Review Type Requested Link:

The next section of the application is called “Review Type Requested”. It isin
this section that you will be able to select the type of review for which your
study may quallfy You will be able to choose the type from a drop down menu:

-3 IRBWise Demo: Submit New Protocol - Microsoft Internet Explore:

Q= - O dd B | P
ciress | €] hitp:flocaihost subnewprotocol?subid=311 M= E

Google - ~| gpseachweb - 3 B oblocked [ options

al a5
CFR 46 101(b) and 45CFR 48,110

1f you answered "Yes" to IILB..

F Drugs
will the study involve Drugs?

SelectOne ¥| If yes, W List Investigational Devices

H Radiation SelectOne | 1f yes, P Step [11: List Radiation
Wil the study invelve Radiation? P Step [2]: Answer Radiation

nota: Ba safa- save your work
(_Save Application ] [__SaveandFinish Later |

V. Other Questions

r each submission. Please indicate that the documents will
applicati st be complete before a research

Depending on the review type you choose, the appropriate federal categories
will open.

For example, if you think your study is Expeditable and you choose that term
from the drop down menu the federal expedited categories will open in a new
window. You will then be able to choose the particular category of review.

IRB Solutions, Inc. 15
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oft Interned Explorer

: You will click the box next to the
& mawise” - i category of review and at the bottom of
WA the screen choose either “Save and

_—— Continue” or “Cancel”. If you choose
“Save and Continue” your answers
will be saved and you will be taken
back to the main application page. I f
you choose “Cancel” your answerswill
not be saved, the window will close and
you will be taken back to themain
application.

F: Drugs

If you are using drugs in your study and you choose “Yes” from the drop down
menu a new window will open.

3 IRWise Uemo: Associate Drugs - Wicrosoft Internet bxplorer

PE e © After you fill in the fields you will need
g I to click on the “Add thisDrug”. The
—_— drug will appear in the “List of Drugs

Associated” section. Once you have
added all thedrugsyou will then choose
“Continue with Application”. Y our

Add thisdrug answerswill be saved and you will be

e s n s e s taken back to the main application. If

you need to modify or deletea drug from
e thelist you should use the “M odify
\ .............. Selected” or “Delete Selected” buttons.
. T Continue with
) Application | e
Modify selected Delete Selected
IRB Solutions, Inc. 16
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G: Investigational Devices

If you are using an investigational device in your study and you choose “Yes”
from the drop down menu a new window will open:

After you fill in the fields you will

A RBUISE” need to click on the “Add this
Device”. The device will appear in
R — the “List of Devices Associated”
T - section. Once you have added all
e the devices you will then choose
1 “Continue with Application”. Your
. e answerswill be saved and you will
Add this device betqkeq back tothemain .
application. If you need to rr_lodlfy
(o) () or delete a devicefrom thelist you
\ should use the “Modify Selected”
e S or “Delete Selected” buttons.
[ Mudw#yiiedad ] [ Delete Selected ] Application _

Modify Selected Delete Selected

H: Radiation

If you are using radiation in your study and you choose “Yes” from the drop
down menu a new window will open:

soft Internet Explorer

Fie  Edt i

ools
Google - ~| Goseshwes - 3 P oboded 7 options

= _ After you fill in thefields you will
need to click on the “Add this
Radiation”. Theradiation
procedureswill appear in the
“List of Radiation Procedures
Associated” section. Once you

A IRBWISE"™

> Associate Radiation

Add this -

S have added all the procedures
Radiation - . « .
i you will then choose “Continue
——P{ AadTrisPedaion ] [ Confnue witi Applicaiog. ] Wlth App||cat|0n”_ Your answers
List of Radiation Procedures Associated: — C t th . WiII be %Vw and you WIlI be
ontinue wi 2
A taken back to the main

application. If you need to modify
or delete a procedure from the
list you should usethe “M odify
Selected” or “Delete Selected”
buttons.

Y 1utsen

IRB Solutions, Inc. 17
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Possible Key

Words

Section IV: Other Questions

This section of the application generally consists of questions that do not fall
into the other sections of the application. The questions in this section are

determined by your institution.

Section V: Key Words that Describe this Protocol

2 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer

=G
Fle Edt View Favortes Took Hep *
Qe - (0 (%] B (D POseaeh Pk @ (-0 H -3

Address | ] hetp iocahostfsubnewprotocol7subid=312 > ES

Google - V| Gpseachweb + B Fhoboded £l optons

| [J Farticipant contact materials, if applicable -~

Lo safa-- saua your work sften
sve Application | [ Save and FinishLater |

w keys. OF, you

Selected Key Words

V. Key Words that Describe this Protocol
a ase chaose which key words describe this Pratocal. Yau may choose any number of key wards from the list on the left and move them using the arro
.
ADS ~
asthma -
v

¥ own key words in the "other” field below
belcness ‘

Key Words
Other Keywords not Usted Apove | |

hint: To enter more than one "other® keyward, simply separate them by a coml

You may enter your own
key words here

VI, Attach Documents

P-Upload / Mail / Fax Documents  hints Click Here o View List of Suggested Documents

[ seveApplication ] [_SaveandFnishieter | [ Save and Continue Application >>>> 1

User: Irbwise System Administrator

WARNING: This is NOT the production system. ifse the five IRBWISE system for production data.
E-mail messaging is disabled or not configured on this instance of IRBWISE,

Page generated on: January 5, 2005 11:10 PM
ww irbwisecom

IRBWISE v.2.0 5 (02519) on Nov 28, 2004 09:57:04 PM EST L
2004 IRB Soly Inc., Fortions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED ~

IRB Solutions, Inc.
July 2005

This section allows you to
choose which key words
describe your Protocol. You
may choose any number of key
words from the list on theleft
and movethem using thearrow
keys. Or, you may enter your
own key wordsin the" other"
field below.
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Section VI: Attach Documents

In this section you will be able to upload all the documents associated with
your protocol such as survey instruments, interview scripts, advertisements,
Investigational Drug Brochures, etc. Remember, you uploaded your consent
documentsin the “Consent Procedures” Section so you will not need to upload

them here.

3 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer

File Edt ‘iew Favortes Tools Help

: Qo - () x] [F] D Dseanh g Fawries €2 =03

[BEEH
,!'r

Adsress ] hips Irsibid=312

Y B

i Google - ©| @pSeachweb - g3 Eh0blocked 2 options

[] Farticipant cantact materials, if applicable

nota: Be zafa-- zave paur vk aftan
[ SaveApplication ] [__Save and Finish Later |

V. Key Words that Describe this Protocol

directions: Plzase choo

Possible Key Words selected Key Words

AlDS A
asthma
baldness v

se which key words describe this Protocal. Yau may choose any number of key words fram the list on the left and move them using the arro
may enter your awn key words in the "ather” field below

Other Keywords not Listed Above| |

hint: To enter more than one “ather” keyword, simply separats them by a comma.

VI. Attach Documents

w keys. Or, you

P Upload / Mail / Fax Documents — hint: Click Here to View List of Suanested Documnent:

[ SaveApplication ] | [_SaveandFinishlater | | Save and Canfinue Applicalion >>>> 1

User: Irbwise System admirfistrator

WARNING: This s NOT the roguction systemn., Use the live IRBWISE system for production data.
E-mail messaging is disafled or not configured on this instance of IRBWISE,

Fage generated on: Januar)
v irbwise.com

5, 2005 11:10 PH

ion ALL RIGHTS RESERVED

To attach a document you will
click on thislink

A new window will open:

2 IRBWise Demo: Attach Documents to Protocol - Microsoft Intermet Explorer

Flo Edt Ven Fevries Tods e =
Google- [ 9] @hsemchwed - | | Brobcied Fopers

Help  Feesbark  Logout -
A IRBWISE™

> Attach Documents to Protocol

INFORMATION | |l documents that are associated with the submission should be listed on this page and must be sither physically sent te the IRE (via mail or fax) or
ol d. Al ields b d i sither case. Co b d in Section I

ubm
lectronically uploade: elow are require Cansent Farms shauld be uploade

Browse

Documen tType: | SelectOne | ( List of Suagested 0

st of Suggested Documents )
note: Consent Forms should be uploaded in the Proposed Consent Procedures Section an the Main Submissien Page.

Attach New Documents:

B E——

Delivery Method:  © paper Copy via Mail or Fax (404-867-5303)

[___Attach This Documen ] [ Continue Application |

Currently Attached Documents 4 K
one I

Attach this Document

User: Irbwise System Administrator

Continue with
Application

uction sy sterm. Use the live IRBWISE system for production dats,
or ot configured on this instance of IRBWISE.

IRB Solutions, Inc.
July 2005

& Local intranet

You will be ableto upload your
consent documents her e by clicking
on the Browse button. This will
allow you to find your documents
and attach them to the application
by clicking on the “Attach this
Document” button. You will select
the document type from the drop
down list. You may attach as many
documents as you need. You will
seethem appear in the “Currently
Attached Documents” section.
Onceyou have attached your
documents you will need to click on
“Continue Application” to return
to the main application.
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Now that you have completed the application and uploaded your documents
you can choose from the following options:

‘3 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer

Fie Edt View Favorites Tooks Help
Qe - () |ﬂ @ h /7“Sear[h ‘:::_(Favnntes o - :7 -] 3
addvess | ] httpr/fcahost (=282 B> B

Google - v| @osearhweb - FB  EH0blocked e options

~

V. Key Words that Describe this Protocol
directions: Flease choose which key words describe this Protocol. You may choose any number of key words from the list on the |eft and move them using the
arrow keys, Or, you may enter your own key wards in the "other field below.

Possible Key Words Selected Key Words

AIDS A

asthma -

baldness v
Other keywords nat Lsted abowe| |
hint: To enter more than one "other® keyword, simply separate them by a comma.

VI. Attach Documents

W Upload / Mail / Fax Documents — hint: Click Here to Yiew List of d D

Savapdnplication ] [ Save and Finish Later [ Save and Continue Application >>3> ]
Top

User: P Inves\gator
WARNING: This\s NOT the production system. ifse the live IRBUNSE spstem for production data.
E-mail messagi\g is disabled or not configured on this ins\ance of IRBIWISE.
Page generated on\December 15, 2004 12:31 AW
www.irbwise.com
IRBWISE v.2.0.5 (02309) on Nov 28, 2004 09:57:04 PM EST | |
2004 IRB Solutions \lnc., Portions Copyright 2000-2004 Geargia Tech R\search Corporation ALL RIGHTS RESERVED v

&] Done
-

4 start

o Start I BWise PDF Tr... 4 REWise Dema; Subm. ..

| Th Dep.vtment Head do. .

J Localintranet

If you choose “Save
application” your
application will be
saved and you will
stay on that page.

If you choose “Save and
Finish Later” your
application will be saved
and you will be taken
back to the beginning of
the completed
application.

IRB Solutions, Inc.
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If you choose “Save and
Continue Application”
you will be asked to
review your application
and then answer the
“Conflict of Interest”
questions.

20



Conflict of Interest Questions:

3 IRBWise Demo: Review & Submit Protocol - Microsoft Internet Explorer

le  Edit View Favorites Tooks Help o

Qe - () \ﬂ @ o) /-7 Search ¢ Favortes ) o
Address @mtp Ifiocalhostinewrevienpage?subid=252 v G links
Google - v| B seachweb - g3 EN0blocked g options
File Name Submitted Date Submitted By [
Hone

Gonflict of Interest

A Does any participating member, staff, students ¢ar his/her spouse or dependant Students and employees) have any financial
interest such as royalty, equity or any other payments (e.g. consulting, salary, etc...) in the sponsor or other entities having a
financial interest in intellectual property, product, or service which is the subject of the proposed research?

SelectOne v

B Does/will any equity interest exceed §10,000 in current value or exceed 1% of ownership interest?
SelectOne v
G Does/will aggregate annual payments for royalty and other payments exceed $10,0007

SelectOne v

D If you answered yes to any of these questions, has your potential conflict of interest has been disclosed?

SelectOne v

<<EditApplication | [ SavedStayHere ][ Save & Confinue>>

o
User: P Investigatar
WARNING: This is NOT the production system. Use the fiue IREWISE system for production data, =
E-mail messaging is disabled or not configured on this instance of IRBWISE v
&] pone & Local intranet

/4 start g 3 R | @ Department Head do...

If you wish to continue you will need to choose the “Save and Continue”
button.

You will then be asked to answer the “Endorsement” questions:

2 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer

File Edt View Favorites Tools Help

Qe - () ¥ B O ormons € -8 o =

¢ aderess ] http: 2 VB s>
Google - | v| @ seaciweh - g3 FDoblocked T auorl [ options
e T TREWTSE Dems, P : —
» submit New Protocol 1
Protocol As of: December 15, 2004 12:39 AM
Title: test pratocal
Principal Investigator: Alice Basler Current Status: New
Admin Assigned: Last Activity: 12/15/2004 - Creatad
Committee Assigned: Original Approval Start:
Review Type: Current Approval Period:

Endorse Protocol

note: The P1 s typically the person who should sndorse the protosal, You may forward it to the PT or sndarss it yourseff,
+ L certify that I have participated in and read this document, attest to its accuracy and complateness of disclosure, and that protected =
1A health information will nat be re-used or disclosed to any other person or entity unless otherwise authorized by law to have such acoess to
gree protectod heath information.
I understand that I must notify the IRB Chairman or Medical Director of unexpected local adverse events, (4/E) in writing within 24

rsements
hours if the event is fatal and possibly caused by the study drug, within 48 hours of any serious A/ that is possibly caused by the study
drug, and within 5 days of fatalities which are not related to the study drugédevice
* Imustrequest IRE approval of changes to research prior to implementation, submit progress reports and a final report to the IRE as
requested.
o
% feree By checkin this boxsnd providing your full nsme snd password

for this now ¢ Password Verification
Your Full Name

- — Enter your password to verify your identity

Suhmit Protnenl hd

&l pore & Lacal intranet

You will need to check the box in the “l Agree” section and type in your full
name and reenter your password.

Once you have done this you will need to then forward your application on to
your department head or chair for their sign off if you are the PI. If you are

IRB Solutions, Inc.
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filling out the application for the PI you will need to forward to the PI for
Endorsement and Conflict of Interest. The Pl will then be responsible for
forwarded it on to Department Head or Chair.

2 IRBWise Demo: Submit New Protocol - Microsoft Internet Explorer

i Fle Edt view Favorkes Tools Hep

Qe - O [¥] [ @ @0 O s Sy revates @ =N =R
¢t 2 B> ERETE Il Usethisoption if you are not
Google - ~| @psearchieb ~ FB  [EHoblocked Y actoFll [ Options

= the PI but you arefilling out the
anolication for the Pl

Submit Protocol

© Forward the protocol to the PI: Basler, alice

<
@ Request signatures before submitting to the IRE®

Usethisoption if you arethe PI.

List All Choices

help
b
Enter the first few letters
of the person's last name.
Usethisoption if wish submit
< R

© Submit the protocol directly to the IRB ~ dlreCtly tO the I RB
Comments:
[ <<EdtApplication | [ SubmitPratocel |

To forward for additional signatures you should click the radio button beside
the “Request signatures before submitting to the IRB” option. You will be able
to choose the individual from the drop down list. Once you have chosen the
person who will sign off on your protocol you will need to click on the “Add
Recipient” button. You will see them appear under the blue bar:

T
Googe- | | @ ceachvieh - | E0blocked 1l uorl | fed Optiors

Submit Protocol

O Forward the protocol to the PI: Basler, Alice

© Request signatures before submitting to the IRB

Add Recipient

Gomments:

EdiApplicator ] [ SubmiFrotocal

You may now choose the “submit protocol” button. The system will send an
email to the person you chose requesting their signature on the protocol. It will

now be the responsibility of your department head or chair to submit your
protocol to the IRB.
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