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Step 1 - Click on Ll

a Folder for Michael Miller - Microsoft Internet Explorer

J File = Edit  Wiew  Favorites  Tools | Help a‘&u:| ﬁ
| &bk - =» - D &} | @search [fFavortes Eiveda 4 | BN S v -

J Address I@ http:f firbdev/sandbox /Rooms/DisplayPages/LayoutInitial? Cont ainer=com, webridge, entity [Entity%:SB0I0%5E52 10EEE23 1 C 88847 A7AIF4D1 1?.0.26Ej ﬁGD

elRB Studies

Folder for Michael Miller

Folder for Michael Miller

This is your personal folder, the central resource for managing your daily wark, Here are some hints to
Create new Stl.ld)!' help you along:

'- Convert Existing Study * [y Inbox are things that require action by you

# [y Roles allows you to switch between your roles

e Thevarious tabs below filter on a particular item s
‘Manles |

PlResearch Staff

m FProtocols Modifications Reportable Events Continuing Reviews

‘ Protocols

10 karme v Diate Modified State
=Y |RBO00OOOGT Effects of el earning 12852004 4:47 PM Researcher preparation
=Y IRBO00OO0GE Effects of E-Learning 512852004 1:05 PM Researcher preparation

K <4 1-2 ofl Start by scrolling down, if necessary,
to wew any lsted modifications.

Adverse Experiences ‘

o Mame Ciate Modified State \E
Notes:

Start by scrolling down, if necessary, to view any listed modifications.
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Folder for Michael Miller - Microsoft Internet Explorer

=2y et
Step 2 - Click on it s2meni

/3 Folder for Michael Miller - Microsoft Internet Explorer ﬁ{f - 10| x|
J File Edit Wew Favorites Tools  Help Sefax | W

J aBack ~ = - ) at | {Qhsearch  [elFavorites EfMedia ¢4 | - S -

J Address I@ http: ) firbdeyfsandbox /Rooms/DisplayPages/LayoutInitial? Container=com, webridge, entity [Entity3:SB0I0%E5E52 10EEEZ3 1 C33B47 ATEIF4D1 1?A26Eﬂ ﬁGD

|n.uverse Experiences | ;l
o Mame Ciate Modified State
There are no iterns to display
&< 0-0ofo b A
Protocol Violations
o Marme Date Created State
There are no iterns to display
&< 0-0ofo b A
Modifications | Click on the modification
vou wish to submut,
[n} Marme T odified State IRB Mumber Short Study Title
Fecruitrment | 6/4/2004 309 Researcher .
Ire] T -
MRO0000023 rcvertissment Fh preparation IRBOO0OO0OOES Effects of e-Learning
MROOODDOZz =hAnde 52172004 328 Researcher \oennnnnngs Effects of e-Learning
consentform  PM preparation
wos 1-z2of2 oA
Continuing Reviews
o Mame Ciate Modified State
There are no iterns to display
&< 0-0ofo b A :I

Notes:
Click on the modification you wish to submit.
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Step 3 - Click on Docurments for this Modific ation

=} Recruitment Advertisement - Microsoft Internet Explorer

J File Edit Wiew Favorites Tools  Help Aefax
J Back ~ = - ) at | @Qsearch [ElFavortes EhMedia 4 | - S o -

J Address I@ http: ) firbdeyfsandbox /Rooms/ DisplayPages/LayoutInitial? Container=com, webridge, entity . Entity 3L SEOIDYSEE47 309636592E04 L BFEEL IBB‘BFBFFSj ﬁGD

Michael Miller | My Home | Logoff

elRB Studies

Open the Modification Regquest IRB Number: IRBOOOD00E3
Farm..
. Long Study Title: Study the effects of e- A 5
e — Learning on research staff, Sselaialllk
Additional Compliance Approval
Status
Sponsar Study Status: Active
) ) MIH
Available Actions
Short Study Title: Effects of e-L earming Expiration Date: 5212005
O Withdraw Principdl Ty, view, add or remove documents RE#
Sads for thiz modification, click on fication Status: Researcirer

Documents for this Modification. fration

VUL O TG [Documents fior this Modification]

Project Log
Arctivity Authar Activity Date 4
{9 Edited the form Michael Miller Grdr2004 3:09 PM
% Edited the form Michael Miller Grar2004 3:05 PM

Notes:
To view, add or remove documents for this modification, click on Documents for this Modification.
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Cpwrn b Koz sal un Rey owsl

Step 4 - Click on F2—..

=} Recruitment Advertisement - Microsoft Internet Explorer L i ;g]ﬁr .

J File Edit  Wiew Favorites Tools  Help Anfax
| EBak - =» - D 7 | Qsearch [GfFavortes iMeda 4 | BN S -

J Address I@ http:ffirbdey/sandbox /Fooms/DisplayPages/LayoutInitial? Container=com, webridge, entity [Entity[OID[847 309B3E592ED4 1BFEEL ISBQFBFFSIZ]]&Taj ﬁGD

Michael Miller | My Home | Logoff

elRB Studies

of e-Learning ruitment Adve

Open the Modification Regquest IRB Number: IRBOOOD00E3
Farr...
Quick Views “"-ﬂquzmy ?’Jﬂe: Sqrrf}' the effects of e- Review Category:
— - To make modifications, click, Open the
g?aclﬁlgnal LplEnse AL Modification Request Form...
- Spansar Study Status: Active
y N MIH
Available Actions
Short Study Title: Effects of e-L earing Expiration Date: 5212005
@ VWithdraw Principal investigator: (ficiael Viller Oid IRB 22
Board Number: Board 1 Mom"ﬁca;fm Status: Researcher
preparation

Modification History Documents for this Modification

Modification Related Documents:

Title: Date Created Date Modified Wersion
There are no items to display.

Upload Documents Page

Upload Farms

Notes:
To make modifications, click, Open the Modification Request Form...
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Step 5 - Click on _ Cortinue == _|

a Edit/¥iew - Microsoft Internet Explorer

June 30, 2004

J File Edit  Wew Favorites  Tools  Help @‘hﬁu| ﬁ
J P Back - = - @ fat | @5&arch (3] Favarites @Media @ | %v = I?_—I -

J Address I@ http:,|'Il'irbclev,l'sandbox,l'Resource.\!\dministratinn,I'PrDject,I'Pr0]’ectEclit0r?M0de=smartF0rm&Wi2ardPageOID:com.webridge.entity.Entitv“foSBOID"-‘foSBS'j ﬁGD

a—ﬂj e ] R B Edit: Modification Request - MROODOD023
== Back | Save | Exit | HidedShow Ervors | Print... | Jump To: | Creation Yiew LI Continue == |

Use this form to initiate a new Modification Request or a Project Termination form.

Fleaze enter a shart name to help you identify this requestwhen it appears in lists.

"Requestname;
Recruitment Adveriserment

Wirould you like to submit a Modification Reguest or Terminate your study?
& Modification Regquest

= Terminate Study

With the modification request form open,
when vou click Continue you'l be taken to a new page where you can fill out the Modification Req click Continue to move to the next screen.

== Back | Save | Exit | HidesShow Errors | Print... | Jump To: | Cresation Yisw =l
kil
Notes:

With the modification request form open, click Continue to move to the next screen.
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Step 6 - Click on [

/3 Edit/Yiew - Microsoft Internet Explorer e i 10| x|

J File Edit Wiew Favorites Tools  Help @‘hﬁu| ﬁ
| ©Bak - = - D 7} | Qzearch [GFavortes Fiveda <4 | By S v -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DSASGCSBAQESlQj ﬁGD

Edit: Modification Request - MROOD00D023

=< Back | Save | Exit | HidedShow Ervors | Print... | Jump To; | Modification Reguest Farm LI Continug == |

Modification Request Form

PI: Michael Miller

Study Title: Effects of e-Learning
Study Number: IRBO0O0000GS
Study Status: Active

HELP TEXT

1. Current Subiects Enralled: |34 This means the number of sibfects consented over the life of the studly,
| or the himber of subjects participating i consent was waived, or the
number of files accessed for a relfospective chart review, or the number
of bioiogical snecimens.

2. ChangemddiDrop items:

Revisad doclments must be atached as & Word document with b

1. Advertizement: I changes racked (Youw will be able to upload revised docurments when
youl olick "continue'.
2.2. Consent Form: Il
2.3 Pratocol: r Any changes to questionnaires must be prospectively reviewee ah
approved by the IREB.
2.4, tuestionnaire: -
2.6. A Change in Study Status: r All changes to the protocol st be incorporated inio the writen
27 Ifch in status indicat protocol and the new version subrmited,
siaiusc' ange In stalus, indicate new I j Eewew the options on thiz page and
! o . scroll down to wiew more of the form.
2.5 Other (specify in guestion 4} Il
3. Does this change affect subject participation? Checking Yes"will el reguire cohsent form mmodifications.
Notes:

Review the options on this page and scroll down to view more of the form.
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Step 7 - Click on ml

< Edit/¥iew - Microsoft Internet Explorer i e -3 x|

J File Edit  Wew Favorites  Tools  Help (_:}ia:| ﬁ
J s~ Back » = - @ fat | @58arch (3] Favorites @Media @ | %v =h ﬂ -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DSASGCSBAQESlQj ﬁGD

= L
Y

Revisad doclments must be aftached as & Word document with

71, Advertisement: I changes bracked (Youw will be able to upload revised documents when
youl click "continue).

2.2. Consent Form: -

2.4 Protocal - Any changes to questionnalires must be prospectively reviewed and
appraved by the IRA.

2.4, tuestionnaire: [l

2.6. A Change in Study Status: [l Alf changes to the protocol must be incorporated into the written

rotocol ahdd the new varsion submitied

2.7 Ifchange in status, indicate new | j s

status:

2.8, Other (specify in guestion 4): -

3. Does this change affect subject participation? Checicing "ves"will likely require consent form modifications.

Cves Mg

4. Briefly describe and explain the reason far the modification.
Flease indicate any changes, revision, etc.

Advertisement ;I

Iake any necessary
changes and click Continue.

== Back | Save | Exit | HidedShow Ervors | Print... | Jump To; | Modification Reguest Farm LI =
Notes:

Make any necessary changes and click Continue.
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Step 8 - Click on [

/23 Edit/View - Microsoft Internet Explorer : _|o] x|

J File Edit Wew Favorites Tools  Help Aefax
J Back ~ = - ) at | {Qhsearch  [ElFavorites ERMedia 4 | By S | -

J Address I@ http:,l',l'irbdev,l'sandbnx,l'Resource.ﬁ.dministratil:un,I'Project,I'PrDjectEditor?Mode=smartf0rm&Project=com.webridge.entity.Entitv[OID[DSASGCBBA‘BESlQj ﬁGD

Edit: Modification Request - MROOD0D023

== Back | Save | Exit | HidesShow Errors | Print... | Jump To: |Upload docs view ;I Finish |

Use this form to manage your documents.

This checklist iz intended to aid investigators in providing the documentation necessary to obtain Institutional Review Board (IRE)

approval for research protocols involving hurnan subjects. Please use the most recent version of the IRB forms, which can be found

here. For each item please check whether that document will be submitted electronically or via hard copy. If wou are submitting
document(s) please indicate how many. e

“lfyou do not need to upload any documents, simply hit the "Finish" button.

Electronic Hard Copy How Many?

Modified Protocol r r I_ |
Copy of grant (if NIH grant as new funding source) r r I_
Data Safety Monitoring Plan for NIH-Sponsored studies or GCRC studies - r I_
Adult Informed Consent Form r r I_
Genetic Informed Consent Form r r I_
Child Assent mi mi —
From here wou would manhage any

Media Informed Consent associated documents. Scroll down when
HIPAA Research Authorization - -
HIPAA Authorization for Existing PHI r r

Notes:

From here you would manage any associated documents. Scroll down when ready.
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Edit/View - Microsoft Internet Explorer

Step 9 - Click on Ml

/23 Edit/View - Microsoft Internet Explorer - 10| x|
J File Edit  Wew Favorites  Tools  Help SeFax | ﬁ
| wBak - = - D 7} | Qzearch [GFavortes @iveda ¢4 | By S v -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DSASGCSBAQESlQj ﬁGD
CTIRT ASSENT T T I ;I
Media Informed Consent - - I
HIPAA Research Authorization Il Il I
HIPAA Authorization for Existing PHI r r |
HIPAR Waiver of Authorization r r |
HIPAA Data Use Agreement r r I
HIPAA Business Associate Agreement r - I
Other HIPAA Formi(s): j C C I
An Investigator's brochure/Package Inserts/Safety Sheets for Food Supplements, Herbs, etc. Il Il I
Advertisments/Recruitment letters (Call UNP at 494-82311 for assistance with wording) - - I
Survey instrument(s)/Data collection form(s) - r I
Collaborative Agreement(s) r r I
CLIA Certifications {(non-OHSU labs) r r |
Other: j C C I

Upload Documents: Use this grea to wpload the documents yvou Indicated in the checllist

Add ahovie.

= When you are done making any

itle : : : e
; ; document modifications, chek Fimish
There are no items to display.
== Back | Save | Exit | HidedShow Ervors | Print... | Jump To: |Upload docs view LI
Notes:

When you are done making any document modifications, click Finish.

Page 10 of 17



elRB Simulation Documentation June 30, 2004

OHSU ¢lRb

Recruitment Advertisement - Microsoft Internet Explorer

Srlogv aaanew

Step 10 - Click on -+

AR |

Recruitment Advertisement - Microsoft Internet Explorer

J File Edit  Wiew Favorites Tools  Help Anfax
| &bk - =» - B3 7 | Qsearch [GfFavortes iMeda 4 | BN S ] -

J Address I@ http: ) firbdeyfsandbox /Rooms/ DisplayPages/LayoutInitial? Container=com, webridge, entity  Entity 3L SEOID Y SEE47 309636592E04 L BFEEL IBB‘BFBFFSj ﬁGD

elRB Studies

of e-Learning

Cpen the Modification Feguest
Farm..

ruitment Adve

IRE Number: IRBO0000063

Once yvou have made changes,
vour avalable actions reflect your
options. Click Here to continue,

ong Study Title: Study the effects of e-
L earning on research staff.

Sponsar

Available Actions

% Submit
% Withdraw -

MIH
Short Study Title: Effects of e-L earming

Principal investigator: (iciiael Viller

Board Number: Board 1

Modification History

Documents for this Modification

Michael Miller | My Home | Logoff

Review Category:

Study Status: Active

Expiration Date: 5212005
Old IRBZ:

Modification Status: Researcier
preparation

Project Log
Arctivity Authar Activity Date 4
{9 Edited the form Michael Miller Grdr2004 3:09 PM
% Edited the form Michael Miller Grar2004 3:05 PM

Notes:

Once you have made changes, your available actions reflect your options. Click Here to continue.
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Step 11 - Click on & Submit

3 Recruitment Advertisement - Microsoft Internet Explorer

J File  Edit “iew Faworites Tools  Help eFax

J =Back » = - @ e | @Search [ 3] Favorites @Media @ | %- =] Iy_—l -

J Address I@ hktpe firbdew/sandbo:: (Rooms ) DisplayPages LayoutInitial? Cont ainet =com, webridge. entity  Entity <4 SBO 045634 7 309636559 2E04 L BFGEL IBBQFBFFSj ﬁGD

Open the Modification Regquest
Form...

Quick Views

Additional Compliance Approval
Status

Available Actions

IREB Number: IRBO0000063

Long Study Title: Study the effects of e-
Learning on research starf,

Sponsar
MIH

Short Study Title: Effects of e-Learnitg

Printcipal investigator: Wiciael Viller

From Awalable Actions, click Submit. FM:mben S

Modification History Documents for this Modification

hael Miller | My Hame | Logoff

Review Category:

Study Status: Active

Expiration Date: 5272005
Old IRB Z:

Modification Status: Researcher
preparation

Project Log
Aptivity Authar Activity Date
{% Edited the form Michael Miller Grdra004 3:08 PM
{9 Edited the form Michael Miller Grdr2004 3:05 PM

Notes:

From Available Actions, click Submit.
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Microsoft Internet Explorer

Step 12 - Click on

Submit

Use this form to submit your modification request to the CRIO office.

Short Study Title: Effects of e-Learning

IRE Number: IRBOOOOOOE 3
Maodification Title: Recruitrment Advertiserment
Modification ID:  MRO0DO0D00Z23

When you click OK your request goes to the ORIO office. You will no longer he ahle to edit the modification request form. You will he notified
when the ORIO makes a decision about your request.

Comments:
Tou may add any addiional comments
' necessary. These comments can be
read by the modification approver,
Click Here to continue.

To submit your finished form, click OK =

Ifyou want to continue editing your farm, click Cancel,

ﬁb(l I"‘ﬂnr\ﬂll ;I

El

Notes:

You may add any additional comments if necessary. These comments can be read by the modification approver.

Click Here to continue.
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http://irbdev/sandbox/ResourceAdministration/Activity/form?Activity Type=com.webridge.entity.Ent -

Microsoft Internet Explorer

Step 13 - Click on =

Submit

Usze this form to submit your modification request to the CRIO office.

Short Study Title: Effects of e-Learning

IRB Number: IRBOD0000GES
Muodification Title: Fecruitment Adverisement
Modification ID:  MRO0DO0DO023

When yau click OK your reguest goes to the ORIO office. You will no longer he ahle to edit the modification reguest form. You will be notified
wehen the ORID makes a decision about your request.

Comments:

=

To submit your finished farm, click OK.

Ifyou want to continue editing your farm, click Cancel, Seroll down, Eneces;ar_y,
to complete the submission.

ﬁb(l anral I

Notes:
Scroll down, if necessary, to complete the submission.
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Step 14 - Click on ox]

<3 http:/ firbdev /sandbox,/ResourceAdministration/Activity /form?Activity Type =com.webridge.entity.Ent ™M - |EI|1| Inlﬂ
Submit Ji
6)60
Use this form to submit your modification request to the ORIO office.
Short Study Title: Effects of e-Learning
IRE Number: IRBOOOOOOE 3
Madification Title: Recruitment Adverisement
Modification ID:  MROD0ODODZ3
When you click OK your request goes to the ORIO office. You will no longer he ahle to edit the modification request form. You will be notified
when the ORIO makes a decision about your reguest.
Comments:
To submit your finished form, click OK.
If you want to continue editing your form, click Cancel. I
| Click OK to submit this Modification
Cancel | [

Notes:
Click OK to submit this Modification.
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Step 15 - Click on

ecruitment Advertisement - Microsoft Internet Explorer

J File Edit “iew Favorites Tools  Help Sefax
J GiBack + = - () at | ‘Qhsearch [EfFavorites EhMedia ¢4 | - S o -

J Address I@ http:ffirbdey/sandbox /Rooms/ DisplayPages/LayoutInitial? Container=com, webridge, entity . Entity3:SE0ID Y SEE47 309636592E04 LBFEEL IBB‘BFBFFSj ﬁGD

| Miller | My Home | Logoff

elRB Studies

Studies = Effe of e-Learning = Recruitment Adve

Open the Modification Regquest IRB Number: IRBOOOD00E3
Farrm..
. Long Study Title: Study the effects of e- B i
e Learning on research staff, AW e Y
Additional Compliance Apgaroval
Status
Spansar Study Status: Active
) ) MIH
Available Actions
T e T T R T Short Study Title: Effects of e-L earting Expiration Date: 5212005
Principal investigator: (ficiael Viller Old IRB #:
Board Number; Eoard 1 Modification Status: Analystreview
e The project log for M-:l)dJﬁcatlon.s Wl]l.
reflect the newly subrmitted Modification.
Click Here to continue, and complete
this simulation.
Project Log
Activimr/ Authar Activity Diate «
% Submitted © Michael Miller Gr4r2004 3:16 PM
% Edited the form Michael Miller Grdra004 3:08 PM
{9 Edited the form Michael Miller Grdr2004 3:05 PM
Notes:

The project log for Modifications will reflect the newly submitted Modification. Click Here to continue, and
complete this simulation.
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Step 16 - End of simulation

a Recruitment Advertisement - Microsoft Internet Explorer

J File Edit Wiew Favorites Tools  Help a?'u?u:|
| wBak - = - D 7} | Qzearch [GFavortes iveda 4 | By S v -

J Address I@ http:f firbdev/sandbox /Rooms/DisplayPages/LayoutInitial? Container=com, webridge, entity . Entity 9. SEOID%SE84 7 309636592ED4 | BFEE1 ISBQFBFFSj ﬁGD

Michael Miller | My Home |  Logoff

elRB

Open the Modification Reguest IRE Mumber: IRBOOO000G3
Form..

. Long Study Title: Study the effects of e- B 7
Quick Views Learmitiy ot research staff. PRI elenory;

Additional Compliance Approval
Status

Sponsar Study Status: Active

) ) MHIH
Available Actions

Short Study Title: Effects of e-Learmning Expiration Dater 5212005
Principal investigator: (iciael (iller Oid IRB =

Board Number: Board 1 Modification Status: Analystreview

Modification History Documents for this Modification

Project Log
Artivity Author Activity Date
% Submitted Michael Miller Grara004 316 PM
% Edited the form Michael Miller Grdr2004 3:09 PM
% Edited the form Michael Miller Gr4r2004 3:05 PM
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