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Carpal Tunnel - Microsoft Internet Explorer

June 30, 2004

Step 1 - For sim purposes, you will only fill out a limited number of questions.

a Carpal Tunnel - Microsoft Internet Explorer e

J File  Edit “iew Favorites Tools  Help Sefax
J HBack » = - @ ot | @Search (3] Faworites @Media 8 | %v =] |y_.| -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Rooms,l'DisplayPages,I'LayoutInitiaI?Container=c0m.webridge.entity.Entity%SBOID%SBE6CA9CH?FDDDBZ4?8563?4A821S?Ej ﬁGD

G—HJ e[RB For sumulations purposes we will only £l out ichael Miller | My Home | Logoff
a lrmited number of questions on thiz form.

elRB Studies

3l Tunnel Click Here to continue.
Open AE Farrm IREB Number: IRBOO000063
B Long Study Title: Study the effects of e- Review Category:
Additional Compliance Approval Learning ot research staff, i
Status
Sponsar Study Status: Active
Available Actions MIH
Short Study Title: Effects of e-Learitng Expiration Date: 5212005
Printcipal investigator: Wficiael Viller id IRB =
Board Number: BEoand 1 AE Status: Analyst review

Adverse Experience History RSl R 0@ nllR.1=

Project Log
Activity Author Activity Date s
% Submit Michael Miller Bri2004 3:31 PM

Notes:
For simulations purposes we will only fill out a limited number of questions on this form.

Click Here to continue.
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OHSU ¢lRb

Carpal Tunnel - Microsoft Internet Explorer

y Horme

Step 2 - Click on

=} Carpal Tunnel - Microsoft Internet Explorer si_"h'

Sefax
J {=Back + = - @ e | @Search [3] Favorites @Media @ | %- =] Iy_] -

J Address I@ htt|:-:Il'Il'irbdev,l'sandbufooomsIl'DisplayPagesII'Layc-utInitiaI?Cc-ntainer=u:-:-m.webridge.entitv.Entity%SBOID%SBEGCAQCH?FDDDE=24?8563?4.0.821S?Ej ﬁGD

J File Edit “iew Faworites Tools  Help

elRB

If you are not already there,
start by clicking on My Home.

nal Tunnel

Open AE Fotm IRB Number: IRB0O0000063

Cuick Views R i £
Long Study Title: Study the effects of e- Review Category:

Additional Cormpliance Approval
Status

Available Actions

Learnitig on research starf,

Sponsar
MIH

Short Study Titte: Effects of a-L earitig

Study Status: Active

Expiration Date: 5212005

Printcipal investigator: Wliciael Viller id IRB =

Board Number: Boand 1 AE Status: Analyst review

Adverse Experience History Documents far this AE

Project Log
Auctivity Authar Activity Date
% Sukimit Michael Miller Bri2004 3:31 PM

Notes:
If you are not already there, start by clicking on My Home.
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June 30, 2004

Folder for Michael Miller - Microsoft Internet Explorer

Step 3 - Click on Erofocols

a Folder for Michael Miller - Microsoft Internet Explorer

J File Edit Wiew Favorites Tools  Help

e . =101 %]
‘sm:| |

| &bk - =» - D 7 | Qzearch [GFavorites iveda 4 | By S v -

J Address I@ http:ffirbdev/sandbox /Rooms/DisplayPages/LayoutInitial? Container=com. webridge, entity [Entity:SB0I0%5E52 10ERE23 1 88847 A7AIF4D1 1?.0.26Ej ﬁGD

Michael Miller | My Home | Logoff
elRB Studies
Folder for Michael Miller
M PI & Research Staff Folder for Michael Miller
@ Create new study This is your pe_rsonalfoltler, the central resource for managing your daily work. Here are some hints to
help you along:
E| i‘ Convert Existing Study + [y Inbox art Click on the Protocols tab
* MyRoles all o4 celect the protocol you e
» The warious ! : ]
‘ My Roles | wish to create a viclation for.
PlResearch Staff
m FProtoeols Modifications Reportable Events Continuing Reviews b
‘ Protocols
10 karme v Diate Modified State
=y |RBO00OOOGT Effects of el earning AI2872004 4:47 PM Researcher preparation
=Y IRBO00OO0GE Effects of E-Learning a128r2004 1:05 PM Researcher preparation
K A 1202 b K
Adverse Experiences ‘
o Mame Ciate Modified State _I
Notes:

Click on the Protocols tab and select the protocol you wish to create a violation for.
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Folder for Michael Miller - Microsoft Internet Explorer

Step 4 - Click on Effects of el earning

=101 x|

J = Back » = - @ o | @Search (3] Favorites @Media @ | %- =] Iy_] -

J Address I@ hktpe firbdew/zandbo:: (Fooms ) DisplayPages LayoutInitial? Cont ainet =com, webridge. entity  Entity4:SBOI0:E5B5 2 1 0EGEZ 31 C33E4 TATEIF4DL 1?A26Eﬂ ﬁGD

Michael Miller | My Home | Logoff
elRB Studies

Folder for Michael Miller

Folder for Michael Miller

This is your personal folder, the central resource for managing your daily work, Here are some hints {o
@ Create new stud‘y help you along:

Bl ﬁ Convert Existing Study s [y Inbox are things that require action by you
e Iy Roles allows you to switch between your rales
| # Thevarious tabs below filter on a particular item

‘ My Roles

PlResearch Staff

m Frotocols Modifications Reportable Events Continuing Reviews b

Click on the Effects of

‘ Protocols eLearming study to open it
jin} Marme v Date Modified State
i IRBOOOOOOGY Effects of el earning ai28/2004 4:.47 PM Researcher preparation
2% IRBOOOOO0GE Effects of E-Learning RI2B/2004 1:056 PM Researcher preparation
K 41202 b H

Adverse Experiences ‘

o Marme Date Madified State

Notes:
Click on the Effects of eLearning study to open it.
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Effects of e-Learning - Microsoft Internet Explorer

Step 5 - Click on [ﬁ New Pretoco Violation ]

Effects of e-Learning - Microsoft Internet Explorer

efax
J PBack » = - @ at | @53arch (G Faworites @Media @ | %- =] Iy_] -

J Address i@ http:,l',l'irbdev,l'sandbnx,l'Rooms,l'DisplayPages,I'LayoutInitiaI?Container=cnm.webridge.entitv.Entity%SBOID%SBFFBS2829993629408E25F\B‘38F60990ﬂ ﬁGD

J File - EdiE e Favorites  Tools  Help

Michael Miller | My Home | Logoff

elRB Studies

of e-Learning

Open IRQ IRE Number: IRB0O00000G3

Quick Views

Additional Compliance Approval IRB Review Approved
Status

Long Stuedy Title: Study the effects of e-

Available Actions [ earning on research staff, WEET AR
o Add or Edit Documents
&E. Update Edit or Read Rights Sponsor Study Status: Active
HIH
4 . ; 1 Chart Ctdy Titlas Citacts of el earnifg Expiration Date: 5212005
23 New Modif Click on the New Protocol Violation
button to begin creating a new one. T Michael Mifler i IRB %

7] New Adverse ? _/f'r Board Number: Board 1

[’é New Protocol Violation ]
EGE TG0 Study Documents Modifications Reportable Events  Continuing Reviews

[’é New Continuing Review l

[ 3 Terminate This Study l ‘ Project Log ‘ =
Activity Author Activity Date
@/ IRG edited Systern Administrator 572472004 9:29 AWM
A Update Edit or Read Rights Michael Wright SI2472004 9:26 AW
A Update Edit or Read Rights Michael Wright SI24/2004 8:25 AM LI
Notes:

Click on the New Protocol Violation button to begin creating a new one.
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Edit/View - Microsoft Internet Explorer

June 30, 2004

Step 6 - Click on |

3 Edit/¥iew - Microsoft Internet Explorer

J File Edit  %iew Favorites Tools  Help eFax |i
J = Back + = - @ i | @Search [3] Favorites @Media @ | %- =] Iy_—l -

J Address I@ htt|:-:Il'Il'irbdev,l'sandbufoesource.ﬂdministratiu:-nII'Prc-jectIl'F‘roje-:tEditor?Prc-jectType=_Pru:-tcu:u:-l%ZD‘v'inIation&ProjectCreator\-‘iew=com.webridge.entitgﬂ ﬁGD

G-HJ e ] R B New: Protocol Violation
== Back | save |

Continue == |

SEEBY C]i.cl-: i t.ﬁe :‘Jiolation Namehﬁeld to seleu:; it | G0

Fleaze enter a short M wou identify this report when it appears in lists.

" Wiolation Name:l o |

When you click Continye you'll he taken to a new page where you can fill out the protocol vialation farm.

== Back | Save | Cortinue == |

Notes:
Click in the Violation Name field to select it.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 7 - Type "Exceeded approved subject number™ in edit box

3 Edit/¥iew - Microsoft Internet Explorer i ; i =lol x|
J File Edit  Wew Favorites  Tools  Help a?'u?u:| |

| wBak - = - D 7} | Qsearch [GFavortes iveda 4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditor?ProjectType=_Protocnl%ZUViU|atiDn&ProjectCreator\-‘iew=c0m.webridge.entit\,ﬂ ﬁGD

a-lSlJ e ] R B New: Pratocol Violation

== Back | Save | Cortinue == |

Use this formto i

Type, Exceeded appreved Report.
sibject nuniber, az a violation
Fleaze enter a short name t dentify this reportwhen it appears in lists.

" Wiolation Name:r

When you click Continue you'll he taken to a new page where you can fill out the protocol vialation form.

== Back | Save | Continue == |

Notes:
Type, Exceeded approved subject number, as a violation name.
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Edit/View - Microsoft Internet Explorer

Step 8 - Click on _Cortinue =-_|

a Edit/¥iew - Microsoft Internet Explorer

June 30, 2004

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

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditor?ProjectType=_Protocnl%ZUViU|atiDn&ProjectCreator\-‘iew=c0m.webridge.entit\,ﬂ ﬁGD

a_ﬂj e ] R B New: Protocol Violation
== Back | Save | Cortinug == |

Use this form to initiate a new Protocol Violation Report.

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

" Violation Mame: |Exceeded approved subject number

Atter verifiang your choices,
click on the Continue button

When you click Continue you'll he taken to a new page where you can fill out the protocol vialation form. to move to the next screen.

ceoect | sa

Notes:
After verifying your choices, click on the Continue button to move to the next screen.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 9 - Click on I

iew - Microsoft Internet Explorer ; 10| x|

J File Edit  Wew Favorites  Tools  Help @‘hﬁu| |

| wBak -+ = - D 7 | Qsearch [fFavortes EiMeda ¢4 | BN S ] -

J Address I@ http:,|'Il'irbclev,l'sandbox,l'Resource.\!\dministratinn,I'PrDject,I'Pr0]’ectEclitDr?M0de=smartf0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZ.ﬂ1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVOO0OOD0O010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Wichael Miller

Short Study Title: Effects of e-Learning

IRE Number: IRBO00O00ES

Study State: Acil Click in the Violation field to selectit |

HELP TEXT

vialation #:
1. Report Date: I stz The date you became aware of the profocol vioigtion.
2. Mumber enrolled at OHSU: I Owver the fife of the study.

3. Mumber still in treatment: I

4. Total number of subjects enralled: I fnciuding subiects ennofiod at other institubions.

5. Protocol Violation Date: | 2]

B. Participant Identifier: |

7.\What type of reportis this?

-

7.1 If follow-up, to which initial number; I

8. Please give a brief description ofthe Protacal Violation, using key See the policy on pratocal vinlations to confitm this Is a reportahie ;l

Notes:
Click in the Violation field to select it.

Page 10 of 41



elRB Simulation Documentation June 30, 2004

OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 10 - Type key 1

=3 Edit/¥iew - Microsoft Internet Explorer : =lol x|
J File Edit  Wew Favorites  Tools  Help eFax | |

| wBak - = - D 7} | Qsearch [GFavortes @iveda ¢4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PYO0000010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller
Short Study Title: Effects of e-Learning

IRB Nl" abuar: IDDOOOOOOOED

study §_L7pe, I for a vielation number. |

HELP TEXT

Yialation #: I —

1. Repan Date: I ic::] The date you became aware of the protocol violation.

2. Number enrolled at OHSU: | Overthe life of the study.

3. Murmber still in treatment: I

4. Tatal number of subjects enralled: I Incidding sLbfects envalied at other Institutions.

a. Protacol Vialation Date: I i3]

B. Patticipant [dentifier: |

7. What twpe of reportis this?

-

7.1 Iffollow-up, to which initial number; I

8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this Is a reporahie LI

Notes:
Type, 1 for a violation number.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 11 - Click on |

iew - Microsoft Internet Explorer vl 10| x|
J File  Edit Wiew Favorites Tools  Help .;.sm:| |

| ®Bak » = - D 7} | ‘Qsearch [GFavortes Eiveda ¢4 | BN S ] -

J Address I@ http:,|'Il'irbclev,l'sandbox,l'Resource.\!\dministratinn,I'PrDject,I'Pr0]’ectEclitDr?M0de=smartf0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZ.ﬂ1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVOO0OOD0010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller

Short Study Title: Effects of e-Learning
IRE Number: IRBO00O00E3

Study State: Active

Chick in the Report Date field, or press

. HELP TEXT
Tab on the keyboard to select it. ——

violation#  [1]

1.Repar Date: The date yvou bacame aware of the protocol violation.

2. Murnber enrolled at OHSL: I Cwver the fife of the study.
3. Mumher still in treatment: I
4. Total number of subjects enralled: I fnciuding subiects ennofiod at other institubions.

5. Protocol Violation Date: | i3]

B. Participant Identifier: |

7.\What type of reportis this?

-

7.1 If follow-up, to which initial number; I

8. Please give a brief description ofthe Protacal Violation, using key See the policy on pratocol vinlations to confitm this Is a reportahie ;l

Notes:
Click in the Report Date field, or press Tab on the keyboard to select it.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 12 - Type "6/4/2004" in edit box

=3 Edit/¥iew - Microsoft Internet Explorer : =lolx|
J File Edit  Wew Favorites  Tools  Help eFax | |

| wBak - = - D 7} | Qzearch GFavortes @iveda <4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVOO0O00010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller

Short Study Title: Effects of e-Learning
IRE Number: IRBO000O00GE3

Study State; Active

In the Report Date

field, type, 642004 HELP TEXT

vinlation #: |1

1. Repan Date: ic::] The date you became aware of the protocol violation.

2. Number enrolled at OHSU: | Overthe life of the study.

3. Murmber still in treatment: I

4. Tatal number of subjects enralled: I Incidding sLbfects envalied at other Institutions.

a. Protacol Vialation Date: I i3]

B. Patticipant [dentifier: |

7. What twpe of reportis this?

-

7.1 Iffollow-up, to which initial number; I

8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this is a reportahie LI

Notes:
In the Report Date field, type, 6/4/2004.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 13 - Click on I

A Edit /Yiew - Microsoft Internet Explorer S =10 x|
J File  Edit Wiew Favorites Tools  Help Sefax |ﬁ
J HBack » = - @ ol | @Search (3] Faworites @Media 8 | %v =] 1”_-"?| -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁu:lministratinn,I'PrDject,I'F‘r0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZF\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVO0000010

== Back | Save | Exit | HidesShow Errars | Print... | Jumg To; | Protocol Wickstion Form LI Cortinue == |

Protocol Violation Form

PL: Michael Willer

Short Study Title; Effects of e-Learning
IRE Number: IRBO00O00ES

Study State: Active

HELP TEXT

o |1— Click in the Humber envolled at OHET field,
Rl or press Tab on the keyboard, to select it

1. Report Date;IEMIQDM B

2. Murmber enrolled at OHSLL

3. Murmber still in treatment: I

4. Total number of subjects enrolled: I Incinding suijects enrofiad at other institutions.

A. Protocol Violation Date: I iz

8. Patticipant [dentifier: |

The date vou became aware of the profocol viokation.

Onvier the life af the study.

7. \What type ofreportis this?

-

7.1 Iffollow-up, to which initial number: I

8. Please give a brief description of the Protocal Violation, using key See the policy on protocal violations to confinm this 1s a reportabie Ll

Notes:
Click in the Number enrolled at OHSU field, or press Tab on the keyboard, to select it.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 14 - Type "34" in edit box

=3 Edit/¥iew - Microsoft Internet Explorer : =lolx|
J File Edit  Wew Favorites  Tools  Help eFax | |

| wBak - = - D 7} | Qzearch GFavortes @iveda <4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVOO0O00010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller

Short Study Title: Effects of e-Learning
IRE Number: IRBO000O00GE3

Study State; Active

HELP TEXT

Type, 34 for the Number
enrolled at OHSTT

Yiolation #: |1
1. Repaort Date:IEMIZDDd

2. Murmher anralled at OHSL

3. Murmber still in treatment: I

4. Tatal number of subjects enralled: I Incidding sLbfects envalied at other Institutions.

a. Protacol Vialation Date: I i3]

B. Patticipant [dentifier: |

The date you became aware of the protocol violation.

Oy the fife of the study.

7. What twpe of reportis this?

-

7.1 Iffollow-up, to which initial number; I

8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this is a reportahie LI

Notes:
Type, 34 for the Number enrolled at OHSU.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 15 - Click on I

A Edit /Yiew - Microsoft Internet Explorer S =10 x|
J File  Edit Wiew Favorites Tools  Help efax |ﬁ
J HBack » = - @ ol | @Search (3] Faworites @Media 8 | %v =] 1”_-"?| -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁu:lministratinn,I'PrDject,I'F‘r0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZF\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVO0000010

== Back | Save | Exit | HidesShow Errars | Print... | Jumg To; | Protocol Wickstion Form LI Cortinue == |

Protocol Violation Form

PL: Michael Willer

Short Study Title; Effects of e-Learning
IRE Number: IRBO00O00ES

Study State: Active

HELP TEXT

vinlation #: |1 —

g Click m the Mumber still in treatment field 1 pecame aware of the protocol viclation.
or press Tab on the keyboard, to select it

2. Number enralled at oHSU: [34] CuEriie (52 eFtne CEy

3. Mumber still in treatment: —

4. Total number of subjects enrolled: I Incinding suijects enrofiad at other institutions.

A. Protocol Violation Date: I iz

8. Patticipant [dentifier: |

1. Report Date; 642004

7. \What type ofreportis this?

-

7.1 Iffollow-up, to which initial number: I

8. Please give a brief description of the Protocal Violation, using key See the policy on protocal violations to confinm this 1s a reportabie Ll

Notes:
Click in the Number still in treatment field or press Tab on the keyboard, to select it.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 16 - Type "34" in edit box

=3 Edit/¥iew - Microsoft Internet Explorer : =lolx|
J File Edit  Wew Favorites  Tools  Help eFax | |

| wBak - = - D 7} | Qzearch GFavortes @iveda <4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVOO0O00010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller

Short Study Title: Effects of e-Learning
IRE Number: IRBO000O00GE3

Study State; Active

HELP TEXT

Yiolation #: |1 |
Twpe 34 for the Mumber
1. Repott Date:IEMIZDDd P

still in treatment.
2. Mumber enrolled at QHEL: |34

The date you became aware of the protocol violation.
Oy the fife of the study.
3. Murmber still in treatment:

4. Tatal number of subjects enralled: I Incidding sLbfects envalied at other Institutions.

a. Protacol Vialation Date: I i3]

B. Patticipant [dentifier: |

7. What twpe of reportis this?

-

7.1 Iffollow-up, to which initial number; I

8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this is a reportahie LI

Notes:
Type 34 for the Number still in treatment.
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OHSU ¢lRb

Edit/View - Microsoft Internet Explorer

Step 17 - Click on I

A Edit /Yiew - Microsoft Internet Explorer S =10 x|
J File  Edit Wiew Favorites Tools  Help Sefax |ﬁ
J HBack » = - @ ol | @Search (3] Faworites @Media 8 | %v =] 1”_-"?| -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁu:lministratinn,I'PrDject,I'F‘r0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZF\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVO0000010

== Back | Save | Exit | HidesShow Errars | Print... | Jumg To; | Protocol Wickstion Form LI Cortinue == |

Protocol Violation Form

PL: Michael Willer

Short Study Title; Effects of e-Learning
IRE Number: IRBO00O00ES

Study State: Active

HELP TEXT

vinlation #: |1 —

Click in the Total number of e ol Became aware of the prafocol violation,

subiects enrolled field, or press _
Tah on the keyboard to select it 52 etine EEy:

1. Report Date: |B/4/2004 e

2. Mumber enrolled at OHSL: |34

3. Mumber still in treatment; |34

4. Total number of subjects enrolled:

A. Protocol Violation Date: I iz

8. Patticipant [dentifier: |

inclucing subiects envolied at other inatitubions.

7. \What type ofreportis this?

-

7.1 Iffollow-up, to which initial number: I

8. Please give a brief description of the Protocal Violation, using key See the policy on protocal violations to confinm this 1s a reportabie Ll

Notes:
Click in the Total number of subjects enrolled field, or press Tab on the keyboard to select it.
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Step 18 - Type "34" in edit box

=3 Edit/¥iew - Microsoft Internet Explorer : =lolx|
J File Edit  Wew Favorites  Tools  Help eFax | |

| wBak - = - D 7} | Qzearch GFavortes @iveda <4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVOO0O00010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller

Short Study Title: Effects of e-Learning
IRE Number: IRBO000O00GE3

Study State; Active

HELP TEXT

vinlation #: |1 =

1_Repan Date: |6/4/2004 B The date vou became aware of the protocol violalion.

Type 34 for the total
nutnber of subjects enrolled.

2. Murnber enrolled at OHSL: |34 er the life of the studly.

3. Mumber still in treatment: |34

4. Total number of subjects enrallad:

a. Protacol Vialation Date: I i3]

B. Patticipant [dentifier: |

Inciveling subiects entolied st other institutions.

7. What twpe of reportis this?

-

7.1 Iffollow-up, to which initial number; I

8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this is a reportahie LI

Notes:
Type 34 for the total number of subjects enrolled.
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Step 19 - Click on &

a Edit/¥iew - Microsoft Internet Explorer 1 _ |D| 5I
J File Edit  Wew Favorites  Tools  Help eFax | |

| wBak - = - D 7} | Qsearch [GFavortes @iveda <4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

Edit: Protocol Violation - PVO00O00010

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Yiokstion Form LI Continug == |

Protocol Violation Form

PI: Michael Miller

Short Study Title: Effects of e-Learning
IRE Number: IRBO000O00GE3

Study State; Active

HELP TEXT
Winlation #: |1 —
1. Repan Date: Iﬁngm B The date vou became aware of the protocol violalion.

2. Mumber enralled at QHSL: |34 Overthe life of the study.
To enter a protocol wiolation date,

3. Mumpber still in freatment I34 click on the select date button.

4. Tatal number of subjects enralled: |34

a. Protacol Vialation Date: I

B. Patticipant [dentifier: |

Inciveling subiects entolied st other institutions.

7. What twpe of reportis this?

-

7.1 Iffollow-up, to which initial number; I

8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this Is a reportahie LI

Notes:
To enter a protocol violation date, click on the select date button.

Page 20 of 41



elRB Simulation Documentation June 30, 2004

OHSU ¢lRb

http://irbdev/sandbox/components/ERMComponents/LocalizedCalendar?date=&attr=_Protocol Violation
- Microsoft Internet Explorer

Step 20 - Click on 2

| e Edt View  FaverK i : =101 ﬁ
| wpack - = - () 2| Junez004 [June E|zuu4j - &y ] -
J.C\-:Idress I@ httpefitbdew)s || _SUn_| Mon | Tue | Wed | Thu |J"I \'\ | Sat e=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\lSBBE34D-j o
R 1 2 3 “ 3
& 7 8 g ; "
m P I R 15! C]ﬁk i ;he “ﬁ%nth drop-down menu. Edit: Protocol Violation - PV00000010
20 2 22 23 24 25 26
=< Back | a7 o5 25 a0 1 = 3 itocol Violation Form vI Continug == |
4 B -1 T g 9 10
Protocol Violat
PI: Wichael Miller
Short Study Title: Effects of e-Learning
IRE Number: IRBO00O00GE3
Study State; Active
HELP TEXT
vinlation #: |1 —
1. Repar Date: Iﬁngm B The date vou became aware of the protocol violalion.
2. Mumber enralled at QHSL: |34 Overthe life of the study.
3. Mumber still in treatment: |34
4. Total number of subjects enrolled: |34 Iheluding subfects enrolied &t other inshiutions.
a. Protacol Vialation Date: I i3]
B. Patticipant [dentifier: |
7. WWhat twpe of reportis this?
7.1 Iffollow-up, to which initial number: I
8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this Is a reporahie LI

Notes:
Click on the month drop-down menu.
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Step 21 - Select list box item NG Ao

| Al Edt View  Favor ¥ =10l
| Bk » = - @2 June 2004 June [ 2004 [ [ ExeiEgi i
February  «fo T om

| Address [&] http:fjirbdevys |[ Sum | Mon | Tue |} ! =smartformeProject=com, webridge entity Entity[OID[0BED2A188BE 340, ¥ | (0 Go
EEIE 5

April
& 7 g 11| 12 : .
ﬂ 13 14 15[ |June 18 19 Edit: Protocol Violation - PVOO0OOD0O010
20 21 22 July 29 26

Algust — i
== Back | 27 o5 29| | geptermbe Select May. | Iptocol Yiolation Form vI Continue == |
October
4 5 g 9 10
Mowernber -

Protocol Violat ok JDecember [

PL: Michael WMiller

Short Study Title: Effects of e-Learning
IRE Number: IRB000000G3

Study State: Active

HELP TEXT

vinlation #: |1 —
1. Report Date: IEMIEDM ic::] The date you became aware of the protocol wiolkation.

2. Mumber enrolled at OHSL; |34 Overthe life of the study.

3. Mumber still in treatment; |34

4. Total number of subjects enralled: |34 fnciuding sufjects enrofiad at othar instiiubions.

4. Protocol Violation Date: I iz

B. Participant Identifier: |

7.\What type ofreportis this?

-

7.1 Iffollow-up, to which initial number: I

2. Please give a brief description ofthe Protocol Vialation, using key See the policy on protocol violations to confirm this s a reportable =l

Notes:
Select May.
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http://irbdev/sandbox/components/ERMComponents/LocalizedCalendar?date=&attr=_Protocol Violation
- Microsoft Internet Explorer

Step 22 - Click on

| File  Edit View | Fayol B !
| ek - > - @[3 =l 2004 =l B8 55 ] -
J Address I@ http:firbdev/s Sun | Mon | Tue | Wed | Thu | Fri | Sat e=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBﬁDZF\lBBBE34D-j ﬁGD
23 26 27 28 29 30 1
2 3 & B T g
EEl 10 1 12 13 14 13
16 17 18 “19 20 21 22

May 2004

Edit: Protocol Violation - PVO0000010

== Back | 23 24 25 )‘i.{ a7 e 2 ptocol Yiclstion Form vI Cortinue == |
a0 @ 1 j 3 4 5
. | Select the 19th.
Protocol Violat [_i-ﬂw—’:
PL: Michael Willer
Short Study Title; Effects of e-Learning
IRE Number: IRBO00O00E3
Study State: Active
HELP TEXT
vinlation #: |1 —
1. Report Date: IEMIQDM iz The date you became awate of the protocal wiolation.
2. Mumber enrolled at OHSL; |34 Creriie 2 evtne Gy
3. Mumber still in treatment; |34
4. Total number of subjects enralled: |34 Incinding suijects enrofiad at other institutions.
A. Protocol Violation Date: I iz
8. Patticipant [dentifier; |
T.\What type ofreportis this?
7.1 Iffollow-up, to which initial number: I
8. Please give a brief description of the Protocal Violation, using key See the policy on protocal violations to confinm this 1s a reportabie Ll

Notes:
Select the 19th.
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http://irbdev/sandbox/components/ERMComponents/LocalizedCalendar?date=&attr=_Protocol Violation
- Microsoft Internet Explorer

Step 23 - Click on

J File  Edit view  Faver M g =10l x| ﬁ
| Bk - = - @2 May 2004 My [ [ 2004 5 | ES= ] =

J.C\ddress I@ http:firbdev/s Sun | Mon | Tue | Wed | Thu | Fri | Sat e=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\lSBBE34D-j ﬁGD
23 26 27 28 29 30 1
2 3 4 & B T g
9 10 11 12 13 14 14
16 17 18 20 2 22

Edit: Protocol Violation - PVO0000010

=< Back | 23 24 25 7 a7 25 23 iptocol Violation Form vI Continug == |
30 1| 1 2 ] 4 I
Protocol Violat [ok] (Cancel
PI: Michael Miller ’J :
Short Study Title: Effects of e-Learning Click OK to confirm your selection |
IRE Number: IRBO000O00G3
Study State; Active
HELP TEXT
vinlation #: |1 —
1. Repar Date: Iﬁngm R The date vou became aware of the protocol violalion.
2. Mumber enralled at QHSL: |34 Overthe life of the study.
3. Mumber still in treatment: |34
4. Tatal number of subjects enrallad: |34 Iheinding subiects envolied at other Institutions.
a. Protacol Vialation Date: I i3]
B. Patticipant [dentifier: |
7. WWhat twpe of reportis this?
7.1 Iffollow-up, to which initial number: I
8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this Is a reportahie LI

Notes:
Click OK to confirm your selection.
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Edit/View - Microsoft Internet Explorer

Step 24 - Click on [

a Edit/¥iew - Microsoft Internet Explorer o : _ |D| 5I

J File Edit Wew Favorites Tools  Help Aefax
J aBack ~ = - ) 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[DBGDZF\IBBBE34EI-j ﬁGD

Edit: Protocol Violation - PVODDOD0O10

== Back | Save | Exit | Hide/Show Errors | Print... | Jump To; | Protocol Yiolstion Form LI Continue == |

Protocol Violation Form

PL: Michael Miller

Short Study Title: Effects of e-Learning
IRB Number: IRB000000GE3

Study State: Active

HELP TEXT

vinlation #: |1 —

1. Repart Date: |6/4/2004 i) The date Vo became aware of the protocol violation.

2. Mumber enrolled at OHSL; |34 Over the life of the study.

3. Mumber still in treatment: |34

4. Total number of subjects enrolled: |34 Inciuding subiects ennofiod at other institubions.

Click on the drop-down menu for
the What type of report 15 this field.

5. Protocol Violat

B. Participant [dentif

7.\What type of re is this?

7.1 If follow-up, to which initial number; I

8. Please give a brief description ofthe Protacal Violation, using key See the policy on pratocol vinlations to confitm this Is a reportahie ;l

Notes:
Click on the drop-down menu for the What type of report is this field.
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Step 25 - Select list box itemw

iew - Microsoft Internet Explorer ! - 10| x|
J File Edit %iew Favorites Tools  Help Sefax |
J Back ~ = - ) at | {Qhsearch [ElFavorites ERMedia o4 | - S o -

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[DBGDZF\IBBBE34EI-j ﬁGD

Edit: Protocol Violation - PVYOD0OD0O010

== Back | Save | Exit | Hide/Show Errors | Print... | Jump To; | Protocol Yiolstion Form LI Continue == |

Protocol Violation Form

PL: Michael Miller

Short Study Title: Effects of e-Learning
IRB Number: IRB000000G3

Study State: Active

HELP TEXT

Winlation #: |1 —
1. Repart Date: |8I4I2DD4 i) The date Yo became aware of the protocol violation.

2. Number enralled at OHSU: |34 LML SR

3. Number still in treatrment |34

4. Total number of subjects enrolled: |34 fnciuding subiects ennofiod at other institubions.

5. Pratocal Wiolation Date: Iﬁﬂ 952004 kit

B. Participant Identifier: |
=elect Initial as the report type. |
F =7

e — which initial number: I
il
Follaw-Up

rief description of the Protocal Violation, using key See the policy on pratocol vinlations to confitm this Is a reportahie ;l

Notes:
Select Initial as the report type.
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Step 26 - Click on [

a Edit/¥iew - Microsoft Internet Explorer

J File Edit Wew Favorites Tools  Help

Gvfan |

J aBack ~ = - ) at | {Qsearch [ElFavorites EhMedia 4 | - S o -

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[DBGDZF\IBBBE34EI-j ﬁGD

== Back |

Protocol Violation Form

PL: Michael WMiller

Short Study Title: Effects of e-Learning
IRB Number: IRBO00000GE3

Study State: Active

Wiolation #: |1

1. Report Date:Wm
2. Mumber enrolled at QHSLE |34—
3. Murmber still in treatrment: |34—

4. Tatal number of subjects enralled: |34

5. Pratocal Wiolation Date: Iﬁﬂ 952004 A

B. Participant Identifier: |

7.\What type of reportis this?
[inia 5

7.1 If follow-up, to which initial number; I

8. Please give a brief description ofthe Protacal Violation, using key

Edit: Protocol Violation - PVOO0OOD0O010

Save | Exit | Hide/Show Errars | Print... | Jump To; | Protocol Yiolstion Form ;I

Cortinue == |

HELP TEXT -

The date you became aware of the protocol violation.

Over the iife of the study.

Incivding subiects envolied at other inshitubions.

Seroll down to display
more of the current page.

See the policy on pratocol vinlations to confitm this Is a reportahie

Notes:
Scroll down to display more of the current page.
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Step 27 - Click on | =l

/23 Edit/View - Microsoft Internet Explorer - 10| x|

J File Edit %iew Favorites Tools  Help Sefax | 13

J aBack ~ = - ) at | {Qhsearch  [ElFavorites ERMedia ¢4 | - 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[DBGDZF\IBBBE34EI-j ﬁGD
7. \What type of report is this? _I
IEEETI— |
7.1 Iffollow-up, to which initial number: I
8. Please give a brief description of the Protocal Violation, using key Seea the policy on protocal violations to confinm this 1s a reportabie
wards: wicizhion (At daar ohsy edudeseatchidadrbibiocsdhaliciesbos doc).

9. Resulte Cves O No
10. Res Click in the protocol wiolation it Yes", piease describe what was done. An AE report must aiso be
ves | description field to select it submited.
11. Ifresulted in AE or intervention, please describe:
12. Affected Study Results? © ves 0 po
13. Mumber of gsimilar protocol viulatinns:l Qecutring during this stucly.
14. Please describe the plan for prevention: Answer the foilowing questions:
1. How dicf this happen?
2. What has been done to prevent this frorm happening again? ;l

Notes:
Click in the protocol violation description field to select it.
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Edit/View - Microsoft Internet Explorer

Step 28 - Type "Enrolled more subjects than approved" in edit box

/3 Edit/View - Microsoft Internet Explorer 10| x|
J File  Edit Wiew Favorites Tools  Help SeFax | ﬁ
| wBak - = - D 7} | Qsearch [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[DBGDﬂ\1888E34D-ﬂ ﬁGD
T.\What type ofreportis this? _I
Initial v
7.1 Iffollow-up, to which initial number: I
8. Please give a hrief description of the Protocol Wiolation, using key See the policy on protocol vio/ations to confinm this Is a reporable
wWords: violfation (hito Faww ofisy edressarchitdadrbvtiocsadboliciesdcdn doc).
9 R ? Ces O No
Type, E’_'Im Hed mo X smﬁ.'_,recrs tk@ 22 ved, If 'ves", please describe what was done. AnAE report must also be
ag the brief protocol wiolation description, submited.
11. Ifresulted in AE or intervention, please describe:
12. Affected Study Results? © Yes € No
13. Nurber of similar protacol violations: Qocurring during this study.
14. Please describe the plan for prevention: Answer the foifowing questions.
1. How diicd this happen?
2. What has been done to prevent this from happening again? LI

Notes:
Type, Enrolled more subjects than approved, as the brief protocol violation description.
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Edit/View - Microsoft Internet Explorer

Step 29 - Click on © Mo

/3 Edit/Yiew - Microsoft Internet Explorer _ 1o x|

J File  Edit  Wiew Favorites Tools  Help eFax ﬁ
J GBack + = - () ot | ‘Qhsearch [lFavorites EMedia 4 | EN- S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁu:lministratinn,I'PrDject,I'F‘r0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZF\1888E34D-ﬂ ﬁGD

[

7.\What type ofreportis this?
hnMaI 'I

7.1 Iffollow-up, to which initial number: I

8. Please give a brief description of the Protacol Violation, using key See the palicl on protacal violations i caonfitm this is a reportabile
wWords: wiofation (hito A ofisy. edirese grchitdadrbvdocsdboliciesidn. doc).
Enrolled more subjects than appmved| ;I

10. Resulted in intervention for
Cveg O No

9. Resulted in AE? " Yes

it Yes", please describe what was done. An AE report must aiso be
sUbited

Click No, for the Eesulted in AF question.
11. Ifresulted in AE or intervention, please describe;

=

12. Affected Study Results? © ves © Mo

13. Nurber of similar protacol violations: Qocurring during this study.

14. Please describe the plan for prevention: Answer the foifowing questions.

=

1. How ofict this happen?

2. What has been done to prevent this from happening again? LI

Notes:
Click No, for the Resulted in AE question.
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Edit/View - Microsoft Internet Explorer

Step 30 - Click on & Mo

/3 Edit/Yiew - Microsoft Internet Explorer _ 1o x|

J File  Edit  Wiew Favorites Tools  Help eFax ﬁ
J GBack + = - () ot | ‘Qhsearch [lFavorites EMedia 4 | EN- S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁu:lministratinn,I'PrDject,I'F‘r0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZF\1888E34D-ﬂ ﬁGD

[

7.\What type ofreportis this?
hnMaI 'I

7.1 Iffollow-up, to which initial number: I

8. Please give a brief description of the Protacol Violation, using key See the palicl on protacal violations i caonfitm this is a reportabile
wWords: wiofation (hito A ofisy. edirese grchitdadrbvdocsdboliciesidn. doc).
Enrolled more subjects than approved ;I

[~

9. Resulted in AE? T Yes & Mo

10. Resulted in intervention for the subject? it Yes", please describe what was done. An AE report must aiso be
™ veg submitted.
11. Ifresulted ar intervention, please describe:
Clck, No, for the Eesulted n
mtervention for the subject question.
132. Affected Study Results? © ves © Mo
13. Nurber of similar protacol violations: Qocurring during this study.
14. Please describe the plan for prevention: Answer the foifowing questions.

=

1. How ofict this happen?

2. What has been done to prevent this from happening again? LI

Notes:
Click, No, for the Resulted in intervention for the subject question.
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Step 31 - Click on © Ma

 Edit,/¥iew - Microsoft Internet Explorer - |EI|5|
J File Edit  %iew Favorites Tools  Help SeFax i
J = Back + = - @ e | @Search (3] Favorites @Media @ | %- =] I!)_] -
J Address IE:] htt|:-:Il'Il'irbdev,l'sandbufoesource.ﬂdministratiu:-nII'Prc-jectIl'F‘roje-:tEditor?Mc-de=smartfnrm&Project=com.webridge.entity.Entity[OID[DBGDZF\IBBBE34EI-j ﬁGD
A
T.\What type of reportis this?
Initial b
7.1 If follow-up, to which initial number; I
8. Please give a brief description of the Protocol Violation, using key See the policy on protocol vinlations to confinm this Is a reportahie
wiords: viclation (hitoFas ohsy edwitesearc irtdadrbddocstoliciesibcdn doc).
Enrolled more subjects than approved ;I
=
9. Resulted in AE? 7 ves o
10. Resulted in intervention for the subject? If es", please describe what was done. An AE report must also be
Cves O pD SUbmitted.
11. Ifresulted in AE or intervention, please describe:
Clcle, No, for the Affected
Study Eesults question.
=
12, Affected Study Results? © Yes
13. Mumber of similar protocol vinlatinns:l Qecurring during this study.
14. Please describe the plan for prevention: Answer the following questions:
1. How dicf this happen?
2. What has been done to prevent this frorm happening again? ;l

Notes:

Click, No, for the Affected Study Results question.
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Edit/View - Microsoft Internet Explorer

Step 32 - Click on I

/3 Edit/View - Microsoft Internet Explorer _ 1o x|

J File  Edit Wiew Favorites Tools  Help Sefax ﬁ
J HBack » = - @ ot | @Search (3] Faworites @Media 8 | %v =h r')_".l -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁu:lministratinn,I'PrDject,I'F‘r0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDZF\1888E34D-ﬂ ﬁGD

2l

7.\What type ofreportis this?
hnMaI 'I

7.1 If follow-up, to which initial number; I

8. Please give a brief description ofthe Protocal Violation, using key See the policy on pratocol vinlations to confitm this Is a reportahie
wWords: viofation (hito Feww 0fisy. edwiresearchitdadrbvdocsboliciesidn. doc).
Enrolled mare subjects than approved ;I

9. Resulted in AE? T ves @ Mo

10. Resulted in intervention for the subject? it Yes", please describe what was done. An AE report must aiso be
Cves O po submitted.

11. Ifresulted in AE or intervention, please describe;

=

Click m the Number of similar
protocol wiolations field to select it

12. Affected Study Results? © ves @ Mo

Qecuring during ihls sty

13. Mumber of similar protocol violations:

14. Please describe the plan for prevention: Answer the folfowing questions:

=

1. How oficf this happen?

2. What has been done to prevent this from happening again? Ll

Notes:
Click in the Number of similar protocol violations field to select it.
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Edit/View - Microsoft Internet Explorer

Step 33 - Type key 0

a Edit/¥iew - Microsoft Internet Explorer _ |D| 5I

J File  Edit Wiew Favorites Tools  Help g‘hﬁu| ﬁ
| wBak - = - D 7} | Qsearch [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[DBGDﬂ\1888E34D-ﬂ ﬁGD

2l

T.\What type ofreportis this?
Initial v

7.1 Iffollow-up, to which initial number: I

8. Please give a hrief description of the Protocol Wiolation, using key See the policy on protocol vio/ations to confinm this Is a reporable
wWords: violfation (hito Faww ofisy edressarchitdadrbvtiocsadboliciesdcdn doc).
Enraolled mare subjects than approved ;I

9. Resulted in AE? T ¥es & Mo

10. Resulted in intervention for the subject? it Yes", piease describe what was done. An AE report must aiso be
Cves O po SUbmitted.

11. Ifresulted in AE or intervention, please describe:

B

Tvpe, @ for the number of
sinilar protocol violations.

12. Affected Study Results? © Yes @ Mo

Oecurring during this st

13. Murnhber of similar protocol violations:

14. Please describe the plan for prevention: Answer the foifowing questions.

=

1. How ofict this happen?

2. What has been done to prevent this from happening again? LI

Notes:
Type, 0 for the number of similar protocol violations.
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Step 34 - Click on [

a Edit/¥iew - Microsoft Internet Explorer

J File Edit Wew Favorites Tools  Help

Gefan |

=101 %]

| -

J aBack ~ = - ) at | {Qhsearch  [ElFavorites ERMedia ¢4 | - 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[DBGDZF\IBBBE34EI-j ﬁGD

7. \What type of report is this?
Initial -

7.1 Iffollow-up, to which initial number: I

8. Please give a brief description of the Protocal Violation, using key
wards:

Enralled mare subjects than approved =

[~

9. Resulted in AE? T ¥es & Mo

10. Resulted in intervention far the subject?
Cves O No

11. Ifresulted in AE or intervention, please describe:

=

12. Affected Study Results? © ves & No

13. Mumber of similar protocol vinlatiuns:|U|

14. Please describe the plan far prevention:

=

2l

Seea the policy on protocal violations to confinm this 1s a reportabie
wicizhion (At daar ohsy edudeseatchidadrbibiocsdhaliciesbos doc).

it Yes", piease describe what was done. An AE report must aiso be
sLbrnthed,

Oecurring during this stucly,

=Scroll down to display
more of the current page.

2. What has been done to prevent this from happening again?

Answer the foilowing questions:

1. How dicf this happen?

Notes:
Scroll down to display more of the current page.
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Step 35 - Click in the text box for question 14 to select it.

a Edit/¥iew - Microsoft Internet Explorer

1ol x]
J File  Edit Wiew Favorites Tools  Help SeFax | ﬁ
| wBak - = - D 7} | Qsearch [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[DBGDﬂ\1888E34D-ﬂ ﬁGD

9. Resulted in 2E? © Yes & Mo [

10. Resulted in intervention for the subject?

it 'es”, piease describe what was done. An AE report must aiso be
Cves & No

SLbmithed.

11. Ifresulted in AE or intervention, please describe:

=

[~

12. Affected Study Results? © ves & No

Click in the prevention plan
description field to select it

13. Mumber of similar protocol violations: |0 ing during this siudy:

14. Please describe the plan for prevention: Answer the foifowing questions:

1. How did tfhis happen?

2. What has been done to prevent this from happening again?

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Wiokstion Form LI Continug == | —

Notes:
Click in the prevention plan description field to select it.
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Step 36 - Type "Request increase for number of approved subjects” in edit box

a Edit/¥iew - Microsoft Internet Explorer

1ol x]
J File  Edit Wiew Favorites Tools  Help SeFax | ﬁ
| wBak - = - D 7} | Qsearch [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[DBGDﬂ\1888E34D-ﬂ ﬁGD

9. Resulted in 2E? © Yes & Mo [

10. Resulted in intervention for the subject?

it 'es”, piease describe what was done. An AE report must aiso be
Cves & No

SLbmithed.

11. Ifresulted in AE or intervention, please describe:

=

[~
Tvpe, Reguest incredase for
12. Affected Study Results? i es o M Hunﬁerafappmvedsubjgcﬁ for

the prevention plan description.

13. Mumber of similar protocol violations:

wring this stuciy.

14. Please describe the plan for prevention: Answer the foifowing questions:

1. How did tfhis happen?

2. What has been done to prevent this from happening again?

=< Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Wiokstion Form LI Continug == | —

Notes:
Type, Request increase for number of approved subjects for the prevention plan description.
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Step 37 - Click on _ Continue == _|

a Edit/¥iew - Microsoft Internet Explorer _ |D| 5I

J File  Edit Wiew Favorites Tools  Help g‘hﬁu| ﬁ
| wBak - = - D 7} | Qsearch [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[DBGDﬂ\1888E34D-ﬂ ﬁGD

9. Resulted in AE? T ves @ Mo [
10. Resulted in intervention for the subject? it 'es”, piease describe what was done. An AE report must aiso be
ves O pD supmitec.

11. Ifresulted in AE or intervention, please describe:

=

12. Affected Study Results? © ves & No

13. Mumber of similar protocol violations: IU Coeurring during this study.

14. Please describe the plan for prevention: Answer the foifowing questions:
Request increase for number of approved subjectsl;l

1. How did tfhis happen?

2. What has been done to prevent this from happening again?

After wenfiing your choices,
click on the Continue button
to mowe to the next screen.

== Back | Save | Exit | HidesShow Errors | Print... | Jumg To; | Protocol Wiokstion Form LI =i
Notes:

After verifying your choices, click on the Continue button to move to the next screen.
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Step 38 - Use this page to submit associated documents. Click Finish when done.

a Edit/¥iew - Microsoft Internet Explorer

J File Edit  Wew Favorites  Tools  Help g‘hﬁu| |

| wBak - = - D 7} | Qsearch [GFavortes iveda <4 | By S ] -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

G-HJ e[RB Edit: Protocol Violation - PY00000010

== Back | Save | Exit | HidesShowe Errors | Print... | Jump To: | Upload Documents LI Finish |

Use this form to manage your documents

This checklist is intended to aid investigators in providing the documentation necessary to obtain Institutional Review Board (IRB)
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 you are submitting
docurment(s) please indicate how many.

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

Electronic Hard Copy How Many?
Supporting Documents (please specify what you are submitting):

This page allows you to subrmt r - I
electronic documents with your Protocol
Violation and to indicate any documents

Upload Documents: you will be mailing i hard copy. this area to upload the documents o indicated in the checkiist
Ao ahove.
Title || Click Here to continue. ||

There are no items to display.

== Back | Save | Exit | Hide/Showe Errors | Print... | Jump To: IUP|Dad Documents LI Firiish |

[

Notes:

This page allows you to submit electronic documents with your Protocol Violation and to indicate any documents
you will be mailing in hard copy.

Click Here to continue.
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Step 39 - Click on _Finih |

June 30, 2004

a Edit/¥iew - Microsoft Internet Explorer

J File Edit  Wiew Favorites Tools  Help a‘&u:| |
J s~ Back » = - @ fat | @58arch (3] Favorites @Media @ | %- = |£| -

J Address I@ http:,|'Il'irbdev,l'sandbox,l'Resource.ﬁdministratinn,I'PrDject,I'Pr0]’ectEditDr?M0de=smartF0rm&Pr0ject=com.webridge.entity.Entity[OID[DBGDﬂ\1888E34D-ﬂ ﬁGD

G-HJ e[RB Edit: Protocol Violation - PY00000010

== Back | Save | Exit | HidesShowe Ervors | Print... | Jumg To; | Upload Documents LI Finish |

Use this form to manage your documents

This checklist is intended to aid investigators in providing the documentation necessary to obtain Institutional Review Board (IRB)
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 you are submitting
document(s) please indicate how many.

Flfyou do not need to uplead any documents, simply hit the "Finish" button.

Electronic Hard Copy How Many?
Supporting Documents (please specify what you are submitting):

-

||

r r [

Upload Documents: Use this area to upioad the documents yvou indicated in the checiiist

Add ahove.
Title Click on the Finish button
There are no iterns to display. to complete this form.
== Back | Save | Exit | HidesShowy Errars | Print . | Jumg To: | Upload Documents LI
Notes:

Click on the Finish button to complete this form.
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Step 40 - End of simulation

a Exceeded approved subject number - Microsoft Internet Explorer

J File Edit Wew Favorites Tools  Help a‘hﬁ:|

| &bk - =» - D 7} | Qzearch GFavortes @iveda 4 | By S ] -

J.ﬂddress I@ http:ffirbdev/sandbox /Rooms DisplayPages/LayoutInitial?Container=com. webridge. entity . Entity[OID[ 7 CC2ZEBG 2 1962E948EE9FDESF 7978CEAA]] j ﬁGD

| Wdiller | My Home | Logoff
elRB  Studies

d subject numbear

Cpen Protocol Yiolation Form...

IRE Number: IRB0O00000G3

Quick Views

Long Study Title: Study the effects of e-
Additional Compliance Approval

Learning on research staff. LA A L oy 3
Status
Sponsar Study Status: Active
Available Actions
NIH
& Subrnit Short Study Title: Effects of e-Learning  Expiration Date: 5212005
9 Withdraw

Principal investigator: (ichael (iller OidiIRB =

Board Number: Board 1 PV Status: Researcher Preparation

Protocol Violation History Documents for this PV

Project Log
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