1RIS

Powered by iMedRIS

IACUC ASSISTANT

Review Board Administration

Version 10.03.02



IACUC Assistant - RB Administration iRIS 10.03.02

Contents
Tk goTe [Vl 4 o] o PO PP P VU PP PPUPPRPRORPPION 5
N A X=1 0 Y=L VT JO PP 5
(000] o A OoT 0y F={¥] =Y u o] s L3R 6
1o T4 o I L] {1 a1 o] o VO PR PRI 8
2ToF e M@oY oy TN 1 aTo T T @14 o] o T-F TP 9
BrOQACAST INOLICE. . eiiutiieiiee ettt ettt e s et e s bt e s a bt e e s a bt e e s ab e e s abeesbbeesabbeesabbeesabaeesabaeesabeeenabaeesabaeensbeesabaeesreas 9
SETUP COMMITEEE LiSt. i iiiiiiiiiiiiiiiitiiiiiiiit s rsr s s s s e e e e e e e e e e e e e e e et ee ettt et e e e e e e e e e e s aebabebesssssssssa s ansaassssssesseseseeaeseneneneeeeenens 12
SELUP REVIEW BOAIT ROIES. ... ..eiiiieeeiiiee ettt e et e e e ettt e e e et a e e e e eataeee e e astaeeeeansaaeeesanssaeeesanntaaeeeassaeeesannsreeens 13
Y= U oI (o ] [ o o LSRR 15
YT oY = =Tt oY a1 ol D To Yol W] o 1=l o A =1 0 ] J SRR 17
Y AU T oI {0 Lo AV N WY 0] o 1= o o = RSP RRT 20
Y AUl o V=T o o I O T T = =T PRPPUPRN 21
Setup Finalized Agenda DoOCUMENT TEMPIAtE. ...ccccuiiie et s e e e e e e e s b e e e e s b e e e e s esaraaeeeenasteeesenanrens 26
Validate MergeCode FOIMatling.........cuii ittt e e et e e e ettt e e e e eetbte e e e esabaeeeeesabteeeeesnbteeeeeasraeeesasraneeennnrenas 30
Setup Agenda Revision DOCUMENT TEMPIALE. ... ..uuiiiiiiei i e e e e e e e e e e e e e e e e e sesnasbraeeeeeeeeeeeessnnnrnnes 31
Y 0 oI o q o Lo [ I =T oo o [=T s oY o] = (YU PURPPRNS 35
Setup Meeting IMINULES TEMPIGEE. .. .uiii ittt e e s et e e e e e e bt e e e e s sstaeeeesstaeeeessbaeeessasseaeeesanseneeesns 37
Y0 T oM @10y (olo]y g L= M=l (=T gl €] ¢ o] UT o L OO TP PPPPPPPPPN 40
SEtUP OULCOME LETtEr TEMIPIALES. ..ciiieiiiee ettt e e e e e sttt e e e st e e e e e abbae e e e abbaeeeeansbeeeeesnsaeeeeanseeeesennsens 43
=] 0 o IO Y a1 0 1=Te 1Y/ o 1 T Yo PRSP 44
Y=L o =T g aY o] = L E = =T Y= U T RSP 46
Setup CorresSPONAENCE TEMPIALES. . ..uiiii ittt ettt e st e e e st e e e esbreeeesaastaeeesastaeeesassseeessnssaeeessnnssaeesensseneenns 48
SEEUP REVIEW CYCI...eeiiiieiiiiie ittt e et e e e sttt e e e e bt e e e e e sstaee e s s sbeeee e nsbaeeeeassseaeeaansstaeeesassaaeeeannssaneeesssens 50
F N 1Y o1 S o I U - S PSP 51
Y AV 2 ToF- T o I N Ko 4 Tor=Y o o BY=Y U o PR 52
0] o 0 Ty oY N o ] Tor= Y Lo T s T Y= (U o USRI 54
Y0 o 0 0 1Y o TN 77 1 SURUPRNE 54
T e Yo Y eyl =T o Ve [T oY <3\ o A1 or-Y o o RSP PPP 55
Continuing REVIEW NOTifiCatiON SETUP....uvuiiiiiieiiiiiicctteeeee et e e e e e e see b eeeeeeeeeeese s tabraaasaeeeeesessssassrsssesaeaeeesennes 55
T[T o= (0 o AV Lo a ) i ToF: 4 o o S PUPPR 55
RENEWAI NOTIICATION. ...ttt st e b st st esh e e st e e sbeesab e et e e smeeeabe e beeembeebeeeane 55

© iMedRIS Data Corporation 1



IACUC Assistant - RB Administration iRIS 10.03.02

Board Members NOTIfiCAtioN SELUD.......iiiiiiiiie ettt e e et e e e et e e e e et e e e e seabeeeeeeaasaeeeseasssseseeanssaseeeanssaeeesansaneens 55
ATV o o 1 ot 1 FoT B Y= (U o F O UUUURE 57
Reviewers Complete NOTIfiCatioN.......oiuiiii i e e s e e s st e e e e s s abaeeessasbaeeessnnseeeeeens 57
Reviewer AssigNMmeENnt NOTiiCatioNS. ......uiii i e e et e e e et ae e e s ssabbeeessanbaeeeesnnsreeaesnnnes 57

T 0T g W 2o U] A TaY - o A or- 4[] o U SPUPPR 58
Internal Routing AssignmeENnt NOTiiCatioN.......cuuiiii it e e e e e e e e e s e aaa e e e e e asbeeeeennnaneeas 58
Internal Routing Complete NOTIfICAtiON..........coii i et e e e et e e e e etre e e e e enrae e e e enraeeeeennrens 58
Pre Review AssSigNmeNnt NOtiCatioN. ... e e e e e e e e e e e e e e s e s aabbaeeeeeeaaeeesesnnnreneeees 59
Pre Review Agenda Assignment NOtifiCatioNS.........oiiiiciiiii i e e s e e e e 59
Pre Review Expedited, Exempt, and Administrative Notifications........cccccvvieiiiiiiiii e 59
Pre Review Denied NOTIfICAtiON. .. ..o ittt sttt st e s bt st e e b e sabeebeesaneeas 59
Meeting Agenda and MiINUETE NOTIfICATION........cciiiiiiiiieee e e e e e et e e e e et e e e e e abaee e e enbaeeeeennsenas 59
Final Meeting Agenda NOTIFICAtION...........ii it e e et e e e e e bt e e e e e s bta e e e eeataeeeeestaseeesasranaaesnes 60
Revised Meeting AZENda NOTifiCAtION. ....cciiii i e e e e e e e e e e rare e e e e e e e e e s s s ansbaraaeeeaaeeeeennas 60
Final Meeting Minute NOtifiCatioN........ciiiuiiiiiiiiec e e s e e st ee e s e sb b e e e e e snbeeeeesnbeeeesennees 60
Draft Meeting MinUte NOTIiCatioN.......c.uiiiii et e e e e e e e staa e e e e s abaeeesassbeeeesnssreeenan 60
Meeting AtteNdancCe NOTI ICATION. .....cciiciiiee e e e et e e e et te e e e e et te e e e e sbtaeeesestaeeessntaeeeesanseneassanses 60
Meeting Attendance NOTIfiICATIONS. ........uiiii et e e et e e e e et e e e e eebteeeesebtaeeeeestaseeeeassaeeeesassaneananns 61
Member Attendance Change NoOtifiCatioN........ucii e e e e e e e e et e e e e e e e s e e e nrrareeeeeeas 61
Designated Review to be placed on the Agenda Notification........cccoccviiiiiiiiii e 61
OULCOME Letter NOIFICATION. ..coueiiiiiie ettt ettt s bt e e s bt e e s bt e e s abe e e sabeesaabeeesabeeesabeesanbeeenares 62
OUtCOME Letter NOTIFICAtION. ...c.eiiiiii ettt e st sb e et n e s bt e esare s b e e sane e 62
Outcome Signoff Letter NOTIfiICAtION. .......ciic it e e e e et re e e e e eabt e e e e eenataeeesenstaeeesesraneaesnnes 62
Outcome Signoff CompPlete NOTITICAtION.......c..iiii e et e e et e e e s et e e e e e ebtaeeeeeataeeeeesraeeaeanns 62
Outstanding Stipulations NOtIICAtioN........i e e e e e e e e e e e e s anstaaeeeeeeaeeeeeennnrnnns 62
Internal DocuMENtS NOEIFICATION. ... .ciiiiiieie et e e st e b bt e s abe e s bbeesbaeesbeeesbeeesaneas 63
R\ YT e =] o T Tol= I =L (U] o R UPPTPP 64
Animal Species CoONFIGUIAtION LiSt.......cciiiiiiiii it e e et e e e st e e e e esabeeeesansbaeeeeansaeeeeansaeeeesnnssneeanns 64
VLB B SPBCIES. ..ceieiiiiiiitrtittiutttttt e sesesassseeeseeeaeaaeeataeeeeseeeeeeesesesesasesessssssessssssssssssssssssssesesseeeeeeeeeeeeeeeseneeeeesesssesessssssnnen 65
Adding SPECIESs 0 the IMASTEI LiSt......uuiiiiiiiiiiiiiiiiitie et e e e e e s e e et reeeeeeese s s nbabreeeaeeeeessessansnbannnnaaeaeessannas 66
W o Tt (o1 F=1 11 V25U 66
Animal Species Category ConfigUration LiSt.........ciiiciiiiiiiiiiiie et e s s ee e e s sebre e e s ssbtaeeesebeeeeesennes 67

© iMedRIS Data Corporation 2



IACUC Assistant - RB Administration iRIS 10.03.02

Animal Species SEX CONTIGUIATION LiST......cuiiiii e e cciiiee ettt ettt e e e ettt e e e e et e e e e eataeee e e ataeeeessasssseeeanssseeesassaeeesansaneanan 68
Animal Procedure Type Configuration LiSt..........uuieieieiiii oottt e e e e e e s s e e e e e e e e e e e nnabaaeeeeeeaeeeseesnnsnnns 69
Animal Procedure ConfigUration LiST.........ciii ittt st e e st e e e s st e e e s ssnbeeeeessnbaeeeesanseaeeesanseeeessnnne 70
Animal Service Type CoNfIGUIAtioN LiSt......cuuiiiiiiiiiieiiiiiee ettt e e srree e e e e e e st ee e e e ssbaeeeessbteeesessbraeeessnssaeesesssenas 73
ANIMal SErvice CoONFIGUIAtION LiSt......iiiiciiieiiiiiiiee ettt e e e st e e e e sate e e e s eateeeeeestaeeesestaeeessanssneeesnnssneessanses 74
Animal Study Type CoNFIGUIAtION LiST........uiiiiiiiiiieeciiieee ettt ee e e e e ette e e e s et e e e e e sataeeeeestaaeeesntaeeeesansaneaesanseneeeaanes 75
ANESTNETIC CONFIGUIATION LiST...uiiiiiiiiiieeiiiiiie e et e e et e e ettt e e ettt e e e e te e e e e esabtaeeeseasteeaeeassaeeeeaastasaeseassaseassassaneassassaneasans 76
F N E ] oI P W @] o T ={ UL =Y [ o T T ) USRI 78
Y a1 0] 4] o I O Td= (o o PSR PPR 80
DY o oY} 7= (VT = o o I LTy SRR 81
AT @ NEW DBVICE. ...euteeiiietieitie ettt ettt st e s ettt e s bt sat e et eshe e et e sb e e eab e e b e e sae e e beesme e e bt e eseesab e e bt e sabeebeesaneebeeseeeennees 81
DOWNIOAA/UPIOAA DEVICE. ....eeicuveeeeerieeetiee ettt eettee ettt e ettt e et e e e tt e e eeteeeeebaee s beeeebeeesbaeeaaseseeabesesnsaseasseseasseseasseesasseeeasseeans 82
Y LT L LYo S 20T ol o] o S URUPRRRNE 82
Restraint Device CONFIGUIAtiON LiSt.......cccuuiiiiiiiii ittt e e e e e e e e e ee e e e e e e e e e e s s bt etaaaeeaeeeeeesanssssaaaseeaaeeseans 84
Add 2 NEW RESEIAINT DEVICE. .. ceiiiiiiiiiieiiee ettt ettt e sb et e st e e sate e s abe e s sbteesbeeesabbeesabeeesabeeesabeeasabeeesabeesasseesanseenn 84
Merge Restraint DEVICE RECOIUS.......uuiiiiciiiieeeiiitee e ettt e e ettt e e st e e e ettt e e e e s bbeeeeesssbaeeeesassaeeeessssaeesesssstaeeeansssaeeessssens 85
Restraint DEVICE FUNCHIONAITY....cciiiiiiieee ittt e e e et e e e e e et te e e e et ae e e e e abteeeeesabeaeeeesnsteeeeennseees 86
B VT 0o g YT Ul = 1A o) o ) SRS 86
¥ o B T8 LYV T U PR 87
1oLV a1 [o T e VAU o] FoX=To I 5T V1= RSPt 87
V=T (ol DT U= 20T oo ] o PSPPSR 88
(D] VT WY Vot o] o F=1 11 4V 2P PR 89
Euthanasia Method CoNfigUIation LiSt........c..ueiiiiiiiiii ettt e et e e e e e e s tae e e e e abae e e e e abaee e e e astaeeeesnnsaeeesannsaeeseennsenas 90
T ol N - [t @] N F=d U 1 o] o X Y TR 92
INEEINAl DOCUMENT CAt@BOIY .. . uiiiiiiiieeeie ittt ee e e e e e e e e et erte e e e e eeeeseesastataeeeeeeaeeseasanssssasasesaaaesesaasssteasseasaaeseessasssrennnees 94
INEEINAI ROULING USEI ROIES....ciiiiiiiiiie ittt sttt e e ettt e e e s ettt e e e s ebte e e e s eastaeeessstaeeessnbeaeessanseeeessanseeeessanseneeesanses 95
Member Specialty CoONfIGUIrAtioN LiSt.......cciiiciiiiiiiiiiie e e et e e e e te e e e e st e e e e e s rbee e e e snbeeeeeennsees 96
Paralyzing Agent CoNFfiGUIAtioN LiST.........ciiiiiiiiiiiiiiiies et e e e e st e e e st e e e s eabaa e e s e anteeeeesanbeeeeeennseeeeeannsens 97
(Yo Lo T oY=t Iy A o Y01 =Y o o L3RS 100
Review Outcome/Outcome CONTIGUIATION LiSt........ccciiieiuiiiiirieceiee et e ettt ettt e eeteeeeeteeeeteeeeteeeebeeeeabeeeeaseeeeaseeeesbesenareeas 101
Reviewer Rank CoNFIGUIation LiSt.........ccuuiiiiiiiiie ettt e e e e e e e e e et e e e e e e e e e e e sessaasbsaaeeeeeaaesseesannssssennnees 103
Setup Review Board Stipulation ACLIONS........iii it e s e e e s e e s e bt e e e e s s abee e e e snbeeeeesnareeeas 104

© iMedRIS Data Corporation 3



IACUC Assistant - RB Administration iRIS 10.03.02

SELUP TrAINING COUISES...ceeiiiiiiieiirertttttttiureaaaaaaaeaseeseseaeaaaaeseeeseeseeeeeeeeeseeresessssssssssnsannsssssssasssssssessessesaeeesseseeesesesnensesmerenes 105
BUSINESS ASSOCIATE LiST.....eeeeeiiiiiiiee et e e s s e e e s s b e e e s s r e e e e e e ren e e s e nrene e e e nreeeas 106
] o] g 1o ] gl 1V ¢ 1T T PP PP PUPPPPPPP 109
Study Document Outcome/Outcome CONTIGUIATION LiSt........cocviiiiiieeiiieiiieeceieeeeteeeetee e et e e st e e ereeesntesesareeessresesnresens 110
Study STAtus CONFIGUIAtION LiSt.....cciiiiiieeeiiiiiiee ettt e e e et e e e e et e e e s et e e e e e eabaeeeesnbaeeeeennsaeeesennseneeeennsrens 112
0] o1y =Y Lol oY o} = {0 = T o I XL SRR 117
SErain CONFIGUIATION LiST......uiiiii ettt ettt e e e et e e e e et e e e e e ettaeeeesastaeeaesansaseaesansasseesanssasaesastanaesanssaneenanns 119
IACUC Drug CoNFIGUIation LiSt......ceeiiiiiiiiiiiiiiiiiieeee e e e e ettt e e e e e e e e e eee bt tee e e e eeaeeeessastssasaeesaaaessaaansssssasaaesaaaseesaannssrsnnnees 120
AT @ NEW JACUC DIUS...eeiiiiiieteieiittteeeeitteeeestteeeesstveeeessateeeessaseaaeeassssaeesassssaeeeeasssaeessssssaeeesasssseessssnsseseesssssenessnnssens 121
MEIZE IACUC DIUEG RECOIUS. . uuviiiiiiiiieeeieiieee e eeitite e e eettt e e e s stteeeeesetteeeeesastaeeeesasbaeeesasnseeaeeaanseeeeeasnsaeeesssnseaeeeasseneesssnssens 121
IACUC Drug FUNCEIONAITY . .eeiiiiiiiiiee ettt ettt e e ettt e e e ettt e e e e st e e e e sebtaeeeesastaaeesenstaeeeesstaseessnnsenaessanseneasnns 122
Tranquilizing Drug ConfigUration LiST.........ccoicciiiiii ittt e et e e e e et e e e s ettt e e e e seabaeeeessnbaeeeessnsteeeesanssaneenanns 123
USDA Class CONfIGUIATION LiST.......uuiieiiiiiiiieeecciiiie e eeciee e e e ettt e e e ettt e e e ettt e e e e seataeeeeseataseeeeansaseaeeanbsasaeeassasaasastaneesaassaneenans 125
Y Tolol o=y A o] g W @oT oY iT={UT = 1 (o o T L) U UUUUPUOE 127
[ TN =T o To] a1 =4 AV o 1= TP O PPPPTT SRR 127
(@ =TT o T USSP 129
B I (TR O IU L 4 7= T oo [T Y= - 1 &P RPR 129
(D To ol o g =T AN\ T o= T o 1T o SO PRPPPPPPPPPN 129

© iMedRIS Data Corporation 4



IACUC Assistant - RB Administration

[ACUC Assistant - Review Board Administration
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Introduction

Within IACUC Review Board Administration you can set up configuration lists, define Outcome Letters, define Meeting

Agenda and Minutes templates, and setup automatic review board related notifications. Due to this high level of control,

the Review Board Administration section of the IACUC Assistant module is typically reserved for Review Board

Administrators.

System Setup

® IACUC Assistant

M Recruiting Assistant

M System Administration Level 1
M System Administration

?“;l Change your review board

_a Change your Department

M Select the Committee
Find a Study

% Submissions

@ Analyst Dashboard

| Revi Assi t

tii eviewer ignmen

@ Reviewer Dashboard
M Meeting Management
M Monitoring

™ Cor dence & Notificati

M User Management
# Letter Signoff

!ﬂ Reports

‘= Review Board Administration I

# Pin IACUC Assistant to the Content Dashboard

The first section of Review Board Administration is the System Setup tab. This section allows review board administrators
to manage the general setup for the IACUC Assistant module. As a Review Board Administrator, you can define review
board details, setup review board roles, and define board member access in iRIS. You can also create the templates for

Outcome Letters, Minutes, and Agendas, as well as set up system-generated notices that will send to study or board

users based on certain events in the system.

IACUC - Review Board Administration

System Setup | | List Maintenance Setup | | Clean-up

[ Back

=

iy Copy Configurations

Review Board System Setup

Board Definition

Board Configuration Options

Broadcast Notice

Setup Committee List

Setup Review Board Roles

Setup Role Access

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template

Setup Expedite Report Template

Setup Meeting Minutes Template

Review Board Notification Satup

Submission Notification Setup
Continuing Review Notification Setup
3yr Continuing Review Notification Setup
Renewal Notification Setup

3yr Full Renewal Notification Setup
Reviewers Notification Setup

Internal Routing Motification

Pre Review Assignment Notification

Pre Review Denied Notification

Meeting Agenda And Minute Notification
Meeting Attendance Notification Setup

PODDIOIOIOIOIOIOIOIIOND

Outcome Letter Notification

Designated Review to be placed on the Agenda Notification
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Copy Configurations

iRIS 10.03.02

Note: This is a tool designed to help with the initial setup of iRIS. It is not recommended that this be used once your

review boards are set up or once your system is live. This also must be used in conjunction with other IACUC review

board modules. Configurations cannot be copied from review boards that are different types (IRB to IBC, IRB to IACUC)
but can only be copied to review boards that are the same type (IRB to IRB, IBC to IBC, IACUC to IACUC).

If you have two review boards that have similar configurations, you can copy configurations that are set in one review

board to another review board of the same type.

Click on the Copy Configurations button to get started.

IACUC - Review Board Administration

| System Setup || List Maintenance Setup || Clean-up

=

[4]Back

™| Copy Configurations

Review Board System Setup

® Board Definition

Review Board Notification Setup

® submission Notification Setup

A new screen will open, displaying the available configurations that can be copied to the other review board.

At the top of the page, the source is listed. This is the review board you are currently working in. You will need to select a

Destination review board. Only review boards of the same type will populate in the Destination drop down list. When a

destination is selected, checkboxes will populate next to each configuration option.

*Note: certain configurations of the IACUC cannot be copied:

Board Definition

Setup Review Board Roles

Role Access

Setup Correspondence Template
Review Cycle

Study Status Configuration List

Study - Review Board Configuration

Source : Destination :

IACUC

None hd

Board Sy Setup- G |

Board Definition H=lp

Board Configuration Options

Broadcast Notice

Setup Committee List

Setup Role Access

Setup Electronic Document Stamp

Setup Study Numbering

Setup Agenda Categories

Setup Finalized Agenda Document Template
Setup Agenda Revision Document Template
Setup Meeting Minutes Template

Setup Outcome Letter Groups

Setup Outcome Letter Templates

W mmmmwmmmwmwm mw m m

@ Copy Configurations

[1]Back

¢ Helpful Information

Review Board Motification Setup

Submission Notification Setup
Continuing Review Notification Setup
Renewal Notification Setup

Reviewer Assignment Notification
Reviewers Complete Notification
Internal Routing Complete Notification
Pre Review Assignment Notification
Meeting Attendance Notification

M I Attend e Ch

Designated Review to be placed on the Agenda Notification

Notification

Outcome Signoff Letter Notification

Outcome Signoff Complete Notification

mmmmmmm mww D m m o

Outcome Letter Notification

m
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Select the checkbox next to the configuration items that you would like to copy to the other review board. If you do not
wish to proceed, click the Cancel Copy button to return to the Review Board Administration list. To proceed with the
copy, click the Copy Configuration button.

Source : Destination : | =

IACUC ACUCE - @ Cancel Copy @ Copy Configurations | :Q': Helpful Information
-

Review Board System Setup - General Review Board Notification Setup

[ Board Definition Help [C] Submission Notification Setup

[ Board Configuration Options [ Continuing Review Notification Setup

[[ Broadcast Motice [7] Renewal Notification Setup

|:| Setup Committee List I:‘ Reviewer Assignment Notification E

[[] Setup Role Access [[] Reviewers Complete Notification

[ Setup Electronic Document Stamp [T Internal Routing Complete Notification

[ Setup Study Numbering [7] Pre Review Assignment Notification

Setup Agenda Categories [C] Meeting Attendance Notification

Setup Finalized Agenda Document Template [C] Member Attendance Change Notification

Setup Agenda Revision Document Template [7] Designated Review to be placed on the Agenda Notification

[N =N -

The screen will refresh and update. Any item successfully copied will turn green, and items that did not copy successfully
will turn red. An item may not copy over if there is no data in the first place or if that field is not turned on in the
destination review board.

Note: when performing a copy from one board to another, if any field is populated in the destination board, it will be
overwritten.

Study - Review Board Configuration [4]Back
Source : Destination : @ = = -
IACUC None - Copy Configurations &y Helpful Information

)
Review Board System Setup - General Review Board Motification Setup

Board Definition Help

Board Configuration Options

Submission Notification Setup

Continuing Review Motification Setup
Broadcast Notice Renewal Notification Setup
Setup Committee List Reviewer Assignment Notification

Setup Role Access Reviewers Complete Notification

11

Setup Electronic Document Stamp Internal Routing Complete Notification

Setup Study Numbering Pre Review Assignment Notification
Setup Agenda Categories Meeting Attendance Notification
Setup Finalized Agenda Document Template Member Attendance Change Notification
Setup Agenda Revision Document Template Designated Review to be placed on the Agenda Notification

Setup Meeting Minutes Template Outcome Signoff Letter Motification

W mmmmw m m m m m m
W W W m mwmw mw m m m m m

Setup Outcome Letter Groups Outcome Signoff Complete Notification

Good practice for successful copying is to have each item in the source review board completely configured and ready to

copy so you only copy one time. iMedRIS recommends only performing the copy one time to the destination review
board.
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Source : Destination : | —

IACUC hoUca - @ Cancel Copy @ Copy Configurations IQI Helpful Information
-

Review Board System Setup - General Review Board Notification Setup

[l Board Definition Help [[] Submission Notification Setup

[7] Board Configuration Dptions [7] continuing Review Notification Setup

[[] Broadcast Notice [C] Renewal Notification Setup

|:| Setup Committee List |:| Reviewer Assignment Motification =

[[] Setup Role Access [[] Reviewers Complete Notification

[[] Setup Electronic Document Stamp [C] Internal Routing Complete Notification

[ sSetup Study Numbering [C] Pre Review Assignment Notification

Setup Agenda Categories [7] Meeting Attendance Notification

Setup Finalized Agenda Document Template [7] Member Attendance Change Notification

Setup Agenda Revision Document Template [7] Designated Review to be placed on the Agenda Notification

L —1 Lk —

Board Definition
The first item in the Review Board System Setup list is the Board Definition.

This page allows you to specify details regarding the review board. There are two required information fields: Review
Board Name and Review Board Type. The Review Board Type is a list of predefined board types as specified in your
contract with iMedRIS Data Corporation. For more information on the different types of available review boards, please
contact iMedRIS. This list will be grayed out on this page, as the review board type has already been defined.

You can enter or edit information about the Assurance Number and Assurance Expiration, any Comments, and contact
information for the review board. After updating or changing this information, click the Save Definition button on the
top right of the page.

TIACUC - Review Board Definition [4]Back

E Save Definition |

*Review Board Name: |I.-‘-‘\CUC

*Review Board Type: Institutional Animal Care and Use Committtee

Assurance Number: 123088
Assurance Expiration: 061152022 '

Comments:

Primary Address:

Street: [1234 Main Strest
City: | Redlands |
Zip/Postal Code:

Country: | United States v|

Primary Phone:

Phone Number: [(309) 556548 |

Primary E-mail:

E-miail: |iacut.@gh.wm |

© iMedRIS Data Corporation 8
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Board Configuration Options

This page lists some of the features that you can set within the Review Board. Before changing these properties it is a
good idea to have a working knowledge of your system and of any potential changes. It is also good to verify changes
with iMedRIS personnel before applying them to a live system.

The properties are divided into categories and these categories are displayed on the left panel of the screen. To view the
properties in a category, click the category in the left panel, and all the properties related to that category will display.
The ‘Yes’ and ‘No’ radio buttons indicate that the properties are on/off. Any other value indicates that the property is a
variable.

Please see the IACUC Properties manual for specific information related to each property.

Review Board Properties Setup [4]Back

RB Properties List « Please click a property name on the left-hand side to read its content.

* When it is not read-only, you could edit the value of a property.

+ Document Processing * Please save your change.

+ Study Summary Info

+ Board Setup

+ Submission Review
Properties

+ Reviewers

+ Meeting Settings

* Security

+ Recommendations &
Stipulations

+ Study Board Properties

+ Amendments

+ Letter

+ Education

« Notification

+ Submission Prereview

+ Submissions

« Internal Routing

You can use the Download Properties Script button to download a .sql script containing the configurations for the review
board properties, which can be used to import the configurations into another iRIS system.

Broadcast Notice

Broadcast Notice is a tool that will allow you to send an email to review board members and users associated to the
review board (users on studies that are associated to the review board). Use this tool from within the review board to
send out alerts and messages that pertain to this group of users. There is another Broadcast Notice that can be set up
and sent from System Administration, however, this will send to all users in iRIS.

When you open the Broadcast Notice page, the system will display any broadcasts previously set up/sent out. The first
time you open this page, the page will be empty.

Click on the Add a New Notice button.

IACUC - Broadcast Notice [{]Back

oy Add a New Notice |

+|3( Edit/View Subject Date Sent Last Modified By

Mo records have been added.
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A new page will open, allowing you to provide a Subject for the notice, enter the Content, and attach any documents, if

necessary.

Click on the Return to List button to cancel and return to the list of broadcast notices.

IACUC - Broadcast Notice

4] Back

(J Raturn To List | .__J Temp Save Notice | E’ls;ml |

Add a new notice.

*Subject:

Content:

S @ R a JEE B T U e x, X* IS = A A- =

Attachments:
Add a new Attachment

No Attachments have been added to this broadcast.

If you have started the broadcast notice but are not ready to send it as an email yet, you can save the notice without

sending by clicking on the Temp Save Notice button. Doing this will save the notice and return you to the list of

broadcast notices. You can return to the notice by locating it in the list of notices and then clicking on the Edit/View icon.

Within the detail of the notice, only the Subject line is required. This is so that you can temporarily save your notice

without any detail provided in the Content section. You can type in the Content, or copy and paste.

If you need to attach a document to the notice, click on the Add a new Attachment button.

A new page will open. Enter the Title of the document and click the Upload button to search your computer for the

document you wish to upload.

Add Attachment

*Title: |Policy Document

Load the document into iRIS: [ Upload ... ]

[4]Back

Q Save And Return |

Once you upload a document, the page will refresh and display an icon to the left of the Title. Click the Save and Return

button to associate the document to the notice.

Add Attachment

*Tithe: |Policy Document

Load the document into iRIS: Upload ...

[4{IBack

Q Save And Return
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The associated document will display in a table in the Attachments area. You can add multiple attachments to the
broadcast; however, your email server may have a restriction on the max file size for documents attached to outgoing
emails. You may want to check with your email administrator on any limitations before sending large documents through
the broadcast. You can remove an associated document by selecting the checkbox next to the document and then click
the Delete Selected Attachment(s) button.

Attachments:
Add a new Attachment | o Delete Selected Attachments(s)

View
Attachment

E Policy Document

Attachment Hame

Once you have defined the Subject, entered Content, associated any necessary documents, and are ready to send the
broadcast notice, click on the Send button. A small popup window will open, allowing you to choose the recipients of the
broadcast notice. *Note, when you click Send, and the popup displays, iRIS defaults the first selection, “Send to KSPs and
review board members”. To change the recipients of the email, uncheck this option, and the two other options will
display. Make your selection and click Send within the popup window, or click Cancel to exit without sending.

Please choose where email destination:

Send to KSPs and review board members
Send to all KSPs

Send to review board members

iﬂdl Cancel |

You will then be returned to the list of broadcast notices. Your broadcast notice will populate in the list. The Date Sent
column will update with the date you sent the notice. You can view the notice to see the content, but you will not be
able to edit or delete sent notices. You are only able to edit/delete notices that have not been sent out.

IACUC - Broadcast Notice [4]Back

T Add a New Motice 0 Delete Selected Notice

+|3’ Edit/View Subject Date Sent Last Modified By

MNew Policy June 17, 2014 Administrator
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Setup Committee List
Committee Setup lists the current committees for the review board. From the committee setup list page you can add
new committees and edit/delete existing committees.

Opening the Committee List page will display a list of current committees in your review board. This is a list of the
committees only. Access to committees is defined in a user’s account. Once a committee is set up, you will be able to
associate users to the committee through user access in the system.

IACUC - Committee Setup [4]Back

Add a Committee

0 Delete Selected Committee(s)

1 result{s) found...

+E Edit Committee Name

Committee 01

If your review board is set up for Committee Submissions (property rb.use_submission_by_committee set to “Yes”), the
system will be setup to route submissions to individual committees and not the review board as a whole. The
committees in this list are the committees that will receive the submissions. When your review board is set up for
Committee Submissions, members of one committee will not be able to access submissions that were not sent to their
committee.

Most systems are not setup for Committee Submissions; rather, all submissions arrive in the review board submission
gueue. When the submission is processed it will be placed on the appropriate committee’s meeting date. Each
committee will have its own set of meeting dates.

Committees can be added, removed, and renamed from this area.

Click the Add a Committee button, enter the committee name in the Description, then click the Save Committee button.

IACUC - Committee Setup [4]Back

G Save Committee

Description: Committee 02

To delete a committee, select the checkbox next to the committee name, and then click on the Delete Selected
Committee(s) button.

To rename a committee, click on the Edit icon next to the committee name.

A new page will open. You can modify the name by changing the Description. Click the Save Committee button to save
your changes.

© iMedRIS Data Corporation 12
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IACUC - Committee Setup [4]Back

Q Save Committee

Description: Renamed Committee 01

The changes will display in the list of committees.

If your account has been assigned to more than one committee within the review board, you will be able to flip between
the committees by selecting the appropriate committee from the review board assistant menu.

Each committee will have its own unique information. Switching committees will show you details for that committee
when you click on certain screens in the review board assistant menu: Meeting Agenda, Meeting Minutes, and Meeting
Manager will all display information only for the committee you are currently in.

If your system is setup for Committee Submissions, the submissions queue will only contain forms sent to the committee

™ Select the Committee *-fﬂ Committee One
"

you are currently in.

Find a Study Committee Two

Setup Review Board Roles

Your review board will be preset with review board roles that you can associate to users within your review board. These
roles are listed in Setup Review Board Roles. From here you can rename certain roles or add new roles as needed. Each
role you define in this list can then be configured in the Setup Role Access area to have access to only certain screens
within the review board. This is covered in Setup Role Access, below this section.

Opening the page will list all the current roles for your review board. These are iRIS predefined review board roles and
you can rename these as needed (if you want to call a role something else). However, you will not be able to delete the
iRIS predefined review board roles. These predefined iRIS roles will say “Yes” in the Reserved column and you will not
see a Delete icon next to the role name.
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TIACUC - Setup Roles [«]Back
Add a New Board Role
Filter By In Use: @ ves Ono Q Find |
13 result(s) found... 1-10 p
Delete Edit Order Role Name Reserved In-Use Allow Alternate Include on Agenda

1 Voting Board Member Yes Yes Yes Yes

2 Coordinator Yes Yes MNo Yes

3 Chairperson Yes Yes Yes Yes

4 Data Entry Member Yes Yes Mo Yes

5 Non-Voting Member Yes Yes Mo Yes

6 Alternate Member Yes Yes Mo Yes

7 Vice-Chairperson Yes Yes Yes Yes

8 Expediting Board Member Yes Yes Yes Yes

9 Administrative Assistant Yes Yes Mo Yes

10 Ex-Officio Member Yes Yes Mo Yes

To change an existing role name or change the order in which it is displayed, click the Edit icon.

A new page will open. From here you can change the Order Number and Role Name. When you are finished making
changes, click the Save button. To return to the list of roles without making changes, click on the Back to List button.

IACUC - Setup Roles [4]Back
{Badﬂoustl E Save |

Edit a Board Role.

*0Order Number:

*Role Name: |E|oard Member

*Allow Alternate for Meetings: Yes

To add a new role, click on the Add a New Board Role button.

Enter the Order Number and Role Name.

IACUC - Setup Roles [4]Back
4 BackTo L|5t| E Save |

Add a Board Role.

*0Order Number:

#InUse: ®vyes (o

“Role Name: |Temporan,' RG\H ®

*Allow Alternate for Meetings: ()vyes @) 1g

In Use - When adding a brand new role to the review board, you will also be able to specify if the role is in use. This tells
the system whether to activate the role or not. If In Use is set to “Yes,” then you will be able to assign a user this role. If In
Use is set to “No,” then you won’t be able to assign a user this role. The reason for this function is to discourage deleting
a role that has been used and is assigned to users. Rather than deleting the role, you can set In Use to “No,” which will
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preserve the history of this role and will remove the role from future use. If a role that has been used in the past is
deleted, links and historical records associated to the role may not display properly.

Allow Alternate for Meetings — Set this flag to “Yes” to allow members assigned this role to be assigned an alternate at a
meeting. Any user given the Alternate Member role or a role with this flag set to “Yes” will be included in the Alternate
For list within Grant User Access & Define Roles as shown in the screenshot below.

IACUC - Grant User Access & Define Roles

Name: Member, Jane, PhD

Highest Degres
Earned: PhD

Gender: Female
Specialty: Microbiology

Relationship to the .
Institution: Affiliated

Affiliations: ABC Clinic

Representational

Capacity: Scientist

Representative of
Specific Entity:

Address:

1234 Main Street
Redlands, CA 92374

Primary Number:
Cell Number:
Pager Number:

:(909) 555-1234
: (309) 555-1235
:(309) 555-1236

Fax Number: (505) 555-1237
Primary Email: jmember2@hgimedris.com

[4]Back

ESaveHemherInful

[] Grant 1ACUC Administrative rights

] Grant IACUC Junior Administrative rights

Committee Commitiee Name Voting
Access Member
v Committee 1 [
Roles

() Board Member () Wice-Chairpersan

() Coordinator @] Expediting Board Member

Chairperson ) Administrative Assistant

() Data Entry Member

(_) Ex-Officio Member

() Non-Voting Member

-::i:- Alternate Member
For: ] Member, Edward
1 Member, Frank

When you are finished adding the details for the new role, click on the Save button.

If there are more than ten roles in the list, you will need to use the page navigation to see the role you added. At the top
right of the table is a list 1-10 with a green arrow. Click on the green arrow to view the next page.

Filter By In Use: ®ves Ono

13 result(s) found...

Delete Edit. Order Role Name
3| 1 Woting Board Member

i 2 Coordinator

3 Chairperson

Add a New Board Role

Include on Agenda

Reserved In-Use Allow Alternate
Yes Yes Yes Yes
Yes Yes Mo Yes
Yes Yes Yes Yes

Any role added outside of the existing roles will read “No” in the Reserved column.

© iMedRIS Data Corporation
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IACUC - Setup Roles [4]Back

Add a New Board Role |

Filter By In Use: ®ves Ono !;I Find |
12 result(s) found... q411-12
Delete Edit Order Role Name Reserved In-Use Allow Alternate Include on Agenda
1 11 Consultant/Ad Hoc Reviewer Yes Yes No Yes
o i 13 Test Role No Yes No Yes

Setup Role Access
Setup Role Access gives you the ability to allow user(s), by role on the review board, read/write privileges within certain

screens.

This page will list available screens on the left side of the matrix. The top of the page displays a list of current review
board roles. Within each role are checkboxes for Read and Write. Each of these cells represents access for that user to
the screen name on the left.

If the Read and Write checkboxes are both selected, that means the user has been granted full access to that page in the
system — to view the page and update records on the page.

If “Read” is selected, but “Write” is not selected, that means the user has been granted read-only access to that page in
the system — to view the page but not modify records on the page.

You cannot give a user Write access to a page without first giving them Read access.

The first set of Read and Write columns are to turn on/off a screen in general. If you remove Read and Write access at
the top level, none of the roles on the review board will have access to that screen. This is recommended for use if you
do not want to see a particular screen within your review board.
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IACUC - Define Role Access [4]Back
D Save Changes |
5 _ _ Data Entry
creen Name Board Member Coordinator Chairperson Member

Review Board Assistant

Submissions Mot Assigned
Submissions Assigned
Submissions Completed
Submissions Agenda

Submission General Tab
Submission Preview Screening Tab
Submission Correspondence Tab

Submission Review Summary Tab

Read

N EEEEE A

=

Write

BEEEEE A

=

Read

Icf

+

EEE s

§EEE

Write

2]

OO O ||E E

B EE

Read

EEEEE

=

Write

EEEEEE &'

=

Read

EEEEE EE

=

Write

BEEEEEE "

=

Read Write

icf

+

2]

s s

=

=
E s s s s s e

=

lam| »

There are vertical and horizontal scroll bars at the bottom and right of the screen so you can navigate to the other roles

and screens available on the page.

If you had set up a role in Setup Review Board Roles, you would need to setup that role’s access in the Role Matrix. Any

new role added to Review Board Roles will populate in a column in the Role Matrix (at the end of the list of roles). iRIS

will default all Read and Write cells to be unchecked for the new role. You would need to review the role within the

matrix and setup the appropriate Read and Write access for that role.

IACUC - Define Role Access

Screen Name

Review Board Assistant

Submissions Mot Assigned
Submissions Assigned
Submissions Completed
Submissions Agenda

Submission General Tab
Submission Preview Screening Tab
Submission Correspondence Tab

Submission Review Summary Tab
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Be sure to click the Save Changes button after making any changes to this screen.

Note: This page may take a few moments to save. After clicking on the Save Changes button it is recommended that you
wait for the page to finish loading before navigating away.

Setup Electronic Document Stamp
The Document Stamp Setup page is used to setup the document stamp details. The document stamp is applied to
documents that have been approved by the review board.

The Document Stamp Setup page can be used to set up different document stamps.

IACUC - Document Stamp Setup [4]Back

Add a New Stamp | o Delete Stamp(s)

iE' Edit Title Type Document Category

O IACUC Approval Stamp General Purpose N/A

The document stamp is used on Study Documents that require approval of the IACUC. Required fields are marked with
red asterisks (*).

To add a new stamp, click the Add a New Stamp button.

The following screen will display:

IACUC - Document Stamp Setup [4]Back

© | Preview Stamp Layout | ﬂ Save Stamp Details |

*Titles | — R I

Type: Stamp name
Comman - IACUC NUMBER: IS-300GS
IACUC APPROVAL DATE: 01/01/2001
Shows Stame 0m O Last Page Only © Al Pages IACUC EXPIRATION DATE: 12/31/2002

O
6 Use placeable stamp:

#Stamp Position On Page:
DTop Left DTop Center DTop Right

[ sottom Left [] Bottom Center [] Bottom Right

Font Type: |Verdana v

Font size:
Font Color:
Opacity:

6 Scale Tmage To Fit: Scale To Fit

Image file must be in .jpg format.

Upload 0 No image has been uploaded.

Title — Indicate the Title of the stamp by filling out the Title text box.
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Type — Choose the type of stamp. Types available are General Purpose (used for all documents, consent and other study
document alike), Informed Consent (used only on consent forms), and Study Document (used only for other study
documents). *Consent form is not an option for IACUC modules.

Category — When the Study Document Type is selected, the user will need to select a category.

Type: Study Document - Category: -none-— i
. Fhyer
Comments: Investigator brochure
Other
Show FProtocol
@
Stamp On: Last Page Cnly All Pages Questionnaire

6 Survey

Comments — Add any necessary comments in the Comments text area.
Show Stamp On —Specify if the stamp appears on all pages or the last page only

Use Placeable Stamp — Checking this box will allow you to place the stamp on the document using exact coordinates.

i
6 Use placeable stamp:

Coordinate (from bottom left): X (0 - 600): 0 ¥ (0 - 850): 0 [Drag/drop]

Stamp Position On Page — When the exact coordinates are not known, checking the desired position can be done in this
field.

Font Type — You can change the font type of the words appearing in the stamp. The preview at the top right will adjust to
the selected font.

Font Size — You can change the font size of the words appearing in the stamp. The preview at the top right will adjust to
the selected font size.

Font Color — You can change the font color of the words appearing in the stamp. The preview at the top right will adjust
to the selected font color.

Opacity — You can change the opacity of the stamp. The preview at the top right will adjust to the selected opacity.

Scale Image to Fit — Checking this box is highly recommended when an image is included in the stamp. This checkbox will
scale any uploaded images to fit the small size of the stamp.

Upload — Click the Upload button to browse your computer for the image that will be used with the stamp.
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(2 Upload Document - Windaws Internet Explarer | a— &]
Document Location:

Instruction: Uploading a document into iRIS™ requires locating the document on the computer. Once
you have located the document click on the 'Save selected file' button. The buttons will become
disabled. If the document is a large document the window will stay in place until the upload operation
has completed.

lud Save selected file

U cancel ‘

After clicking the Upload button, a dialog box displays. If the location of the image is known, type it into the Document
Location text box. Or, click the Browse button to search for the image. When finished locating the image, click the Save
selected file button to upload the image, or click the Cancel button to cancel out of uploading an image.

Preview Stamp Layout — When all the options are set as desired, you can click this button and a new window will pop up
containing a preview of how the stamp will look in a document. It is highly recommended that you do this because some
fonts might be too big and words might get cut off.

When you are finished setting the details of the document stamp and uploading an image, click the Save Stamp Details
button to save all changes made.

Additionally, you can edit or delete existing stamps. To delete existing stamps, check the boxes next to the desired

. . I T .
stamps. There is an option to select or deselect all by clicking the *— icon. Click the Delete Stamp(s) button.
IACUC - Document Stamp Setup [{]Back
T Add a New Stamp | 0 Delete Stamp(s)
4,'2 Edit Title Type Document Category
[l . New Stamp Study Document Other
. TACUC stamp General Purpose M/ A

Setup Study Numbering
This feature is used to set up automated IACUC numbers. From this area you can set up the configuration for that
auto-numbering.

To use this feature, select “Yes” to Use Sequence for IACUC Number. Even if the numbering is configured, the system will
not use the numbering without this option being set to “Yes.”
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To set up variables in automated IACUC numbers, click the checkbox in the Use in Number column to indicate use in the
number. In this case, Constant Prefix, Calendar Year, and System Generated Number are being used to create the IACUC
number. These are listed in the second column, Description of Number Part. The next column, Number Part
Information, is where data values are given to the auto generated number. The last column specifies which separator to
use between the chosen number parts.

IACUC - Auto Generated Numbering Setup [4]Back
E Save Numbering
Use Sequence for IACUC Number: @ Yes No
Use in Number Description of Number Part Number Part Information Separator
J Constant Prefix GH -
School Code
All 4 digits
J Calendar Year
a Last 2 digits

1
W System Generated Number Zero Pad the Sequence Number

v

Number of Digits 3

The Constant Prefix will begin all IACUC numbers with the prefix as specified in Number Part Information. It will be
followed by a separator (-), as indicated in the Separator column. A School Code can also be used. This code is added
when setting up the department list in System Administration (See System Administration manual). The school code will
be pulled from the primary department listed on the study. The Calendar Year will use the year, displaying either all four
digits, or only the last two, depending on which is selected. The last row indicates that a System Generated Number will
be used. The first text box is used to specify where the number should begin. In this example, the auto-generated
number will start at 1 and then increase each time a new IACUC number is created. The Number of Digits specified
indicates how many digits will be used. In this case, the auto generated number will start at GH-14-001, and increase one
digit each time it is assigned to a study, e.g. GH-14-002, GH-14-003, GH-14-004, etc.

If you make any changes to this screen, be sure to click the Save Numbering button.

Setup Agenda Categories

You can create agenda categories to use in the Finalized Agenda and Agenda Revision templates. These categories will be
created using assigned unique merge codes that identify each category. You will be able to associate submission types to
each category. This allows you to create agendas for each type in either the Finalized Agenda Document Template section
or the Agenda Revision Document Template section (see screenshot below).

This is where you define the categories that will be included in the agendas (finalized and revision) and in the meeting
minutes templates. The categories are for the different types of submission that will be made to the review board and
will come up on an agenda or meeting. After you create a category, you can go into Setup Finalized Agenda Document
Template, Setup Agenda Revision Document Template or Setup Meeting Minutes Template to create the template for
this category. For more information on creating these templates refer to that section of the manual.
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This section is only available if rb.use_meeting is set to “Yes” (See Board Configuration Options).

Mew Protocols

Adverse Events

Amendments

NEW

AES

AMENDMENTS

10

Full Renewals REMEWAL 20
Incident Reports INCIDENTS 30
Designated Member Review DESIGNATED 40

60

TACUC - Set-up Agenda Categories [4]Back
Add Agenda Filter Add Group oDelete Group(s)
+§ Edit Group Name Merge Code Group Display Order

The name of the group will be displayed under Group Name. The code that will be used to reference this group will be
displayed under Merge Code. The order in which the sections will appear in the Setup Finalized Agenda Document
Template, Setup Agenda Revision Document Template, and Setup Meeting Minutes Template sections will be displayed
under Group Display Order. Two groups may have the same group number — the most recently added will be listed after
the older group.

Before creating a new group, you must add the appropriate filters to the agenda. To do so, select the Add Agenda Filter
button.

IACUC - Set-up Agenda Filter [1]Back

Add Filter eDelete Filter(s)

Filter Type Filter Name

Expedited Filter Ewxpedited Filter

A new page will be displayed with a list of filter types (if already defined). To delete one or more filters, select the
checkbox next to the filter(s) to be deleted. Select the Delete Filter(s) button. A confirmation dialog will appear; select
OK button to complete the deletion or select the Cancel button to cancel the deletion. To edit a filter, click the Edit icon
next to the appropriate filter. Make the necessary changes. When you are finished editing the filter, click the Save All
Changes button.

This column displaying the type of the filter will be displayed under Filter Type. The name of the filter will be displayed
under Filter Name. To add a new filter, select the Add Filter button.
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IACUC - Set-up Agenda Filter [1]1Back

Q Save All Changes |

-

Validator Details

*Filter Type: --none--

*Filter Name: [Fijter Designated Reviewer
Filter Expedited

Filter Exempt

Filter Processed Administrative
Filter Previously Reviewed
Filter Conflict of Interest
Board Chair COI Filter

Filter User Defined

A new page will be displayed, prompting you to enter the Filter Type and Filter Name (both are required fields). The
Filter Types that can be added are Designated Reviewer, Expedited, Exempt, Processed Administratively, Previously
Reviewed, Conflict of Interest, Board Chair COlI filter, and User Defined. The Filter Name field will be auto-populated
when a type is selected unless the Filter User Defined is selected. In that case, the name will have to be entered manually
and rules for this filter will have to be defined (see below).

IACUC - Set-up Agenda Filter [1]Back

T Add a new Clause | 9 Delete Clause | Q Save All Changes

Validator Details
*Filter Type: Filter User Defined -

*Filter Name:

Order What to Filter Data Value i:-:: by, if
= |4 Applic. Form all columns « What Application? —none— -
--none-- A

What Application Column ?
--none-- -

--none-- -

Value -

The checkbox will be used to delete a clause. If there is more than one clause to a filter, they can be ordered in a
sequence of which Order they will be run by the system. Order number 1 will run first, then 2 and so on. The first
dropdown menu under the What to Filter column contains the items that may be selected for the system to check.

What to Filter

Applic. Form all columns -

Applic. Form all columns
Submission Form all columns

1. Applic. Form all columns — This will allow you to select the desired application if you have multiple applications
in your system, and will list all of the data values for the selected application in the Data Value column.
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HIC_HIPAA
Order What to Filter HIC_HUMSUBS Join by, if any
HIC_HUMSUBSINT
1 Applic. Form all columns -~ | |HIC_ID —none— ~
HIC_INTCTN

HIC_IRBNAM

HIC_IRBREV

HIC_LAWS

HIC_LIVENO

HIC_LIVEXP

HIC_LIVEYES

Value - HIC_LOC

HTC PFRMTISSTON %

EQUAL -

2. Submission Form all columns — This will list all of the submission forms in a drop down list. When a form is
selected, all the data values in that form will populate in the Data Value column.

The Data Value column will populate depending on whether you select application form or submission form from the
dropdown list in the What to Filter column. The What Form? dropdown menu allows you to select the specific form that
you would like to base your filter off of. The What Form Column? menu allows you to select the data value from the
form, identified by its database column name. Once you have selected a form and a column, a space will appear to enter
your needed value to create the filter. In the example below, the data value is a Yes/No selection. In other cases, you will
have a text box in which you can type your needed value (see the above screenshot for an example).

Data Value

What Application?
| IACUC Application Form V|

What Application Column ?
| SELECT_AGREE v

® agree O Disagree O Not Set

The second row in the What to Filter column is the comparator for the filtering item selected. You can select EQUAL to
indicate that the response in the form for the chosen data value should equal the value you select, or NOT EQUAL to
indicate that the answer given in the form should not equal the value you select.

The “Join by, if any” dropdown menu is used when you wish to define more than one clause. The AND value signifies that
all clauses have to be true for the filter to be true. The OR value signifies that only one clause has to be true for the filter
to be true. Select —none- when there is only one clause in the filter.

A new clause can be created by selecting Add a new Clause button. To delete a clause, select the box(es) next to the
appropriate clause(s) and select the Delete Clause(s) button.

After all values for the filter have been defined, click the Save All Changes button. This will return you to the filter list
screen with the new filter listed. Add new filters as needed, or select the Back button to go back to the agenda group list.

To create a new group, click the Add Group button.
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IRB - Set-up Agenda Categories [4]Back

E Sawve All Changes |

Group Name™*: | |

Group Order*: I:I

Group Merge Code™: | |

e

Form Name

No record found

The 3 required fields are:

1. Group Name —This is what will be displayed in the Setup Finalized Agenda Document Template, Setup Agenda
Revision Document Template and Setup Meeting Minutes Template sections, and within the Agenda page.

2. Group Order - This determines in which place in the list of groups this will appear. It must be a positive integer.

3. Group Merge Code - This is the code that the system will use to refer to this group when inserting it into the
master template for the Setup Finalized Agenda Document Template, Setup Agenda Revision Document
Template, and Setup Meeting Minutes Template sections.

There is a table underneath these fields. This is used to add submission types to this group. This means that any type of
submission that is categorized with this group will pull into the section that uses the Merge Code created for this group.
This will not display the entire form that is submitted, but only the information (e.g., Pl, Study Title) that is specified in
the Setup Finalized Agenda Document Template, Setup Agenda Revision Document Template, and Setup Meeting
Minutes Template sections.

To add a submission type, click the Add button found above the right side of the table. A pop-up will open. This lists all of
the available submission forms defined in your system. You may add one or more by checking the box(es) next to the
form(s) that you would like to select. Click the Select button to add these forms to the group. Click the Cancel button to
close the pop up without adding any forms.

Q Select | ﬁ Cancel

+|3‘ Form Name
Initial Review Submission Form
Pre-Review Correction Form - IACUC
Review Response Form - TACUC
IACUC Annual Review of Animal Use
IACUC Animal Incident Report

IACUC Amendment Submission Form

The added form(s) will appear in the table with the filters created previously listed under it. Each filter will have a drop
down menu with three selectable options: “No Match Required,” “Include if this Type is found,” and “Not Included if this
Type is found.”
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IRB - Set-up Agenda Categories [4]Back

E Save All Changes |

Group Name*: |ﬁ1mendments |

Group Order*:

Group Merge Code*: |[AMENDMENTS |

JE-B( Form Name

[1 Amendment Form

Expedited Filter [MNo Match Required v
Exempt Filter [Includs if this Type is found v
Application Filter [ Mot Included if this Type is found |

No Match Required — Select this option to indicate that you want this submission status filter to be included in this
group.

Not Included if this Type is found — Select this option to indicate you do not want any submissions with this status filter
to be included with this group.

Include if this Type is found — Select this option to indicate that you want submission types with this status to be
included in the group, and also exclude all undefined status filters from the group. It will also exclude the status filters
that are defined as No Match Required.

When you are finished adding the form definitions for the group, click the Save All Changes button to add this group to
the agenda categories list. To remove a form from the group, check the box next to the form to be deleted and click
Remove.

After returning to the main Agenda Category screen, if you wish to delete one or more groups, check the boxes next to

the group(s) to be deleted. There is an option to select or deselect all by clicking the & icon. Click the Delete Group(s)

button. A confirmation dialog box appears; click the OK button to complete the deletion. To cancel, click the Cancel
button.

To edit a group, click the - icon next to the appropriate group. Make the necessary changes. When you are finished

editing the group, click the Save All Changes button.

This list will be viewable on the Meeting Agenda screen.
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= Initial Reviews - 0 Submissions
0 Items for review in this category.

E continuing Reviews - 0 Submissions
0 Ttems for review in this category.

E Expedited Items - 0 Submissions
0 Ttems for review in this category.

Bl Amendments - 0 Submissions

0 Ttems for review in this category.

Setup Finalized Agenda Document Template

You can create a master template for your Meeting Agenda document. This template will store your meeting agenda
outline. You can use merge codes to pull in submission information as well as other key study elements into the agenda.
(See the IACUC Assistant — Meetings manual for instructions on how to generate the agenda for a specific meeting).

IACUC - Finalized Agenda Templates [4]Back

1. Setup the Agenda Template Master which describes the layout of the minutes document

Agenda Template Master Setup Agenda Template

2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

New Protocols Setup Section Infnrmatiun‘

Full Renewals Setup Section lnformation‘

Incident Reports Setup Section lnformation‘

Designated Member Review Setup Section [nfnrmatiun‘

Adverse Events Setup Section lnformation‘

Amendments Setup Section Infnrmatiun‘

The Finalized Agenda Templates page lists the Agenda Template Master, which is used to describe the general layout of
the agenda document, and the different sections that can be added to the master template. You can setup the template
for these sections, which will merge data from each submission into the Master Agenda Template.

You will first define the content of the Agenda Template Master. To do so, click on the Setup Agenda Template button.
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Agenda Template Definition 4|Back

Validate MergeCode Formatting = 4m [NsETt Merge Code | _a Save Change

@ Home Insert Review View Developer (7]
: arial - (ENE B5CDe - \ || &8
J £ AzBbCcDé | AaBbCeDé AaBbCel 4afiCcD:  AaBbCcDe  AaBbCcD: AaBbCcDd . g Replace
- Sae
Paste - 2 -|[28# - - _ Change
-  Format Painter B f U abe %, X' Aa|®7 A T Mormal | 1 No Spaci... Subtitle Subtle Em...  Emphasis Intense E... Strong - Sty\zsg' [g Select -
Clipboard ) Font T Paragraph I} Styles ] Editing

[ w SN

Institutional Animal Care and Use Committee (IACUC)
AGENDA
[%rb_meeting_date%]

A new page will open, containing an embedded Word editor. If the template master has already been created, it will be
displayed similar to the example above. If the master was not created, this is where it can be created using the features
of the text editor and inserting merge codes. To insert a merge code, click the Insert Merge Code button. A window will
pop up listing the available merge codes. Select the merge code to insert, and then click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated. In
the example above, when the Agenda is generated for a specific meeting date, the merge code for the meeting date will
populate with the date of the meeting.

You can set up your Agenda template in any way, using the tools available in Word and with the use of the merge codes.

You will want to pull your agenda sections into the Agenda Master Template, which are found towards the bottom of the

list of merge codes.

Non-Voting Members Present -
Alternate Members Present

Members Absent

Member Ex-officio Present

Administrative Staff Present

Guests Present

Meeting Motions

———————— Agenda Sections -------------—-
New Protocols

Full Renewals

Incident Reports

Designated Member Review

Adverse Events

Amendments

m

oK Cancel

Merge codes are used to tell the Agenda Template Master to pull in specific information about the submissions being

reviewed at a particular meeting.
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- Meeting-Chair:{%rb_chair_namel%]"

b5l

New+Protocols:q

[%NEW%]4

- FullRenewals:q]

[%RENEWAL%]4

These merge codes are setup in the Agenda Master Template and will pull in information from the sections set up in the
Section Information.

When you are finished editing or creating the template master, click the Save Changes button (top of the screen).

IACUC - Finalized Agenda Templates 4|Back

1. Setup the Agenda Template Master which describes the layout of the minutes document

Agenda Template Master Setup Agenda Template

2. Setup the Agenda Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

New Protocols Setup Section lnformation‘

Full Renewals Setup Section lnformaticm‘

Incident Reports Setup Section lnformation‘

Designated Member Review Setup Section lnformaticm‘

Adverse Events Setup Section lnformation‘

Amendments Setup Section lnformaticm‘

When a Meeting Agenda is generated for the review board, the general information listed in the Agenda Template
Master will display. Then, the agenda will list each of the submissions assigned to the meeting based on the section
merge codes set up in the Agenda Template Master.

You will set up what the Agenda Template Master should display for each type of submission in the appropriate Section
Information. To edit a submission type template, click on the Setup Section Information button.

Agenda Section Definition 4]Back

Validate MergeCode Formatting | -» 4= [NsErt Merge Code | ' l Save Change

"Eﬂ Home Insert Review View Developer (7]
= T R EEE 3 ﬁ . SELET
=] Calibri (Body) 4 A W] == (24| AaBbCcDc|| AaBbCcDc AaBbCi AaBbCc Adlj AaBbCc. CeDa | - '%ii ab_Replace

Sae
aste - 2 - A~ == = =|t=- - ¥ _ Change
= # Format Painter B f U abe X, X* Aa L E=E =S| = Sy it TMormal | MMNo Spaci.. Heading1 Heading 2 Title Subtitle Subtle Em.., — Stytes~ || bg Select~
Clipboard (F] Font F] Paragraph (F] Styles (F] Editing

. 5]

Study Title: [%study _title%]
Submission Reference #: [%sub _ref number%]
Drincinall i [%ni namal0/]
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Edit or create this section as explained in creating/editing the Agenda Template Master, except this information will be

specific to the type of submission, not the general Meeting Agenda information.

IACUC Finalized Meeting Agenda from 08/25/2014

[4]Back

- 4= Insert Template Language | Q Save Change

@_] Home Insert Review WView Dreveloper '9)

=] & Cut . il ElEE % 3% Find ~

= . Times New Roman 11 A A28 AaBbCcL | AaBbCcT AaBhC AaBbCc Aa]j _peplace
53 opy T hac

Paste = 2 ~[[aB? - A - i i _ Change

. JFormatPainter ‘B I U abe x, x° Aa-|| = ||| THormal | T Mo Spaci.. Headingl Heading 2 Title * spess || [ Setect~
Clipboard F] Font ) Paragraph [} Styles ) Editing

Jo oo oo e g L S R - T B T L - S S - T T Sy %

Institutional Animal Care and Use Committee
Meeting Agenda
08/25/2014
New Protocols:

Study Title: Mouse Study IV
Submission Ref#: 000240
Principal Investigator: Dr. Susan M. Investigator, Ph.D,

When you generate a Meeting Agenda for a specific meeting date, the system will generate one document using the

Agenda Template Master and the Agenda Template subsections.

Validate MergeCode Formatting

Validate MergeCode Formatting is a functionality that allows you to test whether the merge codes in your template
contain invalid RTF content that will prevent them from populating correctly in your documents. For example, if the text
in part of a merge code, but not the entire merge code, is bolded, this is the type of error that Validate Merge Code

Formatting will correct.

When you click Validate MergeCode Formatting, one of three things will occur. If all the merge code formatting in your

template is valid, you will see the following message:

Message from webpage >

MergeCode Formatting is Valid
! You can Save the file,

oK
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If any of your merge codes contain invalid content, as seen below, you will get a popup message displaying the merge
codes that the system could correct for you.

ktudy Title: [%study_title%]

Study Status: [%estudy status%]

In the example given, you can see that part of one merge code is bolded and the other is partially italicized. When you
click Validate MergeCode Formatting, you will see the following popup:

Altered Formatting for these Merge Code(s) :

When you look at the document again, the merge codes are corrected. If you need to, you can click the Undo Changes
button to revert to the previous version of the merge codes.

If there is an incorrect merge code that cannot be validated, the system will return an error message. For example, if
"[%” or “%]” is entered in the template with no other associated merge code content, you will receive the following
error:

There was error while clearing merge code formatting. Please manually cdlear formatting of each merge code.
1. Select a merge code. 2. Go to "Home" > 'Styles’ > Click "More’ = Click "Clear Formatting'.

You can go in and remove any incorrect merge code data as described above or follow the instructions in the error
message to manually clear merge code formatting.

When you have finished editing the template, click Save Change, or click Back to return to the main setup screen without
changes. On the Consent Template Master Setup screen, click Save Template to finish completing your template and
return to the main list of templates.
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Setup Agenda Revision Document Template

This has the same concept as the Finalized Agenda Document Template page. It has an Agenda Revision Master Template
and subsections to set up details for different submissions. The Revision Agenda Template is used to generate an
addendum in the case that a new submission is placed on the agenda after the main Agenda has been published for the
meeting date.

IACUC - Agenda Revision Templates [4]Back

1. Setup the Revision Template Master which describes the layout of the minutes document

Revision Template Master Setup Revision Template

2. Setup the Revision Template Section which will merge the data from each Revision submission

Submission Type Edit Template

New Protocols Setup Section Information

Full Renewals Setup Section Information

Incident Reports Setup Section Information

Designated Member Review Setup Section Information

Adverse Events Setup Section Information

Amendments Setup Section Information

Expedited Setup Section Information

The Agenda Revision Templates page lists the Revision Master Template (describes the general layout of the agenda’s
document) and the different sections that can be added to the master template. You can set up the template for these
sections individually, which will merge data from each submission into the Master Agenda RevisionTemplate.
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You will first define the content of the Agenda Revision Template Master. Click on the Setup Revision Template button.

Revision Template Definition 4]Back
i Save Change |

Ed
4m [Nsert Merge Code

Validate MergeCode Formatting

@ Home Insert Review View Developer 7]

o = EEGETE &4 Find ~

B Calibri 4 A AT AaBbCeDe | AsBocede AaBb( AaBbC AaBb({ AaBbCcl Acsbocoe &A ah Replace

fac
Paste - 2 -[[2&2 - - _ Change

3 Format Painter B|(JS U-abe x, xX* Aa~|[27- A T Hormal |7 Mo Spaci., Heading1  Heading 2 Title Subtitle  Subtle Em.. — SMESG_ 3 Select~

Clipboard ) Font ) Paragraph T Styles ) Editing
1|§=||-&' &
-

IACUC MEETING AGENDA REVISION

% [%rb_meeting_date%]

A new page will open, containing an embedded Word editor. If the template master has already been created, it will be
displayed similar to the example above. If the master was not created, this is where it can be created by using the
features of the text editor and inserting merge codes. To insert a merge code, click the Insert Merge Code button. A
window will pop up listing the available merge codes. Select the merge code to insert, and then click the OK button.

A merge code is a programmed label that will pull information into the document when the document is generated.
When the Agenda is generated for a specific meeting date, the merge code for the meeting date will populate with the

date of the meeting.

You will want to pull your agenda sections into the Agenda Revision Template Master, which are found at the bottom of

the list of merge codes.

MNon-Voting Members Present -
Alternate Members Present

Members Absent

Member Ex-officio Present

Administrative Staff Present

Guests Present

Meeting Motions

-------- Agenda Sections ---------------
New Protocols

Full Renewals

Incident Reports

Designated Member Review

Adverse Events

Amendments

m

oK Cancel

Merge codes are used to tell the Agenda Revision Template Master to pull in specific information about the submissions
being reviewed at a particular meeting.
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@ L N R R S N S R SR NN SR

New-dtemsPlaced-onthe:Agenda:q
[%eNEW?%]1
[%RENEWAL%]Y]

- [%DESIGNATED%]9]

i l [[%AMENDMENTS%]q

- 5l

Merge codes are entered in the Agenda Revision Master Template, and will pull in information from the sections set up in

the Section Information.

When you are finished editing or creating the template master, click the Save Changes button.

IACUC - Agenda Revision Templates

1. Setup the Revision Template Master which describes the layout of the minutes document

Revision Template Master Setup Revision Template

2. Setup the Revision Template Section which will merge the data from each Revision submission

[4]Back

Submission Type Edit Template

New Protocols ‘ Setup Section Information |
Full Renewals ‘ Setup Section Information |
Incident Reports ‘ Setup Section Information |
Designated Member Review ‘ Setup Section Information |
Adverse Events ‘ Setup Section Information |
Amendments ‘ Setup Section Information |
Expedited ‘ Setup Section Information |

When a Meeting Agenda Revision is generated for the review board, the general information from the master template
will display. Then, the agenda will list each of the submissions assigned to the meeting based on the section merge codes

set up in the Agenda Revision Template Master.

You will setup what the Agenda Template Master should display for each Submission in the appropriate Section

Information. To edit a submission type template, click on the Setup Section Information button.
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Revision Section Definition [4]Back

i I Save Change

Ed
- Insert Merge Code

Validate MergeCode Formatting

@ Home Insert Review View Developer (7]
‘3 Calibri (Body] -1 AT e =4 ] . % zﬁmq'
- Gac Replace

aste S Format Painter B J U -abex X Aa-|[2- A- ii - fMormal |7 MNoSpaci., Heading1 Heading 2 Title Subtitle  Subtle Em., — g't"yﬂ‘;'ff s Select~
Clipboard ) Font ) Paragraph T Styles ) Editing

L

Study Title: [%study_title%]
IACUC Number: [%jacuc_number%]
Principal Investigator: [%pi_name1%)]

Edit or create this section as explained in creating/editing the Revision Agenda Template Master, except this information
will be specific to the submission, not the general Meeting Agenda information.

IACUC Revised Meeting Agenda from 08/25/2014 [4]Back
- -'Insert Template Language E Save Change
RIS Word Editor.d
Iﬁi] Home Insert Review View Developer (7]
j . Times New Roman ~|1e - A‘ A |5"/'| EE aa %E - iﬂx_—_' :ﬁFind'
2 ab: = == =|[*= - . . . N “ac Replace
Pavste o Format Painter B 7 U ~abe x, X Aa~||®~ A‘ = === = Sy - - MTMormal | TMo Spaci.. Headingl  Heading 2 Title = EEYEISSGE s Select~
Clipboard = Font (F] Paragraph (P Styles (F] Editing
1'5"""°¢ &
Institutional Animal Care and Use Committee
R Meeting Agenda Revision
- For the 08/25/2014 Meeting
New Items Placed on the Agenda:
Submission Type: IACUC AnimalIncidentReport
Study Title: Reproductive Biology and Fertility
Submission Reft: 000223
. Principal Investigator: Dr. Susan M. Investigator, Ph.D,
- TACUC Number: GH-14002
Reviewer: Joe Member | 4

When you generate a Meeting Agenda Revision on a specific meeting date, the system will generate one document using
the Revision Template Master and Agenda Template subsections.

Setup Expedite Report Template

Generate a report to attach to a meeting date that will summarize Expedited Reports. This feature is only available if the
review board property rb.use_expedited_report is set to “Yes” within the Meeting Settings group.

The Expedite Report Template works similar to the Meeting Agenda and Minutes Templates. You can define text and
merge codes within an embedded Word document. The Expedited Report Template does not contain sections like the
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Agenda and Minutes templates. The Expedited Report Template will contain one section to set up, as shown in the
screenshot below. Click the Setup Template button.

IACUC - Expedite Report Templates 4|Back

1. Setup the Expedite Report Template Section which will merge the data from each Expedite submission

Expedite Report Template | Setup Template |

This will open the embedded Word document. Click on Insert Merge Codes to add the Expedited Group merge code.
Your Expedited submission information must be set up in the Expedited section when you are setting up the Finalized
Agenda. Click on Save Changes when you are done.

Expedite Report Template Definition 4 |Back

Validate MergeCode Formatting -» 4 INSETt Merge Code | _'.I_J Save Change |

ﬁi] Home Insert Review View Developer 7]
= © = = A 44 Find -
] ; . . =R =4 '-
=] TimesHewRemanPSMT - {14 A A2 = (2] T AaBbCeDe | AaBbCcDe AaBb( AaBbC: AaBb{ AaBbCel scsbeeD: = ’ﬁg 25 Replace
fae
Paste - o ~|[37 - - A= - ¥l j i _ Change
St Format Painter B|7 U -abe x % Aa-|[- A 3=~ - i THormal | TNoSpaci.. Heading1 Heading 2 Title Subtitle  Subtle Em... — Wisgv [} select~
Clipboard F] Font (] Paragraph (E] Styles = Editing
E— — R S R . —

| sl

IACUC
Expedited tems
[%rb_meeting_date%]

[%EXPEDITED%]

To generate an Expedited Report, you must go to a finalized meeting agenda within Review Board Assistant > Meeting
Manager. Start by clicking Generate an Expedite Report under the Expedite Report group. The system will generate a
document based on any Expedited submission placed on this particular meeting date. (Note: The system will identify
Expedited submissions based on the rules set up when creating agenda categories.)You can edit the document before
publishing by checking out the document to your desktop (Check-Out the Expedite Report For Editing In Word) or you
can make your changes within the browser (Edit the Expedite Report Within The Browser). When you are finished, click
Publish the Expedite Report to convert the Word document to a PDF document.
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IACUC Meeting Minutes from 08/25/2014

Meeting Agenda Options -> Current Agenda Status

L] Click To Open The Meeting Agenda
Meeting Status: () Draft @ Finalized

¥ Enable Reviewer Notifications? @ ves () No

Finalized Agenda

~®p send The Finalized Agenda Document To All Members
@ Unpublish The Finalized Agenda

L@ View The Finalized Agenda Document

Expedite Report
B Generate An Expedite Report
@ Check-0ut The Expedite Report For Editing In Word
ifj Edit The Expedite Report Within The Browser

Q Publish The Expedite Report

iRIS 10.03.02

Once you publish the Expedited Report, a PDF file will populate on the Meeting Agenda in the Expedite Reports section.
This table will also contain the number of Expedited submissions included in the report.

= Meeting Attendance .
Voting Members

Absent

Call to Order

0ld Business

New Business
Miscellaneous

E Closing Comments
B Meeting Motions

-
Review Documents View Fila Title

Susan Investigator

No documents have been associated with this agenda

IACUC - Review Board Meeting Agenda [4]Back
- - - Agenda State: Finalized
Items to be Reviewed at Committee One Meeting held on December 02, 2016 Reviewer Notifications: Disabled E;SBVE Cha“985|

~

@ Expedite Reports View File

For
A

Number of Expedite Reviews

1

Setup Meeting Minutes Template
You can create a master template for your Meeting Minutes document. This template will store your meeting minutes

outline. With the use of merge codes you can pull in specific information regarding the meeting when you generate the
minutes for that meeting (see documentation on the Meeting Manager for instructions on how to generate the minutes

for a specific meeting).
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IACUC - Minute Templates 4|Back

1. Setup the Minutes Template Master which describes the layout of the minutes document

Minutes Template Master Setup Minutes Template

2. Setup the Minutes Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

New Protocols | Setup Section Informatiun|
Full Renewals | Setup Section Informatiun|
Incident Reports | Setup Section Informatinn|
Designated Member Review | Setup Section Informatinn|
Adverse Events | Setup Section Informatinn|
Amendments | Setup Section Informatiun|
Expedited | Setup Section Informatinn|

The Minute Templates page lists the Minutes Template Master and the different sections that can be added to the
master template. You can set up the template for these sections, which will merge data from each Submission into the
Master Minutes Template.

You will first define the content of the Minutes Template Master. Click on the Setup Minutes Template button.

Minutes Template Definition 4]Back

_| Save Change

-
4 [N5EIT Marge Code

Validate MergeCode Formatting

]| Home | Inset  Review  View  Developer

@
= = = = = A 34 Find ~
] . - = 7 | [Leal He A .
E Arial " A A% = = 25|24 | AsBoceDe | AsBbCeDé A@BBC: AaBbCc AaBbCel As55CcD  AsBbCoD - ’A a_pepiace
fae
Faste - D -|[3b7 - - Piw _ Change
. o Format Painter B| 7 U-abe x X Aa-|[B- A e fiMormal | TMo Spaci.. Heading2 Heading 3 Subtitle  Subtle Em.. Emphasis - SMESG_ 3 Select~
Clipboard il Faont {F] Paragraph {F] Styles (F] Editing
'E | R R R I R I A

Institutional Animal Care and Use Committee (IACUC)
B Minutes
[%rb_meeting, date%]

[ w SN

: Voting Members Present: [%yote_members. present]
- Voting Members Absent: [%members,.ansent%]
. MNon-voting Members Present: [%enon._voie, members_present%]

A new page will open, containing an embedded Word editor. If the template master has already been created, it will be
displayed like the example in the above screenshot. If the master was not created, this is where it can be created by
using the features of the text editor and inserting merge codes. To insert a merge code, click the Insert Merge Code
button. A window will pop up listing the available merge codes. Highlight the merge code to insert, and then click the OK
button.

A merge code is a programmed label that will pull information into the document when the document is generated. In
the example above, when the Minutes document is generated for a specific meeting date, the merge code for the
meeting date will populate with the date of the meeting.

You can set up your Minutes template using the tools available in Word and the available merge codes.
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You will want to pull your agenda sections into the Minutes Master Template, which are found at the bottom of the list of

merge codes.

Non-Voting Members Present
Alternate Members Present
Members Absent

Member Ex-officio Present
Administrative Staff Present
Guests Present

Meeting Motions

———————— Agenda Sections -------------—-
New Protocols

Full Renewals

Incident Reports

Designated Member Review

Adverse Events

Amendments

Cancel

m

Merge codes are used to tell the Minutes Template Master to pull in specific information about the submissions being

reviewed at a particular meeting.

~

The section merge codes entered into the Minutes Master Template will pull in information from the sections set up in

the Section Information.

_ FullRenewals:q

[ T N T S S T S S S S TR S S S R SRR
IEELINESLdl L[ 7oINEELNE_SLal Ly -dNUENa- 1 Iime [ zoMeeung_enaxo|q|

MembersPresent:q
- [%vote _members present%]v
NewProtocols:q

[%NEW%]Y

|

When finished editing or creating the template master, click the Save Changes button.
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IACUC - Minute Templates 4|Back

1. Setup the Minutes Template Master which describes the layout of the minutes document

Minutes Template Master Setup Minutes Template

2. Setup the Minutes Template Section which will merge the data from each Agenda submission

Submission Type Edit Template

New Protocols Setup Section Informatinn|

Full Renewals Setup Section Informatiun|

Incident Reports Setup Section Informatiun|

Designated Member Review Setup Section Informatiun|

Adverse Events Setup Section Informatiun|

Amendments Setup Section Informatiun|

Expedited Setup Section Informatinn|

When Meeting Minutes are generated for the review board, the general information will display in the Minutes Template
Master. Then, the document will list each of the submissions assigned to the meeting based on the section merge codes
set up in the Minutes Template Master.

You will set up what the Minutes Template Master should display for each submission in the appropriate Section
Information. To edit a submission type template, click on the Setup Section Information button.

Minutes Section Definition 4]Back

Validate MergeCode Formatting -» 4 INSETL Merge Code | _a Save Change |

ﬁi] Home Insert Review View Developer 7]
Calibri (Body] B SN EE IR ‘ AuBhCe  AoBbCeDe ‘%&i
B AaBbCcDc || AaBbCcDe AaBbCi AaBbCc Ad]j laBbCc.  AaBbCcDe [~ . a5, Replace
Paste - - -||37 - - i j i _ Change
- F Format Painter B 7 U -abe x, x* Aa~||?¥ A = igiol M Mormal | TMo Spaci.. Heading1 Heading2 Title Subtitle  Subtle Em... — Sty\esg' 3 Select -
Clipboard F] Font = Paragraph {E] Styles = Editing

Btudy Title: [%study_title34]
Principal Investigator: [%pi_namel%]

Edit or create this section as explained in creating/editing the Minutes Template Master, except this information will be
specific to the submission, not the general meeting information.
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B | Home Inse

Paste -
= - Format Painter

Clipboard =

IACUC Meeting Minutes from 07/25/2014

IRIS Word Editor.n

i Review View Developer (7]
Calibri (Body) ~lie -[A aT|[E5 (2] 9] . {# Find -
b A z naBbceDe| AsBbcede AaBbCi AaBbce AAD - 3 pepiace
=
B 7 U ~abe x, x* Aa~|/®? - A' T Narmal Heading 2 Title = (S:ryalnge [ select -
es

Font = Paragraph (F] Styles P Editing
'5""" L &)
K

Meeting-Minutes9
07/25/20149

Meeting-Chair: 4]
Meeting-Start:-09:15:AM-and-End-Time:-10:30:AMY]
MembersPresent:

Robert-Member,-loe-Member, Sue-Member,-Nancy-Memberq

[4]Back

- 4= Insert Template Language Q Save Change

.

When you generate Meeting Minutes on a specific meeting date, the system will generate one document using the

Minutes Template Master as well as the subsections.

Setup Outcome Letter Groups

The Outcome Letter Groups are defined and listed in this screen. The groups created here will be listed in the Letter

Types dropdown list on the Setup Outcome Letter Templates screen, as shown below.

IACUC - Review Board Letter Templates

[4]Back

Validate Mergecode Formatting | - - Insert Merge Codes | I Save the Letter Template

~

Add a letter template.

*Title: |Full Approval Letter

Letter Type:

Comments:

- New Protocols
- Full Renewals
- Amendments
- Designated Review

B Home | Insert Review  View Develaper >
= Cut _— [ = o= . 34 Find -
B Calibri {Body) 11 A W= 52 - 4= - |2 |G| 9 | Aspbcene | asbcepe AaBbCi AaBbce AADB 4erbce. assscen: . '%g 8 _Replace
Pafte  Format Painter B 7 U ~abe x, x* Aa~|3¥~ A- = |$§v| oy~ L~ M Normal | T MNo Spaci.. Heading1 Heading 2 Title Subtitle  Subtle Em.. — gg:ssgf [ Select

Clipboard ] Font ] Paragraph ] Styles F] Editing

SRR SRR R A SEREEEEENEENE KEREEEREEREENRERE EREF-ETRES EEx &)
= | | 3]
The list of Outcome Letter Groups will be similar to this screen below.
41
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IACUC - Set-up Letter Categories [4]Back

. Add Group obelete Group(s)

;E( Edit Group Name
Amendments
Designated Review
Full Renewals

New Protocols

To delete existing groups, check the boxes next to the desired group(s) and click the Delete Group(s) button. It is possible
to select or deselect all checkboxes by clicking on the icon at the top of the column of checkboxes. To edit a group, click
the Edit icon.

To add a new group, click the Add Group button.

IACUC - Set-up Letter Categories [4]Back

E Save All Changes |

Group Name®: | Incidents

4 Add | 0 Remove |

= - _ Processed Designated
! Form Name Expedite Exempt Denied Administrative Review

No records found

Type in the Group Name, as this is a required field. To associate this particular outcome letter type to a submission type,
click the Add button. The following screen will display:

E Select | QCancel | [

;B( Form Name
Initial Review Submission Form
Pre-Review Correction Form - IACUC
Review Response Form - IACUC
IACUC Annual Review of Animal Use
IACUC Animal Incident Report

IACUC Amendment Submission Form

Check the box next to the desired submission form(s) types to include in this category, and then click the Select button.

The selected form(s) will be added to the Outcome Letter Group. Listed in columns next to the submission form name
will be several columns listing different review processes, depending on your system settings. This allows you to specify
which review process any letter associated to this group should display for. If a letter group applies to a Full Board review,
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no selection is needed. The form being listed in the group will cause the letter to display. Select the checkbox in the
columns that are applicable, then click the Save All Changes button.

To remove unwanted forms, check the box next to the desired form in the table and click the Remove button.

IACUC - Set-up Letter Categories [4]Back

g Save All Changes |

-

Group Mame®: |Incidents
W Add | o Remove
il? Form Name Expedite Exempt Denied Adl:n"i’:';::::!we DeRsE'r_::‘ted
= IACUC Animal Incident Report = [l | = =

In the above screenshot, the Group Name is called “Incidents.” In the Setup Outcome Letter Templates screen, outcome
letter templates can be created and associated to this letter type by selecting the “Outcome-Incidents Type,” from the
dropdown list. Any template that is saved in the Outcome Letter Templates list that is of the type “Incidents” will then
appear in the Notification Letter dropdown list when an incident submission (using the submission form listed above) has
been assigned to a Full Board review.

i~ Print Friendly yy Create Letter
Outcome Letter
Notification Letter: ——none-- -
vetete/ sena S Tive pnater® status S copy
No Letters have been created for this submission.

Setup Outcome Letter Templates
You can setup your review board’s Outcome Letters here. Letter templates are created using merge codes that will pull
information specific to the submission when the letter is generated.

IACUC - Review Board Letter Templates [II Back

T Add a New Template | 0 Delete Selected Template(s) |

List of letter templates

5 result(s) found...

J? Edit Title Letter Type Last Modified by Date Modified
= | Amendment Approved Outcome - Amendments Administrator 06/24/2014
= | Approved Pending Changes Cutcome - General Administrator 06/24/2014
] | Expedited Approval Outcome - General Administrator 06/24/2014
= Full Approval Letter Cutcome - General Administrator 06/24/2014
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When you open the page, any letter already defined for the review board will list on the page, displaying the Title, Letter
Type, Last Modified By, and Date Modified information. You can edit an existing letter by clicking on the Edit icon or you
can add a brand-new letter by clicking on the Add a New Template button.

If the number of letter templates exceeds ten results, a small green arrow will display on the top right of the letter

templates table. Click this arrow to move to the next page of letter templates.

IACUC - Review Board Letter Templates [4Back
Validate Mergecode Formatting L 4 Insert Merge Codes | ' ] Save the Letter Template |
Add a letter template.
~
#Title: |New Letter Letter Type: |Outcome - General v
Comments:
"Eﬂ Home Insert Review View Developer (7]
= K o o ETE == .  #AFng
= Calibri (Body) 1 A%\ [f=ri= e =24 7] maBbCcDe|| AaBbCcDe AaBbCi AaBbCc Adlj AaBbCc. AaBbCcD( % 3 Replace
Co fac
Pa‘ste f Format Painter B 7 U ~abe X, X* Aa~|3¥~ A' E=EE=EE=E $§-| Sy~ Eiti - N Mormal |7 Mo Spaci.. Heading1 Heading 2 Title Subtitle  Subtle Em.. — gg::sg_e [y Select -
Clipboard Pl Font F] Paragraph Pl Styles F] Editing
1§|1<|7||a(_~,' &
-
LY

When you add a new letter template, a page will open containing an embedded Word editor. If you had chosen an
existing template, the Word editor would contain the content of the letter template. Enter the Title of the template and
select a Letter Type from the drop down list. Any of the Outcome Letter Groups created will populate in this list, along

with two other standard letter types: Submission and Outcome — General.

Study Number: M3 _ e - —r
PI:  Investigator, Susan M., ph.o, LACUC - Initial Review Submission Form (4)Back
Protocol Items Miscellaneous IACUC Items Submission Forms
Ref Number: | 000215 Mouse Study
Study Status: :
My Print Friendly | Create Letter
SUDTTISS O SO PO ST TS
-~
Correspondence
— - Outcome Letter &
Submission History
Pre-review Screening Notification Letter: hone-- -
Submission Received
Naotification Letter =
: : 3"_":“" Send 55"” Title Approved Pending Changes
Review Checklist o rew Expedited Approval
and Comments No Letters have been created for tEyll Approval Letter

Review Summary

Submission Discussion

m

Recommendation

Selecting the Letter Type from the dropdown list will cause the letter template to be listed among the templates
available in the Outcome tab in the submission processing screens, depending on the submission form and the review

process selected.
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The other letter types, Outcome — General and any of the custom Outcome Letter Groups created will cause a letter
associated to its group to display within the Outcome tab. Filters associated to the custom Outcome Letter Groups will
cause a letter to appear or not appear in the dropdown list, but a letter associated to the Outcome — General Group will
always be available. For example, a letter associated to the group called “Outcome — Full Renewal Approval” will only be
available when a Full Renewal Submission type is being completed, because the filter is associated to the Full Renewal
Submission type. If you are processing any other submission type, this letter will not be available.

Add content to the template by inserting merge codes (click the Insert Merge Code button) and using features of the
embedded Word editor.

When finished creating the template, click the Save the Letter Template button to save.

Setup Canned Motion
You can setup a list of canned motion text that you can use to pull into a motion for a submission. You can have any
number of canned motions in this list.

IACUC - Canned Motion Setup [4]Back

Add a New Motion e Delete Selected Motion(s)

List of approved canned motion
2 result(s) found...

iE Edit Motion Name
Approve as is

Approve with Mods

When you open the page, a list of any canned motions will display. If canned motions have not yet been added, this page
will not list any records. You can click the Add a New Motion to add a new canned motion to the list.

IACUC - Canned Motion Setup [4]Back
E Save Motion |

Add Canned Motion of submission item.

*Name:

*Item Number: 1

EiClick here to edit/view
the motion text

When you add a new canned motion, you will need to provide the Name of the motion and the Item Number (order in
which the canned motion is displayed). To add the content of the canned motion, click on the link ‘Click here to
edit/view the motion text’.

© iMedRIS Data Corporation 45



IACUC Assistant - RB Administration

iRIS 10.03.02

IACUC - Canned Motion text

Canned Motion text
O B S a #E B 7T U= x2isE A A
- JE I YY"

Approve as is

[1]Back

Io° OK

This will open a new page containing an embedded rich text editor. You can copy and paste or type in your canned

motion text. Click the OK button when you are ready to add the text to your motion.

After adding the Name, Item Number and text for the canned motion, click the Save Changes button and the record will

be added to the list of canned motions.

Canned motions can be edited by clicking on the Edit icon next to the name of the motion. This will open a new page

allowing you to modify the Name, Item Number, and text for the canned motion.

You can delete a canned motion by selecting the checkbox next to the appropriate canned motion and clicking on the

Delete Selected Motion(s) button.

IACUC - Submission Motion

"Motion text" allows you to import text from a pre-defined template. This feature
saves time by automatically insert text into the editor.

Precanned Motion
ext:

0 el

e AT

[4]Back

Q Save Changes |

-

[ Add Canned Language

Any canned motion added will display in the Precanned Motion text dropdown list when you are adding a motion to a

submission on the Vote tab of the Submission processing screens.

Setup Template Language

When you generate Minutes, Agendas, and Outcome Letters you have the ability to merge in template language. This is
in case you have specific language you want to pull into multiple different documents. You can set up a list of template
language under Setup Template Language and pull in any template language to your Minutes or Agenda or Outcome

Letter as needed.
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IACUC - Template Language Setup 4|Back

Add a New Approved Text | 0 Delete Approved Text

List of template language
1 result(s) found...

J? Edit Name Merge Code

Language 1 [%alanguagel®:]

When you open the page, a list of any template language defined will display. If templates have not yet been added, this
page will not list any records.

You can click the Add a New Approved Text button to add new template language to the list.

IACUC - Template Language Setup 4|Back

a Save Approved Text

Add a language item.

*Name: Language2
*Code: [9; templang2 %]

click here to add the language text Approved Template Language

When you add a new template language, you will need to provide the Name of the template language and the Code (the
merge code iRIS uses to insert language into a document). The Code must be alpha-numeric and cannot contain spaces
or special characters. To add the content of the template language, click on the link ‘Click here to add the language text'.

IACUC - Approved Template text 4|Back

_l Save Change |

";i] Home Insert Review View Developer (7]
= = = A 4 Find -
& ibri - - ISAE 4 - . b
E Calibri (Body) " A AN[|Z 3 [24]197 || | sapbcene | assbcene AaBbCe AaBbce AAD 4eBbce acsbeen &A 8 Replace
ac
Paste = o ~[[eb7 - A - s Change
s +# Format Painter B I U abe X, X' Aa e e T Mormal | T Mo Spaci.. Heading 1 Heading 2 Title Subtitle Subtle Em... Stylesr p Seled -
Clipboard Font Paragraph Styles Editing
1|§|(| I N T Y.

Template Language

This will open a new page containing an embedded Word editor. You can copy and paste or type in your canned motion
text. Click the Save Changes button when you are ready to add the text to your template language.

After adding the Name, Code, and text for the template language, click the Save Approved Text button and the record
will be added to the list of template languages.
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Template Language can be inserted into Outcome Letters, Meeting Minutes, and Meeting Agendas. Above the embedded
Word editor of the generated letter, agenda, or minutes you will see an Insert Template Language button.

IACUC - Letter [1]Back

: : Expand Word Window | “ 4= Insert Template Language Q Save Letter Changes |

Reference Number:

000215 E RIS Word Editor.n icrosoft Worn
Submission Type: ]| Home Insert Review View Developer @
Initial Review Submission Form -
. = Calibri (Body) 11 -
Study Number: ‘ A EE)
AaBbCeDe | AaBbCcDe AaBbCi
- P% |l e o 7 = eh Editi
Does this letter require B B A~ Aae|| A 4T TNormal | Mo Spaci.. Headingl — &Ehange | Editing
signature signoffs? - S & AaT[A A Styles - T
Clipboard T Font F] Styles IF]

' ¥Yes @ No -
G T R ] g L T A T T T T T S B S S T B T S SR R B m

Share this letter with other - I ! : : ' ' . ! : : L
Boards? . -
_/¥Yes @ No =

First, position your mouse cursor in the document where you would like to insert the language.

Insert Template Language ﬂ

Name

B Language 1

Clicking the Insert Template Language button will open a small popup window that will link to your list of template
languages. Click on the language you wish to insert into the document.
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Insert Template Language ﬂ

Template Language

L ; Insert Template Language

The popup will refresh, displaying the text of the template language. You can highlight the text of the language and copy
and paste it into your document, or you can click the Insert Template Language button. Doing this will close the popup
window and insert your language into the document.

Setup Correspondence Templates

You can set up templates that you can pull into correspondence generated for a submission. You can have any number of
templates and pull any template into correspondence within the submission processing screens.

RB Correspondence Template [4]Back

T Add Template | 0 Delete Template

e Edit Title

Correspondence Language

When you open the page, a list of any correspondence templates defined will display. If templates have not yet been
added, this page will not list any records. You can click Add Template to add a new template to the list.
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RB Correspondence Template [4]Back

= « Insert Merge Code | Ll Save Template

*Title: Correspondence Language

*Content:

D% - B8 @mAaMEBI U=, xEa A=z [Bls=== 0
MNormal (.. 7 — ] f F- =
[S6todays]

Correspondence Language 123

When you add a new template language, you will need to provide the Title of the template language. Beneath the Title
field is an embedded rich text editor where you can copy and paste or type in the content of your correspondence
template. You can also insert merge codes that will pull in specific information when the correspondence template is
added to a specific submission. Click on the Insert Merge Code button for a list of available merge codes. To insert a
merge code, position your mouse cursor in the document where you would like the code to be inserted, click the Insert
Merge Code button, and click the code you want to insert.

When you are finished adding content to the correspondence template, click the Save Template button.

Etudy Number: M2

br: ' Investipator, Susan M., pho.  SuUbmission Correspondence [4|Back
Ref Number : 000215 NDUEE Study
Study Status:

Q Save & Send Correspondence

*Send Email |V Template: Correspondence Language v . Impﬂrttemplatel
*Subject

*Content

* Recipient(s): _-l o = :H 'E.‘a’ B I

U a6 X, X2 1= = A7 AT E E=E=ZEE O
Additional Recipient(s): Normal (. & s Y & | .
Reply To(s):
Additional Reply To(s): July 08, 2014
Attachments Caorrespondence Language 123
AddAtta:hmentl

Correspondence Templates are used when you create a correspondence record for a submission within the submission
processing screens. Above the embedded rich text editor, a dropdown will contain the available templates.

Setup Review Cycle

You can create review cycles that can be used to calculate the expiration date on the Outcome tab of the submission
processing screens. If you have an IACUC Submission Approval Date, the IACUC Expiration date can be calculated based
on your pre-defined review cycles. Please note that the review cycle calculates based on ‘x’ number of months.
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When you open the page, a list of any review cycles defined will display. If review cycles have not yet been added, this
page will not list any records.

You can click Add a Review Cycle to add a new record to the list.

IACUC - Review Cycle Setup [*IBack

' Add a Review Cycle | 0 Delete Review Cycle(s) |

3 result(s) found...

‘EB’ Edit Name
O '_ | 3 Months

[} '_ | |6 Manths

E '_ | 12 Months

This will open a new page containing information related to the review cycle.

Enter the Name of the Review Cycle and the number of months in the Review Cycle Number in Months field. Click the
Save Review Cycle button and the record will be added to the list of review cycles.

IACUC - Review Cycle Setup [4]Back

Q Save Review Cycle |

.
*Nama: 13 Months

*Revi la N ber i
view Crde Ny 10 months

The Review Cycle is available in the Outcome tab within the Submission Processing screens. Once the approval
information is entered, you may select a Review Cycle from the drop down list, as shown in the screenshot below.

3&':""11'1;“5'1;';@,“;3”5“ ., ph.o. TACUC - Initial Review Submission Form [I| Back
Protocol Items Miscellaneous IACUC Items Submission Forms
Ref Number: | 000215 Mouse Study
Study Status: i

Q Save the Submission Outcome

COTTESPUTIOETIoE T COMMentss
- -

Submission History =) Shared

Comments:

Pre-review Screening

Submission Received
Motification Letter Take Note:

Review Checklist
and Comments

Review Summary Meeting 07/25/2014 IACUC

Date: Initial v -
Submission Discussion — Approval:
= T Cycle: —nons— -
Seommenaation | LT [E]+| _Calculate Expiration Date
N B = Expiration:
Stipulation Teaching: 3 Months
T & Months e -
Internal Submission Trmo 12 Months USDA Class:  —none—
(AN Assigned: |13 Months
Last
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Based on the Submission Approval date and the number of months associated to the Review Cycle selected, the IACUC
Expiration will auto-populate.

Submission Approval:  07/01/2014 v

) Internal

Comments:
= Shared
Comments:
-
Take Note:
Meeting WALLD
Date: 07/25/2014 Initial v
Approval:
e 12 Months v
Cycle: IACUC §130/2015 Calculate Expiration Date
- " Expiration: = v
Teaching: ) ¥es @ No
Available to Purge

This area of Review Board Administration will populate with study records when they are ready to be archived in the
database.

IACUC - Purge Study [4]Back

ePurge Selected Studies

List of studies available to purge
B result(s) found...
4,'2 IACUC Number Study Title Study Alias Principal Investigator Termination Date

10 year Swine Management and Production
O |1004-2304 Swine Mana
\ gement and .
Productian Susan M. Investigator Juby 01, 2011
Mouse Study
[ |2004-2323 Swine Mana
\ gement and .
Production Susan M. Investigator Juby 06, 2011
Swine Management and Production Phase IVX
[ |=2005-1232

Swine Management and Eiionn M Trusce e Jaihs 04 2014

Studies can be archived and hidden from the user interface when certain conditions on the study are present. To archive
a study, click the checkbox next to the record, and then click the Purge Selected Studies button. A popup box will open
asking you to confirm the purge. If you confirm, the study will be removed from the list of studies available for purge. The
study will also be removed from all study screens (Find a Study, My Studies, etc.) and will no longer be visible to any user.
If you choose not to continue with the purge, the study will remain in the list of studies available to archive.

In order for a study to be available to purge, the following conditions must be in place for the study:

1. The study must belong to the IACUC board.
The study must be in a Study status that has the flag “Available to Archive” set.

3. The study must have a Termination Date set in the Study Profile that is 3 years prior to the date the study was set
to the Study Status with the “Available to Archive” flag.

© iMedRIS Data Corporation 52




IACUC Assistant - RB Administration iRIS 10.03.02

Once a study is purged, it will no longer be searchable in iRIS. The study will be kept in the database but will be flagged as
deleted/archived.

Review Board Notification Setup
Review Board Notifications can be set up to send to study personnel as well as to members of the board. These
notifications include such notices as Reviewer Assignments and Letter Signoff notifications.

Notifications can all be set up in the same way, by entering the content of the email and using merge codes to pull in
specific information. Start by clicking the button to add a notification.

Edit Submission Notice [4]Back

e 4= Insert Merge Code | Q Save Notification

-~

Title: Submizsion Correction
Send E-Mail Notification: @ Yes No

R Frincipal Investigator
Send To:

] Study Contact

[ a B E e BE B I U X X2
- i ol Y

v A~

i
L
(i
Il
]
o

m

MR

Pre-Review Corrections Notification

E-mail Content:

Study Title: "[Pestudy_title%:]"
IACUC Number: [%iacuc numberfl

All notifications will require a Title. This will be the subject line of the email.

Type of Notification: Reviewer Assignment Pending Reminder
Title: Reviewer Assignment Pending Reminder
Notify every 7 Days ] in days.

Send E-Mail Notification: @ Yes Mo

Certain notifications will require a number of days. This is typically how many days prior to a certain date you want the
notification to send.

You will also be able to specify whether to send the email notification by selecting “Yes” or “No” in the Send E-Mail
Notification column. If “Yes” is set, the notification will send to the recipient. If “No” is set, the notification will not send.
You would set a notification to “No” if you do not want the notification to be sent by email but you do not want to delete
it from the system.
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Send To:
[] administrator

Some notifications will allow you to select additional recipients if there is a Send To column. Click the Add button and
you will be able to search the database for a user to add as a recipient. You can have any number of additional recipients
for the notification. To remove an additional recipient, click the checkbox next to the name then click the Delete button.

7 Principal Investigator

Send To:
W Study Contact

Other Send To options specify the Principal Investigator and Study Contact. These notification types default to both being
selected, however, if you need to limit the notification from sending to either study role, uncheck the recipient before

saving the notification page.

it
i
Il
1]
]
o

[J = B e ®E B F U e X, x2S A A
- > & | o

»

Study Title: "[*éstudy_tite%:]"
IACUC Humber: [%iacuc_numbert]

m

E-mail Content:

Review Board: [%rb_meeting_type%]
Meeting Date : [%rb_meeting_date]
Meeting Outcome: [fsmeeting_outcomet]

Within the E-Mail Content portion of the notification you can enter the body of the email. You can type in or copy and
paste text and use the system merge codes to pull in specific information when the notification is generated. Click the
Insert Merge Code button and a small popup window will open, allowing you to select the merge code you wish to use.

Submission Notification Setup
The Submission Notifications will generate and send to the study when the review board returns a submission for
pre-review or post-review changes. You can also define reminder notifications when the study does not respond within a

certain amount of time to these requested changes.
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System Submission Setup [4]Back

List of Submission Types

Edit Type Title Send E-mail Notification
Submission Type Submission Correction No
Submission Type Review Response No

List of Response Pending Notifications

W Add a New Response Notification 0 Delete Response Notification(s)

il?' Edit Type Notification after ? Days Title Send E-mail Notification

] Response Pending Notification 10 Days Review Response Pending Motification 10 days Yes

Submission Types

These two notifications will generate and send when the review board requests changes. The Submission Correction
notification will generate and send when the review board indicates there are pre-review changes. The Review Response
notification will generate and send when the review board adds stipulations and sets the Submission Outcome to an
outcome that will return to the study.

Response Pending Notification

The Response Pending notification will send a certain amount of days after a submission has been returned to the study
and works with the Review Response Request. This notification will send ‘x” amount of days after the Review Response
Request has been sent if the study has not responded.

Continuing Review Notification Setup
The Continuing Review Notification will alert selected users of an upcoming Continuing Review. An e-mail will be sent out
as specified in the screenshot below. There are currently three notifications set up: one to be sent 90 days prior to the

expiration date, one 60 days prior, and one 30 days prior. These can be modified, deleted, and new notifications can be
added.

Continuing Review Notification Setup [4]Back

™ Add a New Notification | 0 Delete Notification(s)

List of Continuing Review Notifications

iB( Edit Type Notification prior to expiration date Title Send E-mail Notification
0 .. | Continuing Review Notification a0 Days 90 Day Continuing Review Notification Yes
] | Continuing Review Notification 60 Days 60 Day Continuing Review Notification Yes
] .. | Continuing Review Notification 30 Days 30 Day Final Continuing Review Notice Yes

The notifications will be sent out in the amount of days specified before the Review Board Expiration Date set for the
study by the IACUC in the Outcome Tab.
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Expiring Study Notification
The Expiring Study Notification is sent to selected iRIS users once a study has expired.

RB Expiring Study Notification [4]Back

Edit Type Title Send E-mail Notification Action

Expiring Study Motification Your Study has Expired [%sirb_numbers] Yes Delete Notification

Renewal Notification
This notification will generate based on your IACUC study expiration date, and it will be sent out when your entire study
is about to expire.

Board Members Notification Setup
IACUC study notifications can be sent to the entire board committee, other than assigned reviewers.

To setup this functionality, System Administrators can navigate to: IACUC Assistant > Review Board Administration >
System Setup. There will be a setup configuration called: Board Members Notification Setup. Clicking on the Board
Members Notification Setup, then clicking “Edit”, and selecting “Yes” to the field “Send E-mail Notification”, gives board
members the ability to send notifications to just the board members added to the submission.

Home
/2N Home @Lqpn gu.q,

[4]Back

|]ACUC - Review Board Administration
%% Copy Configurations

| |system Setup | | [ ListMaintenance setup | [ Clean-up

- eview Board Notification Setup

Board Members Notification Setup
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When reviewing the submission, board members can navigate to the “Pre-review Screening” tab, select “Assign to
Review Committee Agenda”, and then select a “Committee Name”. After this a “Send Full Board Review Notification”
button will appear. After selecting this button, the notification will be sent to all full board members. A full board

member is a board member who appears under “User Management > Grant User Access > Define Roles, and whom also

has “Board Member” as a role.

RIS vy
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= submissic

TACUC - Initial Review Submission Form
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72N Home () Logost | Help

[4]Back

Q Save the Pre-Review Screening

-

Generzl Information [T IACUC Mumber: &

Submission Components
IACUC Number:

Correspondence

Submission History

[~ Determine Review Process O
Pre-review Screening

Submission Received

Not Assigned
Notification Letter =0

Committee Name:| |2CUC v
Review Checklist

) Assign to Review Committee enda
and Comments e g

Agenda Category:| New Business - Medificaiions

Upcoming Meeting Date:| 021192012 ¥ | o [ click here to select past meetings

v

Review Summary Facilitated Review

Submission Discussion Designated Reviewer

Stipulation Pre-Revi. Forward to ther Board/Committee
Pre-Revi h ted
Internal Submission =
Routing Process Administratively
Wote
Outcome [ Assign Reviewers W
ST mEar I Send Full Board Review Notification I Add C for All View
Submission Complate
Reviewer Role Reviewer Completed ? Has COI? Date Motified Date Completed
T r
0 AWO Pre-Review g — No _10,23;2017

Reviewers Notification Setup

Reviewers Notifications are programmed to send to the assigned reviewers of a submission. There is also a notification

you can set up to let the assigned analyst of a submission know when reviewers have completed their review.

Reviewers Complete Notification

This notification will trigger and send to the assigned analyst when reviewers have completed their reviews for a

submission.

List of RB Reviewers Complete Notifications

o . Send E-mail
Edit Type Title Notification
REBE Reviewers Complete Notification Reviewer Motification Yes
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Reviewer Assignment Notifications

These notifications will generate and send to an assigned reviewer based on the review process of the submission. You
can also set up a notification to send to the reviewer if they have been removed from the review.

List of Reviewer Assignment Notifications
Edit Type Title Send E-mail Notification Action
Agenda Reviewer Assignment Notification Agenda Reviewer Assignment Notification Yes o Delete Notification |
Expedited Reviewer Assignment Notification | Expedited Reviewer Assignment Notification Yes 0 Delete Notification |
Designated Reviewer Assignment Notification Designated Reviewer Assignment Yes 0 Delete Notification
=l Motification
Designated Rewe'{v_Member Assignment Designated Review Me!'nber Assignment Yes o Delete Notification
= Motification Motification
Exempt Reviewer Assignment Notification Exempt Reviewer Assignment Notification Yes o Delete Notification |
Process Adm|n|5trat|_vg Ru_zwewer Assignment Frocess Adm|n|strat|yg Ru_zwewer Ves o Delete Notification
=} Motification Assignment Notification
Reviewer Unassignment Motification Reviewer Unassignment Notification Yes 0 Delete Notification |

Agenda Reviewer Assignment Notification

This notification will send to a full board reviewer. Note that you must also have Enable Reviewer Notifications set to

“Yes” for the Meeting Date in Meeting Manager before any full board review notifications will send.

Expedited Reviewer Assignment Notification

This notification will send to an expedited reviewer as soon as you assign them to review the Submission.

Designated Reviewer Assignment Notification

This notification will send to a Designated Reviewer as soon as you assign them to review the Submission that has been

assigned the review process “Designated Reviewer.”

Designated Review Member Assignment Notification

This notification will send to a board member who has been assigned to a Designated Member Review for a submission.

Exempt Reviewer Assignment Notification

This notification will send to an exempt reviewer as soon as you assign them to review the submission.

Process Administrative Reviewer Assignment Notification

This notification will send to an administrative reviewer as soon as you assign them to review the Submission.

Reviewer Unassignment Notification

This notification will send if you delete a reviewer assignment task.

Reviewer Assignment Reminder

You can set up a notification that will send out every time a specified number of days after the review assignment has

passed to remind the reviewer of their task.
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List of Reviewer Assignment Reminders

Edit Type When to Notify Title Send E-mail Notification Action
Reviewer J;.SSIQ_I'II;'IEI'It Pending Notify every 5 Days Reviewer Assignment Pending Reminder Yes 0 Delete
=1 eminder Notification

Internal Routing Notification
These notifications will send to a user assigned an Internal Routing task and also to the Assigned Analyst when an
Internal Routing task is completed.

Internal Routing Notification [4|Back
Edit Type Title Send E-mail Notification Action
RB Internal Subm!ssmr_'l Routing Signoff RB Internal Subm\s_swon Routing Signoff Yes o Delete Notification
4 Notification Notification
Edit Type Title Send E-mail Notification Action

RB Internal Submls_slon _Routlng Complete RB Internal Submlss!on Routing Complete Yes 0 Delete Notification
- Notification Notification

Internal Routing Assignment Notification
This notification sends to a user assigned an Internal Routing task.

Internal Routing Complete Notification
This notification will send to the assigned analyst when all assigned users have completed their Internal Routing tasks for
a submission.

Pre Review Assignment Notification

The Pre-Review Assignment Notifications will send an e-mail to the study when a submission has been assigned a certain
review process. Each notification listed on this page matches a process in the Pre-Review Screening tab of the Submission
Processing screens.

Prereview Notification Setup [4]Back

Edit Type Title Send E-mail Notification Action

-_ | Frereview Agenda Assignment Notification Submission P|EICEdRD:V:':irEtiI'IQ for Full Board Yes o Delete Notification |
._ | Prereview Expedite Notification Submission Processed as Expedited Yes o Delete Notification |
-_ | Frereview Exempt Notification Submizsion Processed as Exempt Yes o Delete Notification |
-_ | Prereview Administrative Notification Submission Administratviely Processed Yes o Delete Notification |

Pre Review Agenda Assignment Notifications
The Pre Review Agenda Assignment Notification is sent when a submission has been placed on the agenda for full board
review.
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Pre Review Expedited, Exempt, and Administrative Notifications

The remaining notifications are sent when a submission has been processed a certain way (Expedited, Exempt,
Administratively Processed) by the review board. Depending on your system settings, you may or may not have all these
notification types listed on this page.

Pre Review Denied Notification
This page allows E-mail notifications to be sent out as a reminder when a Pre-Review has been denied. You can enter a
number of days after which the reminder will be sent.

Edit Submission Notice [4]Back

2 4m Insert Merge Code | a Save Notification

-

Type of Notification: Prereview Denied Motification
Title:

Notification if within: 30 in days.

Send E-Mail Notification: @ ves © No

O - @@l a #E B I U= x x2i=
size =) &

T AT

i
i
i
il
i
o
m
1
n
1

E-mail Content:

Meeting Agenda and Minute Notification

The Meeting Agenda and Minutes notifications send out to board members when you generate, publish, and then
indicate to the system to send out the agenda or minutes for a specific meeting date in the Meeting Manager. These
include the PDF published versions of the appropriate document as an attachment, and will send to all board members
or to members present at a specific meeting, depending on what notification is sending out.

Meeting Agenda and Minute Notification Setup E]Back

Edit Type Title Send E-mail Notification Action

._ | Final Meeting Agenda Notification Finalized Meeting Agenda (attachment) Yes o Delete Hotification |
._ | Revised Meeting Agenda Motification Revizsed Meeting Agenda (attachment) Yes o Delete Motification |
._ | Final Meeting Minute Notification Finalized Meeting Minutes (attachment) e 0 Delete Motification |
._ | Draft Meeting Minute Notification Draft Meeting Minutes (attachment) Yes o Delete Notification |

Final Meeting Agenda Notification
This notification will generate when you send the published Meeting Agenda for a specific meeting date in the Meeting
Manager. It will attach the PDF Meeting Agenda and send to all committee board members.
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Revised Meeting Agenda Notification
This notification will generate when you send a published Revised Meeting Agenda for a specific meeting date in the
Meeting Manager. It will attach the PDF Meeting Agenda Revision and send to all committee board members.

Final Meeting Minute Notification
This notification will generate when you send the published Meeting Minutes for a specific meeting date in the Meeting
Manager. It will attach the PDF Meeting Minutes and send to all board members present at the meeting.

Draft Meeting Minute Notification
This notification will generate when you send a copy of the Draft Meeting Minutes for a specific meeting date in the
Meeting Manager. It will attach the PDF Draft Meeting Minutes and send to all board members present at the meeting.

Meeting Attendance Notification

You can set up notifications that will send to board members a certain amount of days prior to a meeting date, asking
them to log in to the system and set their meeting availability. You can also set up a notification that will send to the
board Coordinators if any member changes their availability within a certain amount of time prior to a meeting date.

Meeting Attendance Notification Setup [II Back

- Add a New Notification | e Delete Notification(s) |

List of Meeting Attendance Notifications

Notification prior to expiration

J? Edit Type date Title Send E-mail Notification
| . Meeting Attendance Motification 14 Days Meeting Attendance Motification Yes

List of Member Attendance Change Notification
Edit Type Title Send E-mail Notification Action

. Member Attendance Change Notification Member Attendance Change Notification Yes 0 Delete Member Attendance
=] Change Notification

Meeting Attendance Notifications

If you would like to send notifications to board members to alert them to set their availability for upcoming meetings,
you can set up reminders here. These notifications will send a certain amount of days prior to a meeting date to let the
member know they need to set their availability. You can have any number of notifications set up.

Member Attendance Change Notification
This notification will send to the board Coordinators a certain amount of time prior to the meeting date if any member
has changed their availability.

Designated Review to be placed on the Agenda Notification
This notification will send to the submission’s assigned analyst when the assigned Designated Reviewer indicates that a
submission is recommended for full board review.
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Outcome Letter Notification
Notifications related to Outcome Letters are set up here. These notifications send to Outcome Letter recipients, to users
assigned to sign an Outcome Letter, and to alert analysts that signoffs on letters have been completed.

RB Outcome Letter Notification [1]Back

List of RB OQutcome Letter Motifications

Edit Type Title Send E-mail Notification Action

RE Outcome Letter Motification IACUC QOutcome Letter (attachment) Yes 0 Delete Outcome Letter Notification

List of Outcome Signoff Letter Notifications

Send E-mail

Edit Type Title Sl Action
RE Outcome Signoff Letter Motification IACUC Outcome Letter Signoff Regquired Yes 0 Delete Outcome Signoff Letter Notification
List of Outcome Signoff Complete Notifications
- Send E-mail -
Edit Type Title Notification Action
RE Outcome Signoff Complete Motification | IACUC QOutcome Letter Signoff Complete Yes 0 Delete Outcome Signoff Complete Notification

Outcome Letter Notification
This is the notification that will generate and send to selected recipients when you send an Outcome Letter. This
notification will attach the PDF Outcome Letter.

Outcome Signoff Letter Notification
This is the notification that will generate and send to a user assigned to sign off on an Outcome Letter.

Outcome Signoff Complete Notification
This is the notification that will generate and send to an assigned analyst when all signoff tasks for the letter have been
completed.

Outstanding Stipulations Notification

These notifications are sent to the PI, Study Contact, and Assigned Analyst on the defined number of days before the
follow up due date defined by the review board for a specific stipulation. There are three notifications shown below as
examples in this group of notifications. One is designed to be sent one day before the due date of the stipulation, and
the others are designed to be sent five days and 30 days before the due date of the stipulation. These notifications will
not be sent if the Review Board has closed the stipulation and assigned a Date Closed prior to the day the notification
would be triggered.
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Outstanding Stipulations Notification Setup [1]Back

T Add a New Notification | 0 Delete Notification(s) |

List of Outstanding Stipulations Notifications

4,'2 Edit Type Notification prior to due date Title Send E-mail Notification
(& . | Dutsta?uiiggcgggﬁlations 30 Days Qutstanding Stipulation Yes
0= | Outsta?uiigﬁcgggﬁlations 5 Days Outstanding Stipulation Yes
(& | Dutsta?uiiggcgggﬁlations 1 Days Qutstanding Stipulation Yes

When the review board defines a stipulation, the stipulation type “Comments that must be addressed” causes the
Follow-up Due field to appear. The notification will fire based on the Follow-Up Due date provided for the stipulation.

- Print Friendly | W o Add Multiple Add New | Add Pre-defined | B Save Stipulation
Review Summary
~ ; .
Sl B Stipulations to be sent for Response
Recommendation
.. Sorting = = Follow-up A 5 Link To
Stipulation Delete Edit Number Stipulation Type Due Stipulation Requested By Component
T Comments that must 11/18/2016 . Created By: Ann Analyst
g‘;ﬁ;‘:]z' Submission 0 3 D be addressed i G (eRIwaTL Edited By: Ann Analyst
Outcome

If the study returns the submission correction form with the stipulations addressed and the review board takes an action
and assigns a Date Closed before the day that the notification has been set up to send out, then the notification will not

be triggered.

Internal Documents Notification

The review board has the ability to upload documents to a study record that are specific to the study and internal to the
review board. When documents are uploaded, you have the ability to email that document to another user of the
system. Notifications defined here will attach the uploaded document and send to the selected recipient.

Internal Document Notification [4]Back

Edit Type Title Send To Action

Internal Document MNotification Internal Document (attachment) Administrator 0 Delete Notification |

From this page you will be able to add the title and define the recipients for the notification.

The recipient of this notification is specified within the notification template, or any additional recipients can be
manually added at the time you send the notification. The screenshot below shows an example of a template about to
be sent from a study within the review board. The Recipients column pulled in the recipient as defined in the notification

setup, and you can manually add additional recipients here.
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*
*Send Email Content

*Subject

i B A M B I U s X x21TE A AT
Internal Document (attachment)

* Recipient(s): O
Administrator
Additional Recipient(s):

Attachments

Delete Attachment(s) |
=] Internal Document.docx

Click Attachment Name to View

The notification will send when you access Internal Documents within a study record within the review board. Select the
checkbox next to the document you wish to send and then click the Send Email button.

This will cause the Internal Documents Correspondence page to open. You can type in content for the notification,
change the recipient list, or change the Subject line for the email. When you are done and ready to send the notification,
click on the Save & Send Correspondence button.

List Maintenance Setup

List Maintenance Setup contains a list of configurable dropdown lists available for you to setup. Most of these
configuration lists are specific to the IACUC module, but some lists are shared with other review boards and will be noted
as such.

Animal Species Configuration List
The Animal Species Configuration List allows you to define the list of species for your institution. Species added to this list
can then be pulled in to specific studies.

When you open the Animal Species Configuration List, any current species will be listed. If you want to find a specific
Species in this list, you can use the Species Browse / Find field to type in part or all of the Species Name. Click the Find
button to filter your results.

System Species List [4]Back
“.HergeSpeciﬁRemrds waNEWSDECiﬁl
Species Browse/Find: Species Name:
4 result(s) found...
Delete Edit Species Name Scientific Name Is USDA Species Category Type

0 Mouse Mus musculus Yes
e . Parakeet Melopsittacus undulatus Yes
e Pig Sus Yes
0 Rat Rattus norvegicus Yes
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To delete any unnecessary Species, click the icon in the Delete column. If you need to delete a Species because it is
already listed as a separate record, it is recommended that you use the Merge Species Record feature so that the records
are combined and any study records using the unwanted Species will update with the correct Species.

Merge Species

Listed at the top of the page is the Merge Species Records button. This will allow you to manage your list of species by
merging duplicate records into one record as needed. Users adding species to a study are able to add a species to the
master list if they cannot find the species they need on the study. Merging species allows you to manage the list of
user-added species in the case that a species already exists in the master list. To merge species records, click the Merge
Species Records button.

System Species Merge [4]Back

b 4= Merge Selected Records

elect two or more records to merge.

+|3’ Internal Rec Num Species Name Scientific Name Common Name Category Type
5 Mice Mice Mice
1 Mouse Mus musculus Mouse
4 Parakest Melopsittacus undulatus Paralkest
3 Pig Sus Pig
2 Rat Rattus norvegicus Rat

A new page will open, listing the available species. Choose two or more records to merge, and then click the Merge
Selected Records button.

System Species Merge 4 Back
| r.1erge| | Cancel |
Select the record you want to keep after merging.
Species Name Scientific Name Common Name Category Type
=) Mouse Mus musculus Mouse
Mice Mice Mice

The page refreshes to list only the species you selected. At this point, you need to indicate which species record to keep
by selecting the radio button next to the Species Name. Then, click the Merge button. If you do not want to merge any
records, click the Cancel button and you will be returned to the previous page.

When you merge two or more records, the species you selected to keep will remain in the master configuration list and
will also be applied to any study records using the other species’ records. Example: the above case is merging two
species, “Mouse” and “Mice.” The correct species in the master list is “Mouse;” however, a user added “Mice” to a study,
and the species record was created in the master list. When these two records are merged, “Mice” is no longer found in
the master list and is replaced by “Mouse” within the study that had referenced “Mice.”
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Adding Species to the Master List

If you need to add a Species to the configuration list, click the Add a New Species button. A new page will open, allowing
you to input information about the species. Species Name, Scientific Name, and Common Name are required fields.
Category Type is optional. When you are finished entering the necessary information, click the Save Changes button.

System Species List [4]Back

i I Save Changes |

Add a new species to the system.

*Species Name: | |

*Scientific Name: | |

*Common Name: | |

-~

O ves O No

Category Type:

Is USDA Species:

Any Species you add will then be added to the configuration list.

Functionality

Any Species added to the Animal Species Configuration List will be available to add to an IACUC study. Within the IACUC
Application, users will be presented with a data value that will allow the selection of the species, as shown in the
screenshot below. The user can click the Add a New Species to the Study button.

Animal Species Information

Add a New Species to the Study

Is
Species Name Species Scientific Name Common Name
USDA

Delete . View
Species £ Details

Mo species have been added to this Study

A window will open within the browser, allowing the user to search the system for the appropriate species. The user can
use the Species Name field to find a particular species; otherwise, leaving that field blank and clicking the Find Species
button will return all results.

If the desired species is not found in the list, the user has the option to add a species by clicking on the Add a New
Species button.
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Find a Species: Search Options il

Species Name: ﬁ Find Species |

1 Species Browse/Find:
F T | Add a New Species |

4 result{s) found... 1-4
Sealact %l Species Name Scientific Name Common Name Strain Stock Ca.;:g:”
m u Mouse Mus musculus Mouse seven
u Parakest Melopsittacus undulatus Farakest
|3 u Pig Sus Pig
u Rat Rattus norvegicus Rat

The window will change, allowing the user to input the same species information gathered when adding a species
through the Animal Species Configuration List. Once the necessary information is added, the user will click on the Save
Species Info button and the Species will be added to the study as well as the Animal Species Configuration List.

Add a New TIACUC Species il

-1

Species Name:

i —

bt Scientific Name:

Common Name:

Category Type:

D Save Species Info |

Animal Species Category Configuration List
This configuration list will allow you to specify a pre-defined list of Species Categories that you can then associate with a
Species record in the Animal Species Configuration List.

System Administration - Animal Species Category [4]Back

deaNmRmdl

Delete Edit Species Category

A

00000
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When you open the page, a list of any Species Category previously defined will display. If categories have not yet been
added, this page will not list any records. You can click the Add a New Record to add a new Animal Species Category to
the list.

System Administration - Animal Species Category [4]Back
Q Save Record |

* Species Category:

When you add a new record, you will need to provide the Species Category name and then click the Save Record button.
The record will be added to the list of Animal Species Categories.

Records can be edited by clicking on the Edit icon next to the name of the category. This will open a new page, allowing
you to modify the Species Category.

You can delete a record by clicking the Delete icon next to the record name.

Animal Species Sex Configuration List
This configuration list will allow you to specify a pre-defined list of Animal Species Sex that you can then associate to a
species within a study record.

System Administration - Animal Species Sex [4]Back

Add a New Record

Delete Edit Species Sex

9 Female
0 Male

When you open the page, a list of any Animal Species Sex previously defined will display. If records have not yet been
added, this page will not list any records. You can click the Add a New Record to add a new Animal Species Sex to the list.

System Administration - Animal Species Sex [4]Back

Q Save Record |

* Spacies Sex:

When you add a new record, you will need to provide the Species Sex and then click the Save Record button. The new
record will be added to the list of Animal Species Sex.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Animal Species Sex.

You can delete a record by clicking the Delete icon next to the record name.
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The Species Sex information is available to end users when adding a species to a study. The screenshot below displays a
screen that captures additional study-specific Animal Species detail, with the Species Sex dropdown list highlighted.

Study IACUC Species Details:

Species Name: Mouse
Scientific Name: Mus musculus
Common Name: Mouse

* Saxi

* Age:

Animal Procedure Type Configuration List

This configuration list will allow you to specify a pre-defined list of Animal Procedure Types that you can then associate to
a study record.

Setup Animal Procedure Type [4] Back

+ Add a New Procedure Type | Q Delete ProcedureTvpe{s)l

=] Edit Procedure Type

P

Veterinarian Care
Surgery
Procedure

Treatment

oo oo

When you open the page, a list of any Animal Procedure Types previously defined will display. If records have not yet

been added, this page will not list any records. You can click the Add a New Procedure Type button to add a new Animal
Procedure Type to the list.

Setup Animal Procedure Type [4]Back

©) RehlmtoUstlﬂSaveroedurel

*Procedure Type: | |

When you add a new record, you will need to provide the Procedure Type and then click the Save Procedure button. The
record will be added to the list of Animal Procedure Types.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Procedure Type.

You can delete a record by selecting the checkbox next to the appropriate Procedure Type and clicking on the Delete
Procedure Type(s) button.
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Animal Procedure Configuration List
This configuration list will allow you to specify a pre-defined list of Animal Procedures that you can then associate to a
specific species, and then pull that information into a study. You can also capture billing information related to these

procedures.

iRIS 10.03.02

System Procedure List

[1]Back

e Add a New Procedure | Q Delete Procedure(s) |

Species Name: |--none-- ~
Procedure Name: |
9 result(s) found... 1-9
il? Edit Species Name Is USDA Species Procedure Name Procedure Type Is Billable Billing Code Cost Mmigls::ative
O | Mouse Yes Adrenal demedullation Surgery Yes 1345 $250.00 $25.00
O | Mouse Yes Carotid artery catheterization - cranial dosing model  Surgery Yes 1981621 $500.00 £50.00
O 1 Mouse Yes Jugular vein catherterization Surgery Yes 6451651 $250.00 £25.00
|:| 1 Mause Yes Recovery Treatment Yes 124 £50.00 $50.00
[1 Mouse Yes Surgery Prep Procedure Yes 567654 £50.00 550.00

When you open the page, a list of any Animal Procedures previously defined will display. If records have not yet been
added, this page will not list any records. You can click the Add a New Procedure to add a new Animal Procedure to the

list.

System Procedure List

Add a new animal procedure.

#*Species Name: |—none—

*Procedure:

Procedure Type: | —none—

Procedure Description:

Is Billable: () Yes (@ No

Billing Code: |

Administrative Cost:

[4]Back

{-) Returnto Ijstl ﬂ Save Procedurel

When you add a new record, you will then be able to specify the details for that procedure. Fields marked with an

asterisk denote a required field.

Species Name — This dropdown list will contain the species defined in the Animal Species Configuration List. You must
choose which species the Procedure applies to. If you have a Procedure that applies to more than one species, you can

add additional records with the same information, but associate a different species.
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Procedure — This is the name of the Procedure.

Procedure Type — This drop down list will contain the Procedure Types defined in the Animal Procedure Type
Configuration List. This allows you to categorize your Procedures.

Procedure Description — This field allows you to describe the Procedure, if necessary.

Is Billable — Select “Yes” if the Procedure is billable. This will allow you to flag a Procedure for billing (if using the ARC
Module). If a Procedure is not billable, leave this option set to “No.”

Billing Code — If the Procedure is billable, you may enter the Billing Code in this field.

Cost — If the Procedure is billable, you may enter the Cost of the Procedure in this field.

Administrative Cost - If the Procedure is billable, you may enter the Administrative Cost of the Procedure in this field.
Once you enter the necessary information, click the Save Procedure button.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the details related to the Procedure.

You can delete a record by selecting the checkbox next to the appropriate Animal Procedure and clicking on the Delete
Procedure(s) button.

Any Procedure added to the Animal Procedures Configuration List will be available to add to an IACUC study. Within the
IACUC Application, users will be presented with a data value that will allow the selection of the procedures, as shown in
the screenshot below. The user can click the Add a New Procedure to the Study button.

Animal Procedures

Add a New Procedure to the Study

- Is
Delete ‘li'u?w_ Species UsSDA Procedure Procedure Name
Procedure Description

Species Type

Mo Procedures have been added to this Study

A window will open within the browser, allowing the user to search the system for the appropriate Procedure. The user
can use the Procedure Type drop down list and the Procedure Name field to find a particular Procedure; otherwise,
leaving that field blank and clicking the Find Procedure button will return all results.

Note: If more than one Species is specified on the study, the Species Name field in the filters will be presented as a drop
down list, allowing you to filter the results based on the desired Species.
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Species Name: Mouse

Procedure Type:

Procedure

Find a Procedure: Search Options

@ Find Procedure |

Brovec/hind Procedure Name: |

6 result(s) found...

Is USDA

Select 2| Species Name Procedure Type

Species
__J Mouse Yes Procedure
__J Mouse Yes Treatment
__J Mouse Yes Procedure
__J Mouse Yes Surgery
__J Mouse Yes Surgery
__J Mouse Yes Surgery

Procedure Name

Surgery Prep

Recovery

Surgical Records

Carotid artery catheterization - cranial dosing model
Jugular vein catherterization

Adrenal demedullation

You can select a Procedure to add to the study by clicking on the icon in the Select column.

Animal Procedures
Add a New Procedure to the Study
- Is
p Delete v'?“. Species UsDA Procedure Procedure Name
rocedure Description - Type
Species
0 Mause Yes Surge Carotid artery catheterization - cranial
gery dosing model

0 Mouse Yes Procedure | Surgical Records

The selected Procedure will display within the form. You can remove the Procedure by clicking on the icon in the Delete

Procedure column. You can view additional details related to the procedure by clicking on the icon in the View

Description column.

Procedures added to the study can also be pulled in to the Procedure Summary data value, as shown in the screenshot

below. Note: The Procedures listed here are only Procedures that have been added to the study first.

Procedures Summary

Ad[lanewruwl _oneleteselededmw(s)|

- _ Pain Group Number of
Species Strain Procedure Name Category Number Animals
[ |[Mouse || Il--none-- ~| [ 0
Carotid artery catheterizafion - cranial dosing model
Surgical Records Total Mumber of Animals 0

If using the Experiment Data Value, the Procedures listed on the study will also display for Common Procedures and

Variable Procedures, as shown in the screenshot below.
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Study Experiment Details: ﬂ

Justify the Purpose of the
Experiment:

>

Add Common Procedure

Select the Common Procedures Delet! Procedure

{ applied to all animals): | procedfire Procedure Name o Procedure Type
: Carotid artery catheterization - cranial dosing model
Surgical Records
Add Variable Procedure
Select the Variable Procedures | Proced
( applied to some animals or | ‘d Procedure Name C“‘;: ure Procedure Type
differently): rocecgre ategory
0 [~none- v

Animal Service Type Configuration List

This configuration list will allow you to specify a pre-defined list of Animal Service Types that you can then associate to a
study record.

Setup Animal Service Type [4]Back
_ |/ Add 3 New Service Type | _Q Delete Service Type(s) |
Hef Edit Service Type
O 1 Supplies
O 1 Hausing
| 1 General Care
O | Equipment

When you open the page, a list of any Animal Service Types previously defined will display. If records have not yet been

added, this page will not list any records. You can click the Add a New Service Type to add a new Animal Service Type to
the list.

Setup Animal Service Type [1]Back

e)RtthloLisll_aSaveSeruicel

*Sarvice Type:

When you add a new record, you will need to provide the Service Type and then click the Save Service button. The
record will be added to the list of Animal Service Types.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Service Type.

You can delete a record by selecting the checkbox next to the appropriate Service Type and clicking on the Delete Service
Type(s) button.
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Animal Service Configuration List

This configuration list will allow you to specify a pre-defined list of Animal Services that you can then associate to a

specific species, and then pull that information into a study. You can also capture billing information related to these
services.

Animal Service List [4]Back

Add a New Service | _Q DeleieSenioe{s)l

Species Name: |—nc-ne— N

Service Name: |

4 result(s) found... 1-4
;BJ Edit Species Name Is USDA Species Service Name Sarvice Type Is Billable Billing Code Cost Mmiz;s::alive
™ | Mouse Yes Aging General Care Yes 651651 £500.00 £50.00
d | Mouse Yes Breeding Service General Care Yes 1412341 £85.00 £10.00
™ 1 Mouse Yes Diet-Induced Obesity Model General Care Yes 2651651 £500.00 £25.00
d | Mouse Yes Timed-Pregnancy General Care Yes 12323423 £179.00 £15.00

When you open the page, a list of any Animal Services previously defined will display. If records have not yet been added,
this page will not list any records. You can click the Add a New Service button to add a new Animal Service to the list.

Animal Service List [1]Back

E)REtumloListlESaveSerﬁoel

Add a new animal service.

*Species Name: | —Nane-— v
*Service: |
Service Type: |—ncne— Ly

Service Description:

Is Billable: () Yes (@ Mo

Billing Code: |
st
Administrative Cost:

When you add a new record, you will then be able to specify the details for that service. Fields marked with an asterisk
denote a required field.

Species Name — This drop down list will contain the species defined in the Animal Species Configuration List. You must
choose which species the Service applies to. If you have a Service that applies to more than one species, you can add
additional records with the same information, but associate a different species.

Service — This is the name of the Service.

© iMedRIS Data Corporation 74




IACUC Assistant - RB Administration iRIS 10.03.02

Service Type — This drop down list will contain the Service Types defined in the Animal Service Type Configuration List.
This allows you to categorize your services.

Service Description — This field allows you to describe the Service, if necessary.

Is Billable — Select “Yes” if the service is billable. This will allow you to flag a Service for billing (if using the ARC Module).
If a Service is not billable, leave this option set to “No.”

Billing Code — If the Service is billable, you may enter the Billing Code in this field.

Cost — If the Service is billable, you may enter the Cost of the Service in this field.

Administrative Cost - If the Service is billable, you may enter the Administrative Cost of the Service in this field.
Once you enter the necessary information, click the Save Service button.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the details related to the Service.

You can delete a record by selecting the checkbox next to the appropriate Animal Service and clicking on the Delete
Service(s) button.

Animal Study Type Configuration List
This configuration list will allow you to specify a pre-defined list of Animal Study Types that you can then associate to a
study record.

System Administration - Animal Study Type [4]Back

Add a New Record

Delete Edit Study Type

e MonSurvival Surgery

0 Surviva

When you open the page, a list of any Animal Study Types previously defined will display. If records have not yet been
added, this page will not list any records. You can click the Add a New Record button to add a new Animal Study Type to
the list.

System Administration - Animal Study Type [4]Back

Q Save Record |

* Study Type:

When you add a new record, you will need to provide the Study Type and then click the Save Record button. The record
will be added to the list of Animal Study Types.

© iMedRIS Data Corporation 75



IACUC Assistant - RB Administration

iRIS 10.03.02

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify

the Study Type.

You can delete a record by selecting the icon in the Delete column.

Anesthetic Configuration List

This configuration list will allow you to specify a pre-defined list of Anesthetic records that you can then associate to a

specific Species on a study.

System Administration - Configure Anesthetic

2 result{s) found...

JZ Edit Species name
Mouse Propofol

Pig wylazine

Anesthetic

[1]Back

Add a New Record | o Delete Record(s)

1-2

Route Dose  Monitor

Injection 1

aral 12

When you open the page, a list of any Anesthetic records previously defined will display. If records have not yet been

added, this page will not list any records. You can click Add a New Record to add a new Anesthetic to the list.

System Administration - Configure Anesthetic

*Species Name: -—nong— v

*Anesthetic: —none— - or create New
*Route: -—none— - or create MNew
*Dose:

Monitoring:

[1]Back

Q Save Changes

When you add a new record, you will first need to select a Species from the drop down list. This list will contain the list of

Species configured in the Animal Species Configuration List. Once you select a Species, select the Anesthetic from the

dropdown list. If the specific Anesthetic you need to add for this species is not listed, you can create the Anesthetic by

typing it in to the Create New field to the right of the Anesthetic drop down list. Associate the Route in the same way;

select the proper Route from the drop down list. Otherwise, enter a new record in the Create New field. Once you have

selected the appropriate records from the dropdown lists or created new records, specify the Dose and, if applicable,

enter Monitoring information. Click the Save Changes button and the record will be added to the list of Anesthetic

records.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify

the Species, Anesthetic, Route, Dose, and Monitoring information.

You can delete a record by selecting the checkbox next to the appropriate Anesthetic record and clicking on the Delete

Record(s) button.
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The Anesthetic records added to the Anesthetic Configuration List will be available to add to an IACUC study. Within the
IACUC Application, users will be presented with a data value that will allow the association of Anesthetic, as shown in the
screenshot below. The user can click the Add a New Anesthetic to the Study button.

Anesthetic

T Add a New Anesthetic to the Study

Delete - Wiew -
Anesthetic | PP Dapais S

Nao Anesthetic have been added to this Study

Anesthetic Route Dose Monitoring

A window will open within the browser, allowing the user to associate Anesthetic information. Because the Anesthetic
records have been configured to specific Species, only information associated to the selected Species in the drop down
list will display. Also note, that only Species associated to the study will display in the Species drop down list.

Once an Anesthetic is selected for the Species, the remaining supplied information will populate on the page. The user
has the ability to change any of this information as needed, and the user can also add any Anesthetic or Route that may
not have been configured in the Anesthetic Configuration List.

Once the information has been added, the user will click the Save Anesthetic Info button at the bottom of the window.

! Study Anesthetic Details: ill

*Species: NMouse -
N . L]
Anesthetic —none— v| or other g
I —none—
i
*Route: P or other
= ul
f *Dose:
E |
* Wolume:

* Frequency:

* Duration:

FR—

Monitoring:

The Anesthetic record will display in the table below the Add a New Anesthetic to the Study button. If additional
Anesthetic records need to be added to the study, the user can click this button again to repeat the process.
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Anesthetic
Add a New Anesthetic to the Study
Ani::lt:ﬁc Edit D:E\:IS Specias Anesthetic Route Dose Monitoring
0 Mouse Propofol Injection 1 2x day

Analgesia Configuration List
This configuration list will allow you to specify a pre-defined list of Analgesia records that you can then associate to a

specific Species on a study.

2 result(s) found...

System Administration - Configure Analgesia

+|? Edit Species name Analgesia
Mouse Chloroform Oral
Maouse Ether Oral

Route

[4]Back

Add a New Record | 0 Delete Record(s)

1-2

Fregquency Monitor

4 times

Sx daily

When you open the page, a list of any Analgesia records previously defined will display. If records have not yet been

added, this page will not list any records. You can click Add a New Record to add a new Analgesia record to the list.

*Species Name: -—nong— ~
*Analgesia: —none— -
*Route: -none— -
*Dose:

*Frequency:

Monitoring:

System Administration - Configure Analgesia

or create Mew

or create Mew

[4]Back

a Save Changes |

When you add a new record, you will first need to select a Species from the drop down list. This list will contain the list of

species configured in the Animal Species Configuration List. Once you select a species, select the Analgesia from the

dropdown list. If the specific Analgesia you need to add to this Species is not listed, you can create the Analgesia by

typing it in to the Create New field to the right of the Analgesia drop down list. Associate the Route in the same way;

select the proper Route from the drop down list. Otherwise, enter a new record in the Create New field. Once you have

selected the appropriate records from the dropdown lists or created new records, specify the Dose and Frequency and, if

applicable, enter Monitoring information. Click the Save Changes button, and the record will be added to the list of

Analgesia records.
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Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Species, Analgesia, Route, Dose, Frequency, and Monitoring information.

You can delete a record by selecting the checkbox next to the appropriate Analgesia record and clicking on the Delete
Record(s) button.

The Analgesia records added to the Analgesia Configuration List will be available to add to an IACUC study. Within the
IACUC Application, users will be presented with a data value that will allow the association of Analgesia, as shown in the
screenshot below. The user can click the Add a New Analgesia to the Study button.

Add a New Analgesia to the Study

Delete . View

Analgesia Details | Pooe= Analgesia Route Dose Monitoring

No Analgesia have been added to this Study

A window will open within the browser, allowing the user to associate Analgesia information. Because the Analgesia
records have been configured to specific species, only information associated to the selected Species in the drop down
list will display. Also note that only Species associated to the study will display in the Species drop down list.

Once an Analgesia record is selected for the species, the remaining supplied information will populate on the page. The
user has the ability to change any of this information as needed, and the user can also add any Analgesia or Route that
may not have been configured in the Analgesia Configuration List.

Once the information has been added, the user will click the Save Analgesia Info button at the bottom of the window.

Study Analgesia Details: )(|I
*Species: Mouse -
- dl
*Analgesia or other o
—none—
*Route: |Chioroform or other i
Ether
*Dosa:
it
* Wolume:
* Frequency: =t

* Duration:

Monitoring:

The Analgesia record will display in the table below the Add a New Analgesia to the Study button. If additional Analgesia
records need to be added to the study, the user can click this button again to repeat the process.
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Analgesia

Add a New Analgesia to the Study

Delete
Analgesia

View

Edit Details Species Analgesia Route Dose Fregquency Monitoring

o Mouse Chloroform Oral 1 4 times

Stipulation Category

If you would like to categorize your stipulations, you can create a list here and associate a stipulation to a specific
category when you create the stipulation. To use categories for stipulations, the review board property
rb.use_stipulation_category must be set to “Yes.”

When you open the page, a list of any categories will display. If you have not set up any categories, the page will not list
any records. You can add a new category by clicking on the Add a Stipulation Category button.

IACUC - Setup Review Board Stipulation Category [4]Back

Add a Stipulation Category | e Delete Selected Stipulation Category(s)

e Edit stipulation Category
Animal Species
Application

Crocuments

Type the Stipulation Category name, and click the Save Stipulation Category button to add the new category to the list.

IACUC - Setup Review Board Stipulation Category [1]Back

Q Save Stipulation Category

*Stipulation Category:

You can edit existing categories by clicking the Edit icon next to the category name. This will open a page that will allow
you to modify the name.

Any category you add to the list will populate in the Stipulation Category dropdown list when creating a stipulation for a
submission.
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Q Save the Stipulation |

Stipulation Information: * Stipulation Content E

*Stipulation Type:

1
&
(i
=
1
&
m
By
c
£
X
”M
i
i
=
i

Stipulation must be addressed -

*Stipulation Category: S J romal ront ) =

m

Category 1
Category 2
Category 3

mponents:

omponent to Stipulation

Mo submission components have been
associated yet. Please click on the
green add button to associate your 4
Stipulation(s). %

Add Component(s)

Device Configuration List
The Device Configuration List allows you to configure/add or Edit all of the Devices within iRIS that would be available to
be associated to a study.

After selecting this link, the master list of existing Devices will display. You will have the ability to Edit existing Devices as
well as, Download/Upload Device Configurations, Merge Device Records, Add a New Device, and Delete, as seen in the
image below.

Additionally, this page contains a Search By filter that allows you to search for specific Devices that have been previously
added.

System Device List [4]Back

¥ Download Device Confi jon T

Upload Device Configuration | -» ; Merge Device Records | Add a New Device
e

M
= .

Device Browse/Find: Device Name:
5 result(s) found...
Delete Edit En::]rnal L= Device Name Device Mode Device Serial Number
0 1 Stent
(=3}
o 2 External defibrillators

Add a New Device
Add a New Device will prompt you to enter information into three fields. Only the first field, “Device Name,” is required.
Clicking Save Changes will add the record to the list of devices within iRIS.

© iMedRIS Data Corporation 81



IACUC Assistant - RB Administration iRIS 10.03.02

[4]Back

Q Save Changes |

=

System Device List

Add a new device to the system.

*Device Name:

Device Mode:

Device Serial Number:

Download/Upload Device
Download/Upload Device Features gives you the ability to easily upload an Excel file with as many device records as

needed at one time.

System Device List [1]Back

J':{ DownhadDeviueConﬁmralionTﬂlﬂatel _dUpk)adDeﬁoeConﬁgmﬁonl";HemeDeﬁoeRmdsl vﬂddaNewDeuicel

Download Device Configuration Template — This feature will allow you to download a spreadsheet template; this
template is set up in the proper format for uploading device records, with instructions for the input of data in each field.
When downloading, be sure to save the file to a known location on your computer so the data can be input and saved for
future uploading. Below you will find a screen shot of this spreadsheet template.

f'-_-'\ Y - . . -
Oa! H | = Device_Configuration_T|
Home Insert Page Layout Formulas Data Review View Developer
d Cut Calibri - A AT = =||®-| | = wrap Text
Pat 53 Copy — _
aste - - - = = === 2= | &
: churmat Painter i a T =E = =|E EE Ehﬂerge&ten
Clipboard P Font LF] Alignment
c7 v £ |
A B C
Device Mame Device Mode Device Serial No

1

2 Mo more than 128 characters No more than 32 characters Mo more than 32 characters
3 ACTIGRAPH
4

Upload Device Configuration— Selecting to upload the record will display a popup window, where you will be able to
browse for the correct Excel file containing the Device records you wish to upload.
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Document Location:

Instruction: Uploading a document into IRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

© cma |

[l save selected file

Merge Device Records
Merge Device Records -This feature will allow you to merge duplicate records within the system.

System Device List [4]Back

*f’r load Device Confi ion Templ |____(UploadDeviueConﬁgmﬁon ";HergeDeviueRmrdsl Add a New Device

After making this selection, a list of the existing records will populate. Selecting two or more records will allow you to
merge and select the record that you wish to keep.

System Device Merge [4]Back
Select the record you want to keep after merging.
Device Name Device Mode Device Serial Number
Device 1 Dev Dew

Device

Note: For records already existing on Studies, the record that you selected to keep will apply to all studies, which had the
deleted record applied.

How these configurations affect iRIS — Once Devices have been added to the master list, they become available to be
associated to study applications through a data value.

- Add a New Device to the Study

Deleta Edit View

Device Details Device Name

Mo devices have been added to this Study

Selecting Add a New Device to the Study will display a popup window, which will allow the user to search for the
applicable device.
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Find A Device: Search Options il =)

Devica Name: @ Find Device |

Device Browse/ Find: Device Mode:

Device Serial Number:

0 result(s) found... 0-0

m

Select Device Name Device Mode Device Serial Number
Mo Results found

If the board approves a submission with an attached device, the device(s) applicable to the submission then display as
approved in the Study Management area for that particular study.

If any new devices need to be added, or existing devices need to be modified, the study will need to submit an
amendment or modification to the review board of record for approval. Any modifications or new device requests will
populate in the Pending Approval table, shown in the image below. Once the review board approves the modification or
addition, the device record will populate in the Approved Devices table.

IRE Number: GH-14-035 :
PI: Investigator, Deborah StUdY Device [Il Back

My Print Friendly |

Approved Devices

1 result(s) found...

Open Device Name

test

Pending Approval
2 result(s) found...

Open Form Name Device Name

Study Application ( Version 1.1 ) Device 1

Restraint Device Configuration List
The Restraint Device Configuration List allows you to add or edit all the Restraint Devices that can be associated to a
study record.

After selecting this link, the master list of existing restraint Devices will display. You will have the ability to Edit existing
Restraint Devices as well as Merge Restraint Device Records, Add a New Restraint Device, and Delete existing records.

This page contains a Search By filter which allows you to search for specific Restraint Devices within the list.
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System Restraint Device List [4]Back

2 4= Merge Restraint Device Records | Add a New Restraint Device

Restraint Device Browse /Find: Restraint Device Name: | | LSS

3 result(s) found...

Internal Rec

Delete Edit Num Restraint Device Name Restraint Device Mode Restraint Device Serial Number
0 1 Monkey Chair
0 2 Rodent Retainer RODENT SWIVEL RETAINE 30-871-5 50-871-545

-

o . 3 Swine slings

Add a New Restraint Device

Add a New Restraint Device will allow you to add a new restraint device to the master device list within iRIS. To add a
new restraint device, you will need to provide the Restraint Device Name. Optionally, you may include the Restraint
Device Mode and Restraint Device Serial Number. After entering the Restraint Device details, click the Save Changes
button. Saving the record will update the master device list with the new entry.

System Restraint Device List [4]Back

Q Save Changes |

Add a new restraint device to the system.

*Restraint Device Name:
Restraint Device Mode:

Restraint Device Serial Number:

Merge Restraint Device Records

Also listed at the top of the page is the Merge Restraint Device Records button. This will allow you to manage your list of
Restraint Devices by merging duplicate records into one record as needed. Users adding Restraint Devices to a study can
add a Restraint Device to the master list if they cannot find the Restraint Device they need on the study. Merging
Restraint Devices allows you to manage the list of user-added Restraint Devices in the case that a Restraint Device record
already exists in the master list. To merge Restraint Device records, click the Merge Restraint Devices Records button.

A new page will open, listing the available Restraint Devices. Choose two or more records to merge, and then click the
Merge Selected Records button.
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System Restraint Device Merge [1]Back

e 4= Merge Selected Records

lelect two or more records to merge.

¢E Internal Rec Num Restraint Device Name Restraint Device Mode Restraint Device Serial Number
3 Monkey chair

i 5 restraint device 1

v 6 Restraint Device 1
1 Rodent Retainer RODENT SWIVEL RETAIMER 50-871-5 50-871-545
2 Swine =lings

The page refreshes to list only the Restraint Device records you selected. At this point, you need to indicate which
Restraint Device record to keep by selecting the radio button next to the Restraint Device Name. Then click the Merge
button. If you do not want to merge any records, click the Cancel button and you will be returned to the previous page.

System Restraint Device Merge [1]Back

| Merge | | cancal |

Belect the record you want to keep after merging.
Reatraint Device Name Restraint Device Mode Restraint Device Serial Number

restraint device 1

=} Restraint Device 1

When you merge two or more records, the Restraint Device you selected to keep will remain in the master configuration
list and will also be applied to any study records using the other Restraint Device records. For example, the above case is
merging two Restraint Devices, “Restraint Device 1” and “restraint device 1.” The correct Restraint Device Name in the
master list is “Restraint Device 1;” however, a user added “restraint device 1” to a study, and the Restraint Device record
was created in the master list. When these two records are merged, “restraint device 1” is no longer found in the master
list and is replaced by “Restraint Device 1” within the study that had previously referenced “restraint device 1.”

Restraint Device Functionality

Any Restraint Devices added to the Restraint Device Configuration List will be available to add to an IACUC study. Within
the IACUC Application, users will be presented with a data value that will allow the selection of the Restraint Devices, as
shown in the screenshot below. The user can click the Add a New Restraint Device to the Study button.

Add a New Restraint Device to the Study

View A new device or a new use of

Tz iz Edit Device Name FDA Approved =
approved device:

Device Details IDE Number

No devices have been added to this Study

A window will open within the browser, allowing the user to search the system for the appropriate Restraint Device. The
user can search using the Device Name, Device Mode, and/or Device Serial Number fields to find a particular Restraint
Device; otherwise, leaving that field blank and clicking the Find Device button will return all results.
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If the desired Restraint Device is not found in the list, the user has the option to add a Restraint Device by clicking on the
Add a New Restraint Device button.

Find A Restraint Device: Search Options il

Device Name: ﬁ Find Device |

Device Browse, Find: Device Mode:

Add a New 1
- 4
Restraint Device

Device Serial Number:
2 result{s]) found... 1-2
P
Select %l Device Name Device Mode Device Serial Number
;J Monkey chair
i E: J Rodent Retainer RODENT SWIVEL RETAINER 50-871-5 50-871-545

;J Swine slings

The window will change, allowing the user to input the same Restraint Device information gathered when adding a
Restraint Device through the Restraint Device Configuration List.

Once the necessary information is added, the user will click on the Save Device Info button and the Restraint Device will
be added to the study as well as the Restraint Device Configuration List.

Drug Configuration List
The Drug Configuration List allows you to add or edit all the Drugs within iRIS that would be available to be associated to
a Study, regardless of module.

After selecting this link the master list of existing Drugs will display. You can Edit existing Drugs as well as
Download/Upload Drug Configurations, Merge Drug Records, Add a New Drug, and Delete Drug(s), as seen in the
image below.

This page contains a Search By filter which allows you to search for specific drugs that has been previously added.

System Drug List [4]Back

J':, Download Drug Configuration Template | e Upload Drug Configuration | 2 - Merge Drug Records | - Add a New Drug

Drug Browse Find: Drug Name: |

22 result(s) found...

Internal Rec

Delete Edit Num Trade Drug Name Generic Drug Name Investigational Drug Name A
0 ._ 1|3 Adderall Amphetamine and Dextroamphetamine
0 ._ 1 21 Atomoxetine hydrochloride
o ._ | 18 AUVI-Q Epinephrine injection, USP
o ._ Q Caltrate Calcium carbonate
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Add a New Drug

Add a New Drug will allow you to add a new drug to the master drug list within iRIS. To add a new drug, you must enter
the Trade Name, Generic Name, or Investigational Name. Only one of the three drug names is needed to add a new
record to the system. Clicking the Save Changes button will add this drug record and update the master drug list.

System Drug List [1{]Back

Q Save Changes

-

Add a new drug to the system.
Trade Name:

Generic Name:

If not yet named,
Investigational Name:

Download/Upload Drug
The Download/Upload Drug features give you the ability to upload an Excel file with as many drug records as needed at
one time.

System Drug List [4]Back

J'f{ Download Drug Configuration Template | .. Upload Drug Configuration I:. - Merge Drug Records | Add a New Drug |
— Y

Download Drug Configuration Template — This feature will allow you to download a spreadsheet template. The template
is setup in the proper format for uploading drug records, with instructions for the input of data in each field. When
downloading, be sure to save the file to your Desktop so the data can be input and saved for future uploading. Below you
will find a screen shot of this spreadsheet template.

D"a\ = s Drug_Configuration_Templatexls [Read-Only] [Compatib

id

——/ Home Insert Page Layout Farmulas Data Review View Develaper

=] £ Caiibri - - A AT = =8| = | Genemal -
-3 .

Pafte ¥ (B 7 U -8 -|| <y - &-u = = === =~ |8 - % ||%0 228

Clipboard M Font (] Alignment L] Mumber ]
ca - % |
A B C

1 Trade Drug Name Generic Drug Name Investigational Drug Name

2 Mo maore than 128 characters No more than 128 characters No more than 128 characters

3 |ACTIVASE

Upload Drug Configuration— Selecting to Upload the Record will display a popup window, where you will be able to
browse for the correct Excel file containing the Drug records you wish to upload.
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Document Location:

Instruction: Uploading a document into iRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

\id Saveselected file

‘_—) Cancel

Once you upload drug records to the list, the system will confirm the number of records listed and they will be displayed
in the Drug Configuration List.

Merge Drug Records

Also listed at the top of the page is the Merge Drug Records button. This will allow you to manage your list of Drugs by
merging duplicate records into one record as needed. Users adding Drugs to a study are able to add a Drug to the master
list if they cannot find the Drug they need on the study. Merging Drugs allows you to manage the list of user-added Drugs
in the case that a Drug record already exists in the master list. To merge Drug records, click the Merge Drug Records
button.

System Drug List [4]Back

J':_ D load Drug Config ion Template | .+, Upload Drug Configuratio - 4m Merge Drug Records Add a New Drug

A new page will open, listing the available Drugs. Choose two or more records to merge, and then click the Merge
Selected Records button.

System Drug Merge [*)Back
._" _. Merge Selected Records
Eelect two or more records to merge.
i'g Internal Rec Num Trade Drug Name Generic Drug Name Investigational Drug Name
[ 7 Advil
3 ASPIRIN ASPIRIN Asprin
] 2 BANTHINE METHANTHELINE BROMIDE
g Bayer Aspirin
= 8 Foaxilima
= 4 Ritalin Methylphenidate
(] 1 TYLENCL ACETAMINCOPHEN

The page refreshes to list only the Drug records you selected. At this point, you need to indicate which Drug record to
keep by selecting the radio button next to the Drug. Then, click the Merge button. If you do not want to merge any
records, click the Cancel button and you will be returned to the previous page.
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System Drug Merge [4]Back

| Merge| | Cancel |

Select the record you want to keep after merging.

Trade Drug Name Generic Drug Name Investigational Drug Name
ASPIRIN ASPIRIN Asprin

) Bayer Aspirin

When you merge two or more records, the Drug you selected to keep will remain in the master configuration list and will
also be applied to any study records using the other Drug records. Example: the above case is merging two Drugs,
“Bayer” and “ASPIRIN.” The correct Drug in the master list is “Bayer;” however, a user added “ASPIRIN” to a study, and
the Drug record was created in the master list. When these two records are merged, “ASPIRIN” is no longer found in the
master list, and is replaced by “Bayer” within the study that had referenced “ASPIRIN.”

Drug Functionality

Any Drug records added to the Drug Configuration List will be available to add to an IACUC study. Within the IACUC
Application, users will be presented with a data value that will allow the selection of Drugs, as shown in the screenshot
below. The user can click the Add a New Drug to the Study button.

Drugs

Add a New Drug to the Study

Delete View A new drug or a new use of
Drug Ed Details Drug Name FDA Approved

e T IND Number

Mo drugs have been added to this Study

A window will open within the browser, allowing the user to search the system for the appropriate Drug record. The user

can use the Drug Name field to find a particular Drug; otherwise, leaving that field blank and clicking the Find Drug
button will return all results.

If the desired Drug record is not found in the list, the user has the option to add a Drug by clicking on the Add a New
Drug button.
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Drug Browse/Find:

& result(s) found...

Internal Rec

et Num
EE 7 Advil
u 2 BANTHINE
U ] Bavyer
u 8 Foaxilima
EE a Ritalin
u 1 TYLEMOL

Find a Drug: Search Options

Drug Name:

%l Trade Drug Name Generic Drug Name

METHANTHELINE BROMIDE

Aspirin

Methy|phenidate

ACETAMINOPHEM

ﬁ Find Drug |

- Add a New Drug |

1-8

Investigational Drug Name

The window will change, allowing the user to input the same Drug information gathered when adding a Drug through the
Drug Configuration List. Once the necessary information is added, the user will click on the Save Drug Info button and
the Drug will be added to the study as well as the Drug Configuration List.

Trade Drug Name:

Generic Name:

If not yet named,
Investigational Drug Name:

Add a New Drug

[

Euthanasia Method Configuration List

This configuration list will allow you to specify a pre-defined list of Euthanasia Methods that you can then associate to a

specific Species on a study.

3 result(s) found...

;B( Edit Species name
(| ._ | | Mouse
(] ._ | Mouse
(| ._ | Mouse

System Administration - Configure Euthanasia Method

Euthanasia Method Route Dose
Cervical dislocation
Intravenous anesthetic | Injection

Isoflurane inhalant Inhalant

[4]Back

 Add aNew Record | o Delete Record(s)

1-3

Monitoring
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When you open the page, a list of any Euthanasia Methods previously defined will display. If Euthanasia Methods have
not yet been added, this page will not list any records. You can click the Add a New Record to add a new Euthanasia
Method to the list.

System Administration - Configure Euthanasia Method 4|Back
Q Save Changes |

*Species Name: -—none— ¥

*Euthanasia Method: —none— ¥ or create New
Route: -—none— ~ or create New

Dose:

Monitoring:

When you add a new record, you will first need to select a Species from the drop down list. This list will contain the list of
species configured in the Animal Species Configuration List. Once you select a species, select the Euthanasia Method
from the dropdown list. If the specific Euthanasia Method you need to add to this species is not listed, you can create the
record by typing it in to the Create New field to the right of the Euthanasia Method drop down list. Associate the Route
in the same way; select the proper Route from the dropdown list, or enter a new record in the Create New field. Once
you have selected the appropriate records from the dropdown lists or created new records, specify the Dose, and, if
applicable, enter Monitoring information. Click the Save Changes button and the record will be added to the list of
Euthanasia Methods.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page allowing you to modify
the Species, Euthanasia Method, Route, Dose, and Monitoring information.

You can delete a record by selecting the checkbox next to the appropriate Euthanasia Method and clicking on the Delete
Record(s) button.

The Euthanasia Methods added to the Euthanasia Methods Configuration List will be available to add to an IACUC study.
Within the IACUC Application, users will be presented with a data value that will allow the association of Euthanasia
Methods, as shown in the screenshot below. The user can click the Add a New Euthanasia to the Study button.

Euthanasia

Add a New Euthanasia to the Study

View

Delete - - - PR
Edit Details Species Euthanasia Method Route Dose Monitoring

Euthanasia

Mo Euthanasia methods have been added to this Study

A window will open within the browser, allowing the user to associate Euthanasia Method information. Because the
Euthanasia records have been configured to specific species, only information associated to the selected Species in the
dropdown list will display. Also, note that only species associated to the study will display in the Species drop down list.
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Once a Euthanasia Method is selected for the species, the remaining supplied information will populate on the page. The
user can change any of this information as needed, and the user can also add any Euthanasia Method or Route that may
not have been configured in the Euthanasia Method Configuration List.

Once the information has been added, the user will click the Save Euthanasia Info button at the bottom of the window.

Study Euthanasia Details: il

-

*Spaecies: Mouse -

*Euthanasia Method -—none— - or other
—none—

Cervical dizlocation
Intravencus anesthetic
lzoflurane inhalant
*Dose:

*Route: or other —

m
1

1 * Volume:

! + Method of Ensuring
Death: =i

*
4 Group/Age/Description:

=

i
1 Q Save Euthanasia Info |

The Euthanasia record will display in the table below the Add a New Euthanasia to the Study button. If additional
Euthanasia records need to be added to the study, the user can click this button again to repeat the process.

Fluid Extract Configuration List

This configuration list will allow you to specify a pre-defined list of Fluid Extract records that you can then associate to a
specific species on a study.

System Administration - Configure Fluid Extract @ Back

w Add aNew Record | 0 Delete Record(s)

2 result(s) found... 1-2
Method
+|? Edit Species name Fluid Extraction Frequency Volume of
Collection
] Mouse Blood Collection 1/month 1 mg
=
] . Mouse Blood Collection 1/week 2mg

When you open the page, a list of any Fluid Extract records previously defined will display. If Fluid Extract records have
not yet been added, this page will not list any records. You can click the Add a New Record to add a new Fluid Extract
record to the list.
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System Administration - Configure Fluid Extract [1]Back

E} Save Changes |

*Species Name: |-nons-—- v

*Fluid Extraction: or create Newl |
*Frequency: or create Newl |
*Volume: |
*Method of
Collection:

When you add a new record, you will first need to select a Species from the drop down list. This list will contain the list of
species configured in the Animal Species Configuration List. Once you select a species, select the Fluid Extraction from
the dropdown list. If the specific Fluid Extraction you need to add to this species is not listed, you can create the record
by typing it into the Create New field to the right of the Fluid Extraction drop down list. Associate the Frequency in the
same way; select the proper Frequency from the drop down list, or enter a new record in the Create New field. Once you
have selected the appropriate records from the dropdown lists or created new records, specify the Volume and enter
Method of Collection information. Click the Save Record button and the record will be added to the list of Fluid Extract
records.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page allowing you to modify
the Species, Fluid Extraction, Frequency, Volume, and Method of Collection information.

You can delete a record by selecting the checkbox next to the appropriate Fluid Extract record and clicking on the Delete
Record(s) button.

The Fluid Extraction records added to the Fluid Extract Configuration List will be available to add to an IACUC study.
Within the IACUC Application, users will be presented with a data value that will allow the association of Fluid Extraction
records, as shown in the screenshot below. The user can click the Add a New Fluid Extract to the Study button.

Fluid Extraction

Add a New Fluid Extract to the Study

Delete View
Fluid Edit = Species Fluid Extraction Frequency Volume Method of Collection
Exctract Details

Mo Fluid Extracts have been added to this Study

A window will open within the browser, allowing the user to associate Fluid Extract information. Only Species associated
to the study will display in the Species drop down list.

Once a Fluid Extraction is selected for the Species, the remaining supplied information will populate on the page. The
user can change any of this information as needed, and the user can also add any Fluid Extraction or Frequency that may
not have been configured in the Fluid Extract Configuration List.

Once the information has been added, the user will click the Save Fluid Extract Info button at the bottom of the window.
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’ Study Fluid Extract Details: il\L

*Species: Mouse -

* Fluid =
Extraction —one— n or other

*Frequency: Blood Collection

or other ol

*Wolume:

[N S S el |

m

Mathod of
Collection:

|
1
|

* Number of
Collections:

* Interval — 0
Between
Collartinna:

LA T R

=

E Save Fluid Extract Info

The Fluid Extract record will display in the table below the Add a New Fluid Extract to the Study button. If additional
Fluid Extraction records need to be added to the study, the user can click this button again to repeat the process.

Internal Document Category
You can create categories for any Internal Documents you upload to a study within the review board.

When you open the page, a list of any categories will display. If you have not set up any categories, the page will not list
any records.

You can add a new category by clicking on the Add a Document Category button.

IACUC - Setup Review Board Internal Document Category [4]Back

s Add a Document Category | 0 Delete Selected Document Category(s)

;B( Edit Document Category
[ ) IACUC Findings

=y
= ) Internal Use Only

Type in the Document Category name, and click the Save Document Category button to add the new category to the list.

IACUC - Setup Review Board Internal Document Category [4]Back

Q Save Document Category

e

*Document Category:

You can edit existing categories by clicking the Edit icon next to the category name. This will open a page that will allow
you to modify the name.
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Any category you add will populate in the Category dropdown list when you are uploading a document in the Review
Board Internal Documents area within a study.

Internal Document Attachment -
*Title:

*Version Number: 1 .0

Version Date: 2/17/2014 v

Category: Additional Documents | =

Additional Documents -
Flyers
Description: ||nternal Document(s)
Load the document into iRIS: | Upload ... |
Sawve the Document to my machine: | Download ... |

Internal Routing User Roles
When you are assigning a user to an Internal Routing task, you can specify a role for that user. To use the roles feature,
the review board property rb.useReviewRouting_user_role must be set to “Yes.”

When you open the page, a list of any roles will display. If you have not set up any roles, the page will not list any records.
You can add a new role by clicking on the Add a User Role button.

IACUC - Review Board Setup Internal Routing User Roles List [1]Back

T Add a User Role | 0 Delete Selected Role(s)

IACUC list of internal routing user roles.

iE Edit User Role
Board Chair

Scientific Reviewer

Type in the User Role name, and then click the Save User Role button to add the new role to the list.

IACUC - Review Board Setup Internal Routing User Roles List [1]Back

Q Save User Role |

IACUC add an internal routing user role.

*User Role:

You can edit existing roles by clicking the Edit icon next to the role name. This will open a page that will allow you to
modify the name. To delete a role, check the box next to the record in the list and click Delete Selected Role(s).

Any role you add to the list will populate in the dropdown list next to the user assignment when you are making an
Internal Routing assignment for a Submission.
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Add Review Board Routing Add Non-Review Board Routing ~ Print Friendly

Assignment Comments

Order Click

Number t!:l Assigned To Role Date Notified Date Completed
review
User Comments
O e
I Assignment Comments:
Board Member, Jan, Fh.D. ¥ —none— v
User Comments: ACORP Pre-Reviewer
ACORP Reviewer

Member Specialty Configuration List

This is where you define the review board member specialties. This list of specialties is available to determine each

review board member’s specialty. This list is shared between other review board modules. Any changes made to this list
will be reflected across all modules.

System Administration - Agent Name [4]Back

Add a New Record

Delete Edit Specialty

Administration
Anesthesiology
Biochemistry
Cardiology

Dermatology

PDOOOOO

Emergency Medicine

You can add a new specialty by clicking the Add a New Record button. You will be able to enter in the Specialty. Once
you are finished, click the Save Record button to have the Specialty added to the list.

System Administration - Review Board Member Speciality [4]Back

Q Save Record |

* Specialty:

The specialties can also be edited or deleted here as well.

To delete a record, click the icon in the Delete column. Click the OK button to continue and delete the record(s). Click the
Cancel button to cancel the deletion.

To edit, click the Edit icon next to the specialty to be edited and a new page will open. Change the name of the specialty,

and then click the Save Record button. The changes will be saved to the record. To return to the list without saving the
changes click the Back button.
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The Specialty column displays the title of the specialty as it will display for the reviewers to choose from.

The member specialty list is available when adding guests to the meeting attendance in the agenda (see below), as well
as being available to choose from when entering information into user accounts.

“Guest Name:

=Specialty: —-none— -

“Affiliation: | Administration
Anesthesiology
Biochemistry
Cardiology
Dermatology
Emergency Medicine

Paralyzing Agent Configuration List

This configuration list will allow you to specify a pre-defined list of Paralyzing Agents that you can then associate to a

specific species on a study.

System Administration - Configure Paralyzing Agent

3 result(s) found...

;'3( Edit Species name Paralyzing Agent
| Mouse Halethane
| Mouse Isoflurane
Pig Phenothiazines

g

Inhalant

Inhalant

v

T Add a New Record | 0 Delete Record(s)

[4|Back

Route

1-3

Dose  Monitor

1

12

12

When you open the page, a list of any Paralyzing Agents previously defined will display. If Paralyzing Agents have not yet
been added, this page will not list any records. You can click Add a New Record to add a new Paralyzing Agent to the list.

System Administration - Configure Paralyzing Agent

*Species Name: -none—- -

*paralyzing Agent: —none— A or create New
*Route: -—none— ~ or create New
*Dose:

Monitoring:

[{]Back

Q Save Changes |

When you add a new record, you will first need to select a Species from the drop down list. This list will contain the list of
species configured in the Animal Species Configuration List. Once you select a species, select the Paralyzing Agent from
the drop down list. If the specific Paralyzing Agent you need to add to this species is not listed, you can create the record
by typing it in to the Create New field to the right of the Paralyzing Agent dropdown list. Associate the Route in the same
way; select the proper Route from the dropdown list, or enter a new record in the Create New field. Once you have
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selected the appropriate records from the dropdown lists or created new records, specify the Dose and, if applicable,
enter Monitoring information. Click the Save Changes button and the record will be added to the list of Paralyzing
Agents.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page allowing you to modify
the Species, Paralyzing Agent, Route, Dose, and Monitoring information.

You can delete a record by selecting the checkbox next to the appropriate Paralyzing Agent and clicking on the Delete
Record(s) button.

The Paralyzing Agent records added to the Paralyzing Agent Configuration List will be available to add to an IACUC study.
Within the IACUC Application, users will be presented with a data value that will allow the association of Paralyzing Agent
records, as shown in the screenshot below. The user can click the Add a New Paralyzing Agent to the Study button.

Paralyzing Agent

Add a New Paralyzing Agent to the Study

Delete View
Paralyzing Edit = Species Paralyzing Agent Route Dose Monitoring
Agent Details

No Paralyzing Agents have been added to this Study

A window will open within the browser, allowing the user to associate Paralyzing Agent information. Because the
Paralyzing Agent records have been configured to specific species, only information associated to the selected Species in
the dropdown list will display. Also note that only species associated to the study will display in the Species drop down
list.

Once a Paralyzing Agent and Route are selected for the species, the remaining supplied information will populate on the
page. The user has the ability to change any of this information as needed, and the user can also add any Paralyzing
Agent or Route that may not have been configured in the Paralyzing Agent Configuration List.

Once the information has been added, the user will click the Save Paralyzing Agent Info button at the bottom of the
window.
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| Study Paralyzing Agent Details: X I-||
-
*Species: Mouse - !
o —_—
|_ *paralyzing Agent —none— ¥ or other B
—none—
] *Route; |HaIDtNANE or other B
| lsoflurane
1 *Daosa:
T -
it if
al * Volume:
|
= * Frequency: —
Iy * Duration:
z =
|
- Monitoring: il
m Q Save Paralyzing Agent Info b

The Paralyzing Agent record will display in the table below the Add a New Paralyzing Agent to the Study button. If
additional Paralyzing Agent records need to be added to the study, the user can click this button again to repeat the
process.

Paralyzing Agent

w Add a New Paralyzing Agent to the Study

Delete

Paralyzing Edit v_““:‘ Species Paralyzing Agent Route Dosea Monitoring
Details
Agent
0 Mouse Halothane Inhalant 1 1

Predefined Stipulations
If you have a list of commonly used stipulations, you can set them up in Predefined Stipulations.

IACUC - Stipulation Setup [1]Back

w Add a New Stipulation | o Delete Selected Stipulation(s) |

List of approved canned stipulations

2 result(s) found...

i Edit Category "‘3::; Stipulation
= . Application 1 Predefined Stipulation Text 1

=3
= . Application 2 Predefined Stipulation Text 2

When you open the Predefined Stipulations page, a list of any predefined stipulations will display. If you have not set up
any stipulations, the page will not list any records. You can add a new predefined stipulation by clicking on the Add a
New Stipulation button.
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IACUC - Stipulation Setup [4]Back

Q Save Stipulation |

Add a stipulation to the system.

* Category:

Animal Speciss
Application
Documents

*Stipulation Content:

*Order: 1

If you have set your system to use Stipulation Categories, the Category field will populate at the top of the page

containing the list of categories you have created. You can associate the category to the stipulation by making a selection

from the dropdown list.

Type in the Stipulation Content and specify an Order, and then click the Save Stipulation button to add the predefined

stipulation to the list.

You can edit existing stipulations by clicking the Edit icon next to the record. This will open a page that will allow you to

modify the Stipulation Content and the Order.

When you are creating a stipulation for a Submission, you will be able to select the option to Add Pre-defined
Stipulation.

)

Submission History

X N Mo Stipulations entered
Pre-review Screening

Submission Received

- Print Friendly + Add Multiple Add New Add Pre-defined
T - -
General Information . .
Stipulations to be sent for Response &
Submission Components
Correspondence _ Sorti ) ) stipulati Follow- ) ) Link T
Delete Edit N:mllr;gr Stipulation Type c;t[:;:'_:‘_on D?]EDW up Stipulation Requested By Cur:lnpun‘:ant

Notification Letter

Review Checklist
and Comments

Review Summary

Submission Discussion

Recommendation

Stipulation

Clicking the Add Pre-defined button will open the list of predefined stipulations that exists in the configuration list.
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Study Number: M2

PI:  Investigator, Susan M., Ph.D. REVIEW Stipulation

List of approved canned Stipulation

2 result(s) found...

¢|? Category
Application Predefined Stipulation Text 1
= Application Predefined Stipulation Text 2

Stipulation

[4]Back

Q Save Selected Stipulations for Study |

Review Outcome/Outcome Configuration List
Set up the Outcome list for submissions here.

When you open the page, a list of any existing review outcomes will display. If you have not set up any review outcomes,

the page will not list any records.

IACUC list of review outcomes.

IACUC - Review Board Setup Review Qutcome

W Add aNew Action

[4|Back

€ pelcte selected Action(s)

+|3( Edit Action Name Response Required Copy Submission Indicates Approved
| Approved Mo Mo Yes
] Approved Pending Yes Mo Mo
| Denied Mo Mo Mo
] Tabled Mo Yes Mo
You can add a new review outcome by clicking on the Add a New Action button.
[{]Back

IACUC add a review cutcome.

*Review Outcome:

*Response Required: I Yes @ No

*Submission Copy required: ") ¥es @ No

*Action indicates an
Approved Status:

IACUC - Review Board Setup Review Outcome

Q Save Review Outcome

-

Enter in the Review Outcome name.

You can also specify which flags to apply to this Outcome.
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Response Required — When this option is set to “Yes,” the system will return a submission to the study for corrections
once this Outcome is set.

Submission Copy Required — When this option is set to “Yes,” the system will place a copy of the submission back into
the Not Assigned queue. This setting is typically used to flag Tabled submissions so you can flag a tabled item and then
assign it to another meeting from the Not Assigned queue.

Action indicates an Approved Status - When this option is set to “Yes,” the system will flag this submission as Approved
and mark any submission form associated to the submission as approved. Note: this does not include study documents;
those must be approved and stamped separately.

You can edit existing review outcomes by clicking the Edit icon next to the record. This will open a page that will allow
you to modify the Review Outcome.

The list of Review Outcomes will populate in the Review Outcome list in the Outcome tab within the submission
processing screens.

Study Number: M= _ e - S
PI:  Inwestigator, Susan M., ph.o, LACUC - Initial Review Submission Form [4]Back
Protocol Items Miscellaneous IACUC Items Submission Forms
Ref Number : (000215 MDUSE Study
Study Status: :

Q Save the Submission Outcome

COTTESPOTIOSTICE
-~ s

Submission History

- - IACUC Review Outcome ()
Pre-review Screening

Submission Received Review Qutcome: Study Status: Pending - Submitted for Initial Review -
Notification Letter

m

Additional iiformation required:

Approved
bmission Approval: |Approved Pending
Denied

Review Checklist
and Comments

Review Summary

Reviewer Rank Configuration List
You can define your reviewer ranks here.

IACUC - Review Board Setup Reviewer Rank [4]Back

Add a New Rank | _Q Delete Selected Rank(s)

=y Edit Reviewer Rank
| | Veterinary Review
| i Primary

O | Secondary

O Ad Hoc

When you open the page, a list of any reviewer ranks will display. If you have not set up any reviewer ranks, the page will
not list any records.

You can add a new reviewer rank by clicking on the Add a New Rank button.
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IACUC - Review Board Setup Reviewer Rank [4/Back

*Reviewer Rank:

*Is this the label for an @
Ad Hoc Reviewer: ) Yes @ No

*+If this is not an Ad Hoc
Reviewer please add the 0
Rank (i.e. 1, 2, 3):

Q Save Reviewer Rank |

-

Type in the Reviewer Rank and specify whether the rank represents an Ad Hoc reviewer by selecting “Yes” or “No.” You
must also specify a number for the rank. Specify 1, 2, 3, or 0 (for Ad Hoc reviewer ranks). These numbers tell the system
how to treat the reviewer rank. “1” indicates a Primary Reviewer in the system. “2” indicates a Secondary Reviewer. “3”

indicates any other review level. “0” indicates Ad Hoc. Click the Save Reviewer Rank button to add the record to the list.

You can edit existing reviewer ranks by clicking the Edit icon next to the record. This will open a page that will allow you
to modify the record.

Study Number: M3

PI:  Investigator, Susan M., ph.o, LACUC - Initial Review Submission Form [4]Back
Protocol Items Miscellaneous IACUC Items Submission Forms
Ref Number :| 000215 Mouse Study
Study Status: T

Q Save the Pre-Review Screening

CUTTESPJUTTTETIoE

Pre-Review Forward to another

Submission History "~ Board/Committee
Pre-review Screening ) Pre-Review changes requested
Submission Received ) Process Administratively

Motification Letter

Review Checklist
and Comments

- Assign Reviewers ()
Review Summary

sSubmission Discussion Add G ts for All Revi s I Add Reviewer | View Reviewers Workload

Recommendation

m

Stipulation Reviewer Role Reviewer Completed ? Date Notified Date Completed

Internal Submission
Routing

No

Vote

Secondary
Outcome Ad Hoco

Reviewer rank populates in the Reviewer Role column when you are assigning a reviewer to a submission.

If the reviewer rank you selected is an Ad Hoc rank, you will be able to select a named board member from the

dropdown list in the Reviewer column, or you can type in the first name and last name of the user (for specialty
reviewers who do not have a user account in iRIS).
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Assign Reviewers

Add Comments for All Reviewers | Add Reviewer | View Reviewers Workload

Reviewer Role Reviewer Completed ? Date Notified Date Completed

9 Primary ¥ Member, log v e

9 Ad Hoco - Known System identified User: No
—none— A

oRrR
First Name:

Last Name:

Setup Review Board Stipulation Actions

Review Board Stipulation Actions are applied to Stipulations once a study responds and reports back to the review board.

Stipulation Actions determine whether or not the Stipulation can be closed/complete or must be copied and applied
back to the study.

When you open the page, a list of any Stipulation Actions will display. If you have not set up any Stipulation Actions, the
page will not list any records.

IACUC - Setup Stipulation Review Board Actions [4]Back

Add a Stipulation Action | Q Delete Selected Stipulation Action(s)

Copy to Current

ey Edit Submission Review Board Stipulation Action D=ttt Stipulatic_ln Rewew et e
: a Submission is Complete
Stipulation(s)
Il No Accept No
[ Mo Pending No
| Yes Response not accepted

To delete existing Stipulation Actions, click the checkbox next to the item desired and click the Delete Selected

Stipulation Action(s) button. To edit a Stipulation Action, click the Edit icon next to the desired Stipulation Action. To add
a new Stipulation Action, click the Add a Stipulation Action button.
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*Action:

* Automatically Copy
Stipulation from Previous
Submission to Current
Submission :

*Default Stipulation Review
Outcome when the
Submission is Complete:

IACUC - Setup Stipulations Review Board Actions

Yes @ No

[4]Back

Q Save Stipulation Action

Type in the Action and specify whether or not to Automatically Copy Stipulation from Previous Submission to Current
Submission. This setting controls when the Stipulation should be closed, or, if it has not been addressed, it will be copied
to the current submission under review, meaning it will return back to the study again. Choosing “Yes” for this option will
cause any Stipulation given this Action to copy and return to the study. Choosing “No” will cause any Stipulation given
this Action to be closed. If you would like Stipulations to default to a closed Action without having to manually assign an
Action, select the checkbox for Default Stipulation Review Outcome when the Submission is Complete. Click the Save

Stipulation Action button to add the record to the list.

Setup Training Courses

The Setup Training Courses page lists the current training courses that a user can be assigned. Training Course
information is typically se tup within System Administration; however, the review board can create Training Courses if

needed.

Training Courses

3 result(s) found...

Delete Edit Course Name

o Basic Course
o Refresher Course 2

o Refresher Course 3

4] Back

Add a New Training Course

To delete a record, click the icon in the Delete column. Click the OK button to continue and delete the record(s). Click the

Cancel button and the record will not be deleted.

To edit a course, click the Edit icon next to the course to be edited. After a new page opens, you may change the name of
the course, and then click the Save Training Course button to save the changes. Click the Back button to return to the list

without saving any changes.

The Course Name column displays the name of the course that will be displayed.

Click the Add New Training Course button to add a course to the list.
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System Training Course [*]Back

g Save Training Course |

-
*Training Course Name:

Enter the name of the course. Click the Back button to return to the Training Course list page without saving any
changes. Click the Save Training Course button to add the course to the Training Course list page.

Business Associate List

The Business Associate List contains a list of the institutions you may need to track as a Sponsor, Subrecipient, Vendor,
etc. Records added to the Business Associate list can be used in a variety of ways in the system. They can be added as a
study sponsor, as a third party for a conflict of interest, or as a sponsor or subrecipient on a project.

After selecting this link the master list of existing Associates will display. You will have the ability to Download/Upload
the Associate Configuration Template, Edit the existing, as well as Merge Associate Records, Add a New Associate and

Delete, as seen in the image below. Additionally this page contains several Search filters allowing you to search for a
specific record.

System Setup of Business Associate List [4|Back
* pownload A iate C guration Templ | _Upload Associate Configuration | -» - Merge Associate Records Add a New Associate
Name: ‘ ‘
Associate Group: [] Competitor [] vendar [7] Animal Vendor
Associate Browse/Find: [] purchaser [] supporter [] Lab Supply Vendor
[] Research Affiliate || Subrecipient "] vet Supply vendor
[] sponsor
185 result(s) found... 4 31-40 P
Delete  Edit Internal Rec Num Associate Name Associate Abbrev.  Associate Group Business Associate Type A
o 125 [9202] Centers for Disease Control Sponsor; lkip=lr Unfiis SEtes (Fedi
—i Government Agency
) Other United States Federal
0 =1 132 [9203] Department of Defense Sponsor; Government Agency
. . Other United States Federal
0 BN 261 [9205] Dept of Education Sponsor; Government Agency
£ e A Frmet oo Crerrrs P Other United States Federal

Selecting Add a New Associate will prompt you to enter the below fields. Saving this information will add the record to
the list of Associates/Sponsors within iRIS.
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System Setup of Business Associate List EI Back
Business Associate Info
Q Save Changes |
Associate -
Abrv: Street 1:
e Street 2:
Name:
Status: Deletad City:
[T] competitor H ; County/ Parish:
Vendor
A - [ Purchaser State: —none—
{;m'?,t: Flr b Affiliat [[] Supporter
' ezearch Affiliate .
[ Subrecipient Province:
I:‘ Sponsor Country: —none—
Ext: |
As&n‘:irall‘tae Zip/Postal
ID: Code:
*Associate J— -
Type:

Associate Abrv — Allows the designation of an abbreviation for the particular associate, but is not required.
Associate Name — Designating the associate’s name is a required field.
Status — Displays the internal status of the record. Once you save the record, this status changes to an Active status.

Associate Group — Allows the designation of the group the business associate belongs to. Depending on the answer
given in this list, additional fields below will populate, and be available for entry. Note: The Associate Group list is a
configurable list.

Street 1 & 2, City, County/Parish, State, Province, Country, Zip/Postal Code — Allows the input of the
Associate/Sponsor’s address or location information.

Once a record has been saved into the system it will be added to the master list.
Selecting to Merge Associate Records allows you to merge duplicate records within the system.

System Setup of Business Associate List [{]Back

lt“Herge Associate Records |I Add a NewAssociatel

After making this selection, a list of the existing records will populate. Selecting two or more records will allow you to
merge and select the record that you wish to keep.
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Merge Sponsor List [4]Back
Select the record you want to keep after merging.
;::e"r::: Sponsor Abbrev. Sponsor Name Sponsor Type
76 (Ndl;!r‘{]r:'?tional Institute of Mental Health Federal - NIH
s e st

Note: For records already existing on Studies, the record that was kept will apply to all studies which had the deleted
record applied.

Download/Upload Associate Configuration gives you the ability to easily upload an Excel file with as many business
associate records as needed at one time.

System Setup of Business Associate List [4]Back

* D load A iate C ion T 1 i~ Upload Associate Configuration -» - Merge Associate Records | Add a New Associate |

Download Associate Configuration Template — This feature will allow you to download a spreadsheet template; this
template is set up in the proper format for uploading associate records, with instructions for the input of data in each
field. When downloading, be sure to Save the file to a known location on your computer, so the data can be input and
saved for future uploading. Below you will find a screenshot of this spreadsheet template.

—/ Home Insert Page Layout Formulas Data Review View Develaper 'Q) - 3 X
= # . = = 2 = |g=inset~ | X - :
Calibri ~111 A Al =M General = = FF L
_)I —|Q g ‘d _‘d ;rh Delete = ﬂ - Z
Paste 'B I U - || Ty - A ]| Pad v | % v % o ||%0 ;08| Conditional Format  Cell . ~ Sort& Find &
7 — = = : Lo Formatting = as Table = Styles ~ || (2= Format ~ || &2~ Fiter» Select -
Clipboard ™ Font ) Alignment T Number (F] Styles Cells Editing
AD18 ~( £ | ¥
rd AL AB AC i
1 |A133 Non Profit A 133 Unknown A133 NA Risk Assigned(Only if the Vendor or Subrecipientis Yes) Vendor Numbe
Mo more than 3 characters No more than 3 characters Mo more than 3 characters
2 YesorMNo Yesor No Yes or No Mo more than 32 characters Mo more than 2
3 Yes Yes Yes High
4 =
5
(i}

Upload Associate Configuration— Selecting to upload the device configuration will open a popup window, where you will
be able to browse for the correct Excel file containing the associate records you wish to upload.
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Document Location:

Instruction: Uploading a document into IRIS™ requires locating the document on the computer.
Once you have located the document click on the 'Save =elected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.

L save selected file

How these configurations affect iRIS — Once a Business Associate / Sponsor has been added to the master list, they
become available to be associated to Study Applications through a data value.

- Add a New Sponsor to the Study |

Delete Edit View Details Sponsor Name
No Sponsor has been added to this Study

Selecting Add a New Sponsor to the Study will display a popup window, which will allow the user to search for the
applicable business associate.

Find a Sponsor: Search Options il

Sponsor Name: ﬁ Find Sponsor

Sponsor Browse [ Find: Familiar Name:

Legal Name:

0 result(s) found... 0o-0

Select Sponsor ID Sponsor Name Familiar Name Legal Name

No Results found

Sponsor Type

This is a list of available Sponsor Types that you can associate to a Sponsor record.

After selecting this link, the master list of existing Sponsor Types will display. You can Edit the existing, as well as Add a
New Category and Delete, as seen in the image below.
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System Administration - Define Sponsor Type [4]Back
Add a New Category
9 result(s) found... 1-9
Sort Order Include in

Delete Edit Sponsor Type Description

Number Disclosure Search

o Personal 1 Yes
0 Federal - NIH 1 Yes

0 Pharmaceutical 1 Yes

0 | Private - Non-profit 1 Yes

Add a New Category will direct you to the following screen.

System Administration - Define Sponsor Type [*]Back

Q Save Category |

*Sponsor Type:
*Sort Order Number: 1

*Include Sponsors of
this groupin @ Yes Mo
Disclosure Saarch:

Description:

Sponsor Type — Here you are required to designate the display name for the Sponsor Type record.
Sort Order Number — Set the order of the way that you want the Sponsor Types to display.

Include Sponsors of this group in Disclosure Search — This setting is used for the COl module. Any sponsor associated to
a Sponsor Type with this flag set to YES will be included in the conflict of interest check. This means that when a Covered
Person submits a conflict of interest form with a conflict match listing a sponsor with this type, the system will flag a COI
match and report it to the Conflict of Interest board.

Description — Here a description related to the type can be added. This field is for internal purposes, and will not be
displayed to end users.

Click Save Category to save the sponsor type. It will be added to the master list and will be made available to associate to
a sponsor record.

Study Document Outcome/Outcome Configuration List
You can create Outcomes for any Study Documents reviewed by the board.

When you open the page, a list of any current Study Document Outcomes will display. If you have not set up any
outcomes, the page will not list any records.

You can add a new outcome by clicking on the Add a New Status button.

© iMedRIS Data Corporation 11



IACUC Assistant - RB Administration

iRIS 10.03.02

IACUC - Review Board Setup Study Document Outcome

IACUC list of study document ocutcomes.

i Edit Status Name Create PDF
Approved Ves
Mot Approved No

Use Approved Stamp

Yes

Mo

[4]Back

Add a New Status | 9 Delete Selected Status(s)

Use Void Stamp Start From Original

Document
No Mo
Mo Mo

A new page will open allowing you to input the Outcome Status information.

Create PDF — Set this option to “Yes” if you need the document given this outcome to convert to a PDF. This option

should be set to “Yes” for any document that you want to apply your electronic document stamp to. Leave this set to

“No” to leave the document as it was submitted.

IACUC - Review Board Setup Study Document Outcome

IACUC add a review ocutcome.

*Outcome Status:

*Create PDF: Yes @ No

[1]Back

E Save Study Document Qutcome

Once you set Create PDF to “Yes”, three additional options will be available, described below.

*Start From Original
Document:

*Create PDF: @ Yes
*Use Approved Stamp: Yec
*Use Void Stamp: Yes

Yes

Mo

@ No

Use Approved Stamp — This option will not be available if the Review Board Property “rb.stamp_study_doc” under the
Document Processing Category is not on. When this property is on, and the option here is set to “Yes,” then a study

document assigned with this outcome will be stamped with an Approval Stamp (stamps can be set up for particular

categories in the Review Board Administration).

Use Void Stamp — Setting this option to “Yes” will create a VOID watermark on the study document when it is converted

to PDF.
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Start From Original Document - This option will specify whether the outcome set and saved will apply to the original
document or a PDF already created from the study document outcome being set in the past. This option is applicable if
review boards often return to the study document to re-process it and assign it another outcome. For example, when
setting a document stamp to void, and a void watermark is stamped, then later on approving the document, this “Start
from Original Document” option should be set to “Yes” so that the VOID watermark is no longer present on the
document.

When you are finished entering the necessary information, click the Save Study Document Outcome button.

Study Number: M3
PI: Investigator, Susan M., Ph.D. Stl.ldy Documents

Vertebrate Animal Section
*Document Title:
* Category: Other -
Comments:

Description:
*Wersion Date: 07/02/2014

Version Number: 1.0

OQutcome:

proval Date:

The Study Document Outcomes will populate in the Outcome drop down list when you are approving a Study Document
on a study within the submission processing screens.

Study Status Configuration List

This will create and maintain the status for studies as well as determine what user access is allowed during particular
statuses and assign different colors to each status. Study statuses are used for every stage in the life of a study, from the
moment the study is first drafted until the study is inactive.

The IACUC review board has access to maintain the Study Status list; however, this list is shared between System
Administration and any other review board set up in the system. Typically it is the study’s overseeing review board that
maintains the study status of a particular study but the IACUC office can have the ability to modify the Study Status for a
study if the review board property rb.allow_change_of study_status is set to “Yes.”
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Study Status formulary

10 result(s) found...

0 Open
o Returned for
! |Corrections
Pending Acceptance to
. Participate

Draft

Pending

Pending - Submitted for
4 | Initial Review

0 Closed to Accrual with
L) follow-up
£ Clasad

Delete Edit Status Name Sort Order

1

Default for Expired
Studies

No

No

No

No

No

No

No

Mn

Continuing Review
Reporting

Included

Not Included

Not Included

Not Included

Not Included

Not Included

Included

Mot Tneliided

Auto Expire?

Yes

No

No

No

No

No

Yes

M

Available to
Archive

No

No

No

Mo

Mo

No

No

Mo

Add a new Study status

[1]Back

Include in COI
Match

Yes

No

Yes

Nan

Color

The Delete column is used to delete a status. Some of the statuses do not have icons. This means they cannot be deleted

from the system because they are hard coded and required by the system to run properly. To delete a study status, click

the icon next to the study status.

The Edit column contains icons that you can click to open information about the status and edit. Some of these statuses

cannot be edited for the same reason they cannot be deleted. You may still view the read/write information for them.

The Sort Order column determines not only how the statuses are grouped here, but also in what order they appear to

the Review Board and when viewing studies in Find a Study or My Studies in Study Assistant.

The Default for Expired Studies column indicates if a certain status is the default in iRIS for an expired study. This means

that when a Review Board Expiration Date comes and goes, the system will automatically set the study to this status.

There should be only one status with this option turned on.

The Continuing Review Reporting column indicates if continuing review reporting is included with this study status. If

this reads Included, then continuing review reporting is included. If this reads Not Included, then continuing review

reporting is not included in this status.

Auto Expire indicates whether the system checks studies in that status to see whether or not the Review Board

Expiration Date has come and gone.

Available to Archive indicates whether or not you can archive studies in this status. *Used with IACUC modules.

Include COI Match indicates whether the system checks a study in this status for sponsor information when a Covered

Person submits a form. If the Covered Person has a role on the study and has indicated a submission with a sponsor on

the study and the study is in a status that includes the COI check, a Submission will trigger. *Used with COl modules

The Color column contains a sample of the assigned color for this status.

To create a new study status, click on the Add a New Study Status button.
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Setup System Study Status 4]Back
Ei Save the study status
*Study Status: |Open A
*Sort Order:
*Default for Expired Studies: [ |
*Continuing Review Reporting: () Not Included (® Included
*Auto Expired? (8 yes No
*Include for Conflict of Interest Match? @) ves () o
Available to Archive ves @ no
[} Allow Study Management Access . ’ ;
* These settings dictate whether the study will be accessible by the KSP
O Allow Study Management Access But Read Only
O Study in Creation Mode( i.e Draft )
o] ki Alll d:
perations fllowre ) Allow Submissions
) Allow Key Study Personnel Change
) Allow Subject Access
[} Allow Subject Enrollment
Color:
W

The Setup System Study Status page opens. The first two fields are required fields. Study Status is the actual name of the
status. This will be associated with any study that is set to this status.

Sort Order — enter a number here to determine where in the list with the other statuses this status will appear. You can
only enter a whole, non-negative number in this text box.

Default for Expired Studies — click the checkbox to indicate if a certain status is the default in iRIS for an expired study.
This means that when a Review Board Expiration Date comes and goes, the system will automatically set the study to this
status. There should be only one status with this option turned on.

Continuing Review Reporting — Select either Not Included or Included depending on whether or not you want to allow
continuing review reporting with this study status. Only one of these can be selected at a time.

Auto Expired? — select “Yes” to indicate whether the system checks studies in that status to see whether or not the
Review Board Expiration Date has come and gone.

Include for Conflict of Interest Match — select “Yes” to indicate whether the system checks a study in this status for
sponsor information when a Covered Person submits a form. If the Covered Person has a role on the study, has indicated
a conflict with a sponsor on that study, and the study is in a status that includes the COI check, a conflict match will
trigger. *Used with the COl Module

Available to Archive — select “Yes” to indicate whether or not you can archive studies in this status.

Operations Allowed — This is the area that determines user access and changes to the study when it is set to this status.
The first two items (highlighted yellow) determine whether KSP have access to the study while the study is in this status.
If the first checkbox (Allow Study Management Access) is checked, any KSP associated to the study can open the study
and make changes. If the second option (Allow Study Management Access But Read Only) is selected, the KSP would
have access to the study, but they would not be able to make changes. Both of these can be selected at once, but this is
not recommended. If neither checkbox is selected, KSP will not be able to access the study through My Studies or Find a
Study in Study Assistant.
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The rest of the options are as follows:
Study in Creation Mode — This property allows the study to act like a Draft status.

Allow Submissions — With this status active, if this is checked, then KSP can send a submission to the Review Board. If it
is not checked, forms cannot be submitted.

Allow Key Study Personnel Change — If this is checked the KSPs associated to the study can be added or removed from
the study.

Allow Subject Access — When this checkbox is checked, subject management is allowed. If it is not checked, you cannot
modify the subjects associated with the study. *Used with Subject Management modules

Allow Subject Enrollment — When this checkbox is checked, you are able to enroll subjects to the study. If it is not
checked, you cannot enroll subjects to the study. *Used with Subject Management modules

The color palette is located at the bottom of the screen. To change the color of the status, click on the desired color.

The present color shows in the large box next to the color palette. Make any necessary changes to the status, then click
the Save the study status button.

The new study status will appear in the list of study statuses. It will appear in the order you choose in the Sort Order text
box.

Study N ber: M3 S - - - —
phr " Investinator, Suzan M., ph.o.  LIACUC - Initial Review Submission Form [4|Back

Protocol Items Miscellaneous IACUC Items Submission Forms

Mouse Study

E Save the Submission Qutcome

- -

Correspondence

Submission History IACUC Review Outcome

Pre-review Screening Review OQutcome: —none— hd Study Status: Pending - Submitted for Initial Review
Submission Received Additional information required: No E

Notification Letter

Submission Approval:

Review Checklist '
and Comments

Internal

Review Summary Comments:

Submission Discussion Shared

“All the study statuses that are in this list will appear on the Review Board side. In the screenshot above, the IACUC
Coordinator will set the status of the study based on the outcome determined in a review board meeting. The dropdown
list contains the study statuses. The study status appears along with the Study Title and Expiration Date for the study in
the header.
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IACUC - Find a Study [4]Back

Find a Study Filters %

Display Projects by: [IACUC Number v Study Status: | Pending - Submitted for Initial Review M
Study Number: | | Study Classification: |A|| Vl Ad;ia:;ec'
-
Sponsor: | | Reference Number: | | Options
. | IACUC Number: [Al | Reset
Investi 3 )/ Find
Department: | | IACUC Dat | | —I - | -
epa ent: Expiration Date:
=l
E B .
IACUC Full Renewal Expiration: | | ) | |
E=
1 result(s) found... 1-1
LT B Study Number
Open Study Status IACUC Mumber Date *piration. Principal Investigator Sponsor
Study Title
Mouse Study Investigator, Susan
(GH-15001
I Mouse Study

The study status will also appear next to studies when you are in Find a Study both on the Review Board side and Study
Assistant. The screenshot above is for Find a Study on the IACUC Assistant and lists all of the studies for a particular
Principal Investigator.

Study Number: M3 T
PI: Investigator, Susan M., Ph.D. Submissions [I] Back

W Studv Management

Protocol Items

® submissions Histo
- Study Application i

| O e caa . - Study Correspondence

The study status also shows in any screen associated with a study.

Study Number: M3
PI: Investigator, Susan M., Ph.D. StUdy Summarv [I] Back

ESaw:Changﬁ

"\i Study Summary Basic Information

M=t i iee
Pending - Submitted for Initial Review -
il
Coordinating Study Number:
Storage Code: Animal Research: @ ves () No
Blinding Method: Research Type:
VA Number: Therapeutic Area:

Within the IACUC Review Board, if the review board property rb.allow_change_of_study_status is set to “Yes,” you will
be able to change the study status for a particular study by accessing the study through Find A Study. Navigate to the
Study Summary/Profile and the Study Status drop down list will be available for you to set.

© iMedRIS Data Corporation 117

-




IACUC Assistant - RB Administration

Substance Configuration List

This configuration list will allow you to specify a pre-defined list of Substances that you can then associate to a specific

species on a study.

iRIS 10.03.02

System Administration - Configure Substance

3 result(s) found...

;R Edit Species name Substance

Mouse

Mouse

Mouse

Corn oil

Saline

Tamoxifen

Route

Oral

Oral

Oral

Dose

23

20

34

Fregquency

T Add a New Record | 0 Delete Record(s)

[4]Back

Expected Effect

1-

Possibla Side Effect

3

When you open the page, a list of any Substances previously defined will display. If Substances have not yet been added,
this page will not list any records. You can click the Add a New Record button to add a new Substance to the list.

[1]Back

E Save Changes |

System Administration - Configure Substance

*Species Name: |--none— %
--NONE— W

--none— W

*Substance: or create New| |

*Route: or create New | |

*Dose:

*Fregquency:

*Expected Effect:

*Possible Side Effect:

When you add a new record, you will first need to select a Species Name from the drop down list. This list will contain
the list of species configured in the Animal Species Configuration List. Once you select a Species Name, select the
Substance from the drop down list. If the specific Substance you need to add for this species is not listed, you can create
the record by typing it in to the Create New field to the right of the Substance dropdown list. Associate the Route in the
same way; select the proper Route from the dropdown list. Otherwise, enter a new record in the Create New field. Once
you have selected the appropriate records from the dropdown lists or created new records, specify the Dose and enter
the Frequency, Expected Effect, and Possible Side Effect information. Click the Save Changes button, and the record will
be added to the list of Substances.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Species Name, Substance, Route, Dose, Frequency, Expected Effect, and Possible Side Effect information.

You can delete a record by selecting the checkbox next to the appropriate Substance record and clicking on the Delete
Record(s) button.
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The Substance records added to the Substance Configuration List will be available to add to an IACUC study. Within the
IACUC Application, users will be presented with a data value that will allow the association of Substance records, as
shown in the screenshot below. The user can click the Add a New Substance to the Study button.

Substance

-+ Add a New Substance to the Study

Delate - View s ias
Substance Details I

No Substances have been added to this Study

Substance Route Dose Freguency Expected Effect Possible Side Effect

A window will open within the browser, allowing the user to associate Substance information. Because the Substance
records have been configured to specific species, only information associated to the selected Species in the dropdown
list will display. Also note that only species associated to the study will display in the Species drop down list.

Once a Substance and Route are selected for the Species, the remaining supplied information will populate on the page.
The user can change any of this information as needed, and the user can also add any Substance or Route that may not
have been configured in the Substance Configuration List.

Once the information has been added, the user will click the Save Substance Info button at the bottom of the window.

Study Substance Details: ill

-
*Spacies: Mouse -

*Substance or other

*Route: or other

*Dosea:

m

* Volume:
* Frequency:

* Duration: -

Expected Effect:

Possible Side Effect:

Bl -

Q Save Substance Info |

The Substance record will display in the table below the Add a New Substance to the Study button. If additional
Substance records need to be added to the study, the user can click this button again to repeat the process.
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Substance

Add a New Substance to the Study

Delete View

Substance Edit Details Species Substance Route Dose Frequency Expected Effect Possible Side Effect
0 Mouse Saline COral I'_ﬁg 1x Testing for procedure MSA

Strain Configuration List

This configuration list will allow you to specify a pre-defined list of Species Strain records that you can then associate to a
study.

System Administration - Configure Species Strain [4]Back
Add a New Record | Q Delete Record(s)

616 result(s) found... 1-30 P

i Edit Species name Strain A

I 1 Mouse (Mer-Cre-Mer) Cre

(] | Mouse 1-alpha h'ase KO

I 1 Mouse 11kbBrn3a-mut/CreERT2 (on B6)

(] | Mouse 11kbBrn3a-mut/LacZ (on B6)

When you open the page, a list of any Species Strain records previously defined will display. If Species Strain records have
not yet been added, this page will not list any records. You can click Add a New Record to add a new Species Strain to the
list.

System Administration - Configure Species Strain [4]Back

E Save Changes |

*Species Name: -—none— ~

*Strain:

When you add a new record, you will first need to select a Species Name from the drop down list. This list will contain
the list of species configured in the Animal Species Configuration List. Once you select a Species Name, enter the Strain.
Click the Save Changes button, and the record will be added to the list of Strains.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Species Name and Strain.

You can delete a record by selecting the checkbox next to the appropriate Species Strain record and clicking on the
Delete Record(s) button.
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The Strain records added to the Strain Configuration List will be available to add to an IACUC study. Within the IACUC
Application, users will be presented with a data value that will allow the association of Strain records, as shown in the
screenshot below. The user can click the Add a New Strain to the Study button.

Species Strain

Add a New Strain to the Study

Delete - View N
Srasn | "0 | patads SrEE=

No Strain(s) have been added to this Study

Strain Stock #/ Order Code: Special Care Special Conditions

A window will open within the browser, allowing the user to associate Strain information. Because the Strain records
have been configured to specific species, only information associated to the selected Species in the drop down list will
display. Also, note that only species associated to the study will display in the Species drop down list.

Once a Species and Strain are selected, the remaining information can be input on the page. The user can change any of
this information as needed, and the user can also add any Strain that may not have been configured in the Strain
Configuration List.

Once the information has been added, the user will click the Save Strain Info button at the bottom of the window.

The Strain record will display in the table below the Add a New Strain to the Study button. If additional Strain records
need to be added to the study, the user can click this button again to repeat the process.

Species Strain

Add a New Strain to the Study

g:rl:::: i D:-Evi‘ls Species Strain Stock #/ Order Code: Special Care Special Conditions
0 Mouse Isogenicity 123234234234

IACUC Drug Configuration List
The IACUC Drug Configuration List allows you to add or edit drug records specific to the IACUC. These IACUC Drug
records can be associated to an IACUC study.

After selecting this link the master list of existing IACUC Drugs will display. You will have the ability to Edit existing IACUC
Drugs as well as Merge IACUC Drug Records, Add a New IACUC Drug, and Delete IACUC Drug(s), as seen in the image
below.

This page contains a Search By filter which allows you to search for specific drugs that have been previously added.
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System IACUC Drug List [1]Back
™« Merge IACUC Drug Records Add a New TACUC Drug |
IACUC Drug Browse,Find: Drug Name:

4 result(s) found...

Internal Rec

Delete Edit Num Trade Drug Name Generic Drug Name Investigational Drug Name
0 ._ 1 3 Buprenex Buprenorphine
e ._ 1|1 Ketalar Ketamine
0 l_ | 2 Membutal Sodium pentobarbita
e ._ 1 4 Stadol Butorphanol
Add a New IACUC Drug

Add a New IACUC Drug will allow you to add a new drug to the master IACUC Drug list within iRIS. To add a new drug,
you must enter the Trade Name, Generic Name, or Investigational Name. Only one of the three drug names is needed to
add a new record to the system. Clicking the Save Changes button will add this drug record to the master IACUC Drug list.

System IACUC Drug List [1]Back

E Save Changes |

Add a new drug to the system.

Trade Name: | |

Generic Name: | |

If not yet named, | |
Investigational N

Merge IACUC Drug Records

Also listed at the top of the page is the Merge IACUC Drug Records button. This will allow you to manage your list of
IACUC Drugs by merging duplicate records into one record as needed. Users adding IACUC Drugs to a study can add a
drug record to this master list if they cannot find the IACUC Drug they need on the study. Merging IACUC Drugs allows
you to manage the list of user-added IACUC Drugs in the case that an IACUC Drug record already exists in the master list.
To merge IACUC Drug records, click the Merge IACUC Drug Records button.

System IACUC Drug List [4]Back

I "“.MelgeIACUCDngrconk“ Mdaueww:ucnrugl

A new page will open, listing the available IACUC Drugs. Choose two or more records to merge, and then click the Merge
Selected Records button.
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System IACUC Drug Merge [4]Back
™ o Merge Selected Records
[Belect two or more records to merge.
i Internal Rec Num Trade Drug Name Generic Drug Name Investigational Drug Name
[+ 5 IACUC Drugl
¥ & IACUC drug 1
| 3 Buprenex Buprenorphine
O 1 Ketalar Ketamine
O 2 Membutal Sodium pentobarbita
[1 A tadol Eadocnh [

The page refreshes to list only the IACUC Drug records you selected. At this point, you need to indicate which IACUC Drug
record to keep by selecting the radio button next to the IACUC Drug. Then, click the Merge button. If you do not want to
merge any records, click the Cancel button and you will be returned to the previous page.

System IACUC Drug Merge [4]Back

Belect the record you want to keep after merging.

Trade Drug Name Generic Drug Name Investigational Drug Name
IACUC Drugl

(® IACUC drug 1

When you merge two or more records, the IACUC Drug you selected to keep will remain in the master configuration list
and will also be applied to any study records using the other IACUC Drug records. Example: The above case is merging
two drugs, “IACUC Drugl” and “IACUC drug 1.” The correct IACUC Drug in the master list is “IACUC drug 1;” however, a
user added “IACUC Drugl” to a study, and the IACUC Drug record was created in the master list. When these two records
are merged, “IACUC Drugl” is no longer found in the master list, and is replaced by “IACUC drug 1” within the study that
had referenced “IACUC Drugl.”

IACUC Drug Functionality

Any IACUC Drug records added to the IACUC Drug Configuration List will be available to add to an IACUC study. Within
the IACUC Application, users will be presented with a data value that will allow the selection of the Drugs, as shown in
the screenshot below. The user can click the Add a New Drug to the Study button.

Add a New IACUC Drug to the Study

Delete Edi View
Drug Details

A new drug or a new use of

IND Number
approved drug:

Drug Name FDA Approved

Mo drugs have been added to this Study
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A window will open within the browser, allowing the user to search the system for the appropriate Drug record. The user
can use the Drug Name field to find a particular drug; otherwise, leaving that field blank and clicking the Find Drug
button will return all results.

If the desired Drug record is not found in the list, the user has the option to add a Drug by clicking on the Add a New
IACUC Drug button.

Find an IACUC Drug: Search Options ﬂ
Drug Browse/Find: Drug Name: | | @ Find Dmgl .y AddaNew IACUC Drug
6 result(s) found... 1-6
Internal Rec zZ - S
Select Num Al Trade Drug Name Generic Drug Name Investigational Drug Name
__J 4 Stadol Butorphanol
__J 2 Membutal Sodium pentobarbita
__J 1 Ketalar Ketamine

The window will change, allowing the user to input the same Drug information gathered when adding a Drug through the
Drug Configuration List. Once the necessary information is added, the user will click on the Save Drug Info button and
the Drug will be added to the study as well as the Drug Configuration List.

Add a New Drug il

Trade Drug Name: -

Generic Name: -

If not yet named,
Investigational Drug Name:

Tranquilizing Drug Configuration List
This configuration list will allow you to specify a pre-defined list of Tranquilizing Drugs that you can then associate to a
specific species on a study.

System Administration - Configure Tranquilizing Drug [4]Back
o .A.dIIaNewRemrdlgDeleteﬂncmd[s)l

1 result(s) found... 1-1
il? Edit Species name Tranqguilizing Drug Route Dose Monitor
| 1 Mouse Telazol Injection .5 mg Mormal monitoring procedures

When you open the page, a list of any Tranquilizing Drugs previously defined will display. If Tranquilizing Drugs have not
yet been added, this page will not list any records. You can click Add a New Record to add a new Tranquilizing Drug to
the list.
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System Administration - Configure Tranquilizing Drug [4]Back

E] Save Changes |

*Tranguilizing Drug: or create NE\'-'| |
“Route: |-none— WV or create NE\-.'| |
*Dose: |

*Monitoring:

When you add a new record, you will first need to select a Species Name from the dropdown list. This list will contain the
list of species configured in the Animal Species Configuration List. Once you select a Species Name, select the
Tranquilizing Drug from the dropdown list. If the specific Tranquilizing Drug you need to add to this species is not listed,
you can create the record by typing it in to the Create New field to the right of the Tranquilizing Drug drop down list.
Associate the Route in the same way; select the proper Route from the drop down list. Otherwise, enter a new record in
the Create New field. Once you have selected the appropriate records from the dropdown lists or created new records,
specify the Dose, and enter the Monitoring information. Click the Save Changes button, and the record will be added to
the list of Tranquilizing Drugs.

Records can be edited by clicking on the Edit icon next to the name. This will open a new page allowing you to modify
the Species Name, Tranquilizing Drug, Route, Dose, and Monitoring information.

You can delete a record by selecting the checkbox next to the appropriate Tranquilizing Drug record and clicking on the
Delete Record(s) button.

The Tranquilizing Drug records added to the Tranquilizing Drug Configuration List will be available to add to an IACUC
study. Within the IACUC Application, users will be presented with a data value that will allow the association of
Tranquilizing Drug records, as shown in the screenshot below. The user can click the Add a New Tranquilizing Drug to the
Study button.

Tranquilizing Drug

Add a New Tranquilizing Drug to the Study

Delete View
Tranguilizing Edit = Species Tranguilizing Drug Route Dose Monitoring
Drug Details

Mo Tranguilizing Drugs have been added to this Study

A window will open within the browser, allowing the user to associate Tranquilizing Drug information. Because the
Tranquilizing Drug records have been configured to specific species, only information associated to the selected Species
in the drop down list will display. Also, note that only species associated to the study will display in the Species dropdown
list.
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Once a Tranquilizing Drug and Route are selected for the Species, the remaining supplied information will populate on
the page. The user can change any of this information as needed, and the user can also add any Tranquilizing Drug or
Route that may not have been configured in the Tranquilizing Drug Configuration List.

Once the information has been added, the user will click the Save Tranquilizing Drug Info button at the bottom of the

window.
| Study Tranquilizing Drug Details: X |
i |
+Species: Mouse - o
[
|_ *Tranquilizing Drug  —none— |~ or other fl
4 —None—
*Route: or other
I
*Dose: |
] * Volume: =
C * Frequency:
* Duration: [
|
h -
2
1 Monitoring: ~ i
b
o Q Save Tranquilizing Drug Info

The Tranquilizing Drug record will display in the table below the Add a New Tranquilizing Drug to the Study button. If
additional Tranquilizing Drug records need to be added to the study, the user can click this button again to repeat the
process.

Tranquilizing Drug

- Add a New Tranqguilizing Drug to the Study

Delete View
Tranquilizing Edit p Species Tranguilizing Drug Route Dose Monitoring
Details
Drug
0 Mouse telazaol injection 1ml

USDA Class Configuration List
USDA Classes can be configured and then associated to IACUC study records in the system. You can manage the current
list of USDA Class records by accessing this page.

When you open the page, a list of any USDA Class records previously defined will display. If USDA Class records have not
yet been added, this page will not list any records. You can click the Add a New Record button to add a new USDA Class
record to the list.
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System Administration - USDA Class [4]Back

MdaNeszeconll

Delete Edit USDA Class

Q -
©Q I«
Q o
O -

When you add a new record, you will need to enter the USDA Class and click the Save Changes button. The record will be
added to the list of USDA Class records.

System Administration - USDA Class fII Back

Q Save Record |

* USDA Class:

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the USDA Class information.

You can delete a record clicking the icon in the Delete column.

USDA Class information can be set for a specific study within the Outcome tab of the Submission Processing screens.

Study N ber: M2 - - o =
3t Y Imvectiatar, Susan M., ph.o.  LACUC - Initial Review Submission Form [«]Back
Protocol Items Miscellaneous IACUC Items Submission Forms
Ref Number : (000215 Mouse Study
~
Study Status: il
Q Save the Submission Qutcome
- Take Note: -
Submiszion Components .
Correspondence
Submission History Meeting IACUC
- - Date: 07/25/2014 Imitial '
Pre-review Screening Approval:
Review
Submission Received Cycle: —none- T TACUC —
Motification Letter Expiration: vl Calculate Expiration Date
X - Teaching: ® @
Review Checklist e - Yes @ No
and Comments - USDA Class:  —none— ']
- P .
Review Summary L tgned: Last . L
Submission Discussion E!I “’"“'I_""V ) Yes @ No ::::1':“"9 B
. : s C
Recommendation SpprmEiE D
Temporary
Stipulati Closure Continuing E
ipulation P E= t '
Trtarnal Sihmiccinn

This information will also display within the Study Profile.
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Vaccination Configuration List
Vaccination records can be configured and then associated to IACUC study records in the system. You can manage the
current list of Vaccination records by accessing this page.

When you open the page, a list of any Vaccination records previously defined will display. If Vaccination records have not
yet been added, this page will not list any records. You can click the Add a New Record to add a new Vaccination record
to the list.

System Administration - Configure Vaccination [4IBack

T Add a New Record | 9 Delete Record(s)

2 result(s) found... 1-2
4,? Edit Species name Vaccination

Pig Erysipelas

Pig Tetanus

When you add a new record, you will first need to select a Species Name from the drop down list. This list will contain
the list of species configured in the Animal Species Configuration List. Once you select a Species Name, enter the
Vaccination information. Click the Save Changes button, and the record will be added to the list of Tranquilizing Drugs.

System Administration - Configure Vaccination [4]Back

E Save Changes |

*Species Name: -—nong— ~

*Waccination:

Records can be edited by clicking on the Edit icon next to the name. This will open a new page, allowing you to modify
the Species Name and Vaccination information.

You can delete a record by selecting the checkbox next to the appropriate Vaccination record and clicking on the Delete
Record(s) button.

Vaccination Records added to the Vaccination Record Configuration List are available to associate to users within IACUC’s
User Vaccination History. For more information, see the IACUC Assistant Manual.

User Administration - Add User Vaccination Record [{]Back

Q Save Vaccination Record

dinator, R.N.

“Vaccination Name: —none— ||

—none—

Vaccination Status: Erysipelas
Use Mutomatic Expiration Tta#s =

Administered Date:

Expiration Date: v
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Issue Reporting Types
The Issue Reporting Types page lists the current issue types that can be assigned to the study.

You can add a new Issue Type by clicking the Add an Issue Type button.

IACUC - Issue Type List [4|Back

1 Add an Issue Type | 9 Delete Selected Issue Type(s)

+|3( Edit Tz Issue Type

1 Non-Compliance

z Failure to Report

This will bring you to the Issue Type setup page. You will be required to enter the order number and the issue type. Once
you have entered this information, click the Save Item Order button and the issue will be added to the Issue Type List.

[4|Back

E Save Item Order |

IACUC - Issue Type List

*0Order Number: 1

*Issue Type:

You can add the issue to a study from the Study Summary information page from the Miscellaneous menu tab on the
submission processing screens. Once you are on the Study Summary page, click the Add button next to the Study Issue

Report section.

Study Issue Reporting

=] Issue Type Issue Date Issue Details

Mo record found

This will open the study issue reporting details window, where you can specify the Issue Type, Issue Date, and Issue
Details. After you are done entering the Issue details click the Save Details button to add the issue to the study.
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Study Issue Reporting Details: ﬂ

*Issue Type: MNon-Compliance -

*Issue Date: pa/qp/2014 '

Issue Details:

a Save Details

Clean-up
This tab within Review Board Administration contains a link that will allow the review board administrator to transfer
tasks from one staff member to another. In addition, the Document Management functionality allows you to

IACUC - Review Board Administration [II Back

Ft“, Copy Configurations

System Setup || List Maintenance Setup || Clean-up

Review Board System Setup

- Transfer outstanding tasks

Transfer Outstanding Tasks
This area allows you to reassign a user’s incomplete tasks to another user. This can be used when an IACUC Coordinator
leaves the institution and all their tasks needed to be transferred to their replacement.

To use this option, click the Transfer outstanding tasks link. This will populate a new page where you can select the user
whose tasks need to be transferred. The system will pull all their incomplete tasks and put them in a list:

Transfer RB Tasks [4]Back
Q Transfer task to new user
Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:
—-none-- M --none- -
iB’ Study Title/ Task type

Then, check the box next to the tasks desired for transfer and select the user that will accept these tasks from the
dropdown menu. Click the Transfer Task to New User button at the top right of the screen.
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Transfer RB Tasks [4]Back

Q Transfer task to new user

Select the user that tasks are currently assigned to: Select the user who will accepts these tasks:

Administrator - Coordinator, Mary Jane, R.N. -

‘B' Study Title/ Task type -

Initial Submission

m

Assigned Analyst

The user who has accepted the tasks will be able to open and complete the task from their home screen.

Document Management
The Document Management functionality allows you to manage the documents associated with a study.

When you click the link, you will be brought to the IACUC — Find a Study screen. You can use the filters at the top of the
screen to locate the study you wish to manage documents for. In the screenshot below, the IACUC Number filter was
used to find a study. Enter the desired search terms in the Find a Study Filters and click Find.

TACUC - Find a Study [4]Back

Find a Study Filters

Display Projects by: | TACUC Number W

IACUC Number: [ANI-16-495 ]

Study Nickname: |

Spansor: |

Study Status: [ Al

vl Reset

}/ Find Options

Study Classification: [ Al

Principal T i [ Reference Number: | ] ﬁ el
Department: | TACUC Expiration Date: | | [EH - | El
TACUC Full Renewal Expiration: | | EH - | |
1 result(s) found... 1-1
IACUC Expiration Date Study Nickname
Select Study Status IACUC Number é:ﬁ:::;:"" E— study Titl Principal Investigator Sponsor
- :Elrmn:: i:,:ﬁ 4 Tnvestigator, Susan
Click the 4 in the record for the study you wish to open. This will bring you to the Document Management screen.

Different review boards may also want to select Consent documents on this screen, which can be selected using the
Document Type radio button. You can also filter by document/consent Category, Version Number, Approval Date range,
document Title, Document Outcome, and Expiration Date range.
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IRE Number: HUMANPROTOCOL--2016-1558

Study Nickname:  ANALATRO Document Management [4]Back
PL: Investigator, Susan
Approved - m ANALATRO - A Phase 111 Multicenter Clinical Trial of Analatro ~
IRB Number :| HUMANPROTOCOL--2016-1558 I1BC-16-073 Study Title : LATR r z )
_ umber T lAntivenin Latrodectus (Black Widow) Equine Immune F (ab)21in v

Please follow the next steps:

-Select a root document.

-Select the documents that you want to associate.
-Review your selections.

-Apply changes.

Associate Study Documents or Consents

Select Category: [ Al v

Titles: | |
Version #: I:| .0 Document Outcomes | Al ]
Document Type: () Documents @ Consents
Filter Documents
Si‘:,f;:::‘ Version Title/ £ |Category Document Outcome Approval Date Expiration Date File

1.0 Consent Document @
- 07/07/2016 Study Consent Category I

10 Informed Consent

. == 5 .
_ 07/07/2016 Revision modified by the IRB
Study Consent Category I

In the Select Root Document column, you will see all the study documents associated with the study you selected that

are version 1.0. These are the root documents that you will be merging other documents into. Click the " icon next to

the document that you wish to be your root document.

Checkboxes will populate in the Select Document column, allowing you to select the document(s) that you wish to merge
with the root document.

Prepare Changes | Select a Different Root Document | Filter Documents

D:::f“‘:". Version Title/ Z | Category Document Outcome Approval Date Expiration Date File ~
o 1 ACORP Diagram i' I
1/15/201% ACORP Diagram 9.94 KB
2 ACORP Diagram @
=] 2
1/15/2018 ACORP Diagram 594 KB
Selected Root 1.0 FEED FEgrm 2 @ .
Document  11/23/2016 i
fead ACORP Diagram
5.94 KB

Make your selection(s), and click Prepare Changes.

The following window will open. Here, you can see that the versions of the document you selected as your root
document are already selected for you. The documents called “ACORP Diagram”, which you selected with checkboxes in

the previous step, are listed below the root versions with unchecked boxes next to them, which you can select if you
decide to merge these documents into the root document.
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Prepare Changes ﬂ
] Document Title Current Version Proposed Version Category
v ACORP Diagram 2 4% 1.0 ACORP Diagram 4%
¥ [AcORP Diagram 2 | 1.1 11 | [ACORP Diagram V]
[ [AcoRP Diagram | 1.1 1.2 | [ACORP Diagram V]
[] [AcorP Diagram | 1.2 1.[3 | [ACORP Diagram V]
Merge Documents

The columns in this window are as follows:

Document Title — When the window first opens, this field displays the original names of the documents. These are
editable if you wish to change the name of any of your document versions.

Current Version — This column lists the current versions of the documents in the list.

Proposed Version — This column displays the suggested versions of the documents once they have been merged. These
are editable if you wish to change any of the current version numbers.

Category — This column shows that all listed documents have been associated with the category of the root document.

In the scenario in the screenshot above, you can check the boxes next to the two documents titled ACORP Diagram to
select them to merge with the versions of the root document. If you wish for these versions to have the same name as
the root document, change their names in the Document Title field.

© iMedRIS Data Corporation 133



IACUC Assistant - RB Administration iRIS 10.03.02

Prepare Changes ﬂ
Heg Document Title Current Version Proposed Version Category
L4 ACORP Diagram 2 & 1.0 ACORP Diagram i
| [ACORP Diagram 2 | 11 L1 | [ACORP Diagram V|
M [ACORP Diagram | 1.1 1]z | [ACORP Diagram ]
] [ACORP Diagram | 1.2 1[3 | [ACORP Diagram V]
Merge Documents

Click Merge Documents to proceed.

This opens the Prepare Changes window, where you can view the proposed changes to the documents. Click Confirm to
continue with the merge, or Cancel if you do not wish to proceed. A dialog will open; click OK to confirm the action or
Cancel if you do not wish to reorganize the documents.
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